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Abbreviations
AV
CAPA
CD
CDSCO
CloOMS
Co-l
Co-PI
CRF
CRO
CTA
CTRI
cVv
DCGI
DD
DVD
FDA
GCP
HMSC
1B
ICD
ICF
ICH
ICMR
IEC
IRB
MOHFW
MOU
NEFT
NGO
PAN
PAN
PD
PDF
Pl
PIS
SAE
SOP
SUSARS
UAE
WHO

Audio-Visual
Corrective Action and Preventive Action
Compact Disc

Central Drugs Standards Control Organization
Council for International Organizations of Medical Sciences

Co-Investigator

Co-Principal investigator

Case Record Form

Contract Research Organization
Clinical Trial Agreement

Clinical Trials Registry of India
Curriculum vitae

Drug(s) Controller General of India
Demand Draft

Digital Video Disc

Food and Drug Administration
Good Clinical Practice

Health Ministry Screening Committee
Investigator Brochure

Informed consent document
Informed consent form
International Conference on Harmonization
Indian Council of Medical Research
Institutional Ethics Committee
Institutional Review Board

Ministry of Health & Family Welfare
Memorandum of Understanding
National Electronic Fund Transfer
Non-Government Organization
Permanent account number
Permanent Account Number

Pen Drive

Printed Document Format

Principal investigator

Participant information sheet
Serious adverse event

Standard Operating Procedures

Suspected Unexpected Serious Adverse Reactions

unexpected adverse events
World Health Organization
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Introduction

The first International statement on the ethics in medical research using human subjects,
the Nuremberg Code was formulated in 1947 and it laid emphasis on consent and
voluntariness. In 1964, the eighteenth World Medical Assembly at Helsinki, Finland adopted
a code of ethics for the guidance of doctors involved in clinical research. This is popularly
known as the “Declaration of Helsinki.” In 1980, the Indian Council of Medical Research
released a ‘Policy Statement on Ethical Considerations involved in Research in Human
Subjects’ for the benefit of all those involved in clinical research in India.

Moreover in 1996, the International Conference on Harmonization (ICH) published a
tripartite guideline for Good Clinical Practice (GCP) to harmonies technical
requirements for registration of pharmaceutical products in three regions namely the
United States, the European Union and Japan). Today, the ICH-GCP guideline is
followed globally for clinical research. This guideline elaborates the composition and
functioning of an Institutional Ethics Committee to review clinical research proposals.

It was thus felt necessary to establish an Institutional Ethics Committee (IEC)
consistent with the GCP Guidelines so as to facilitate the ethical review of any human
research projects at institute. MGM Dental College & Hospital, Kamothe, Navi Mumbai
is under-graduate and post-graduate medical teaching institution with all ultra-modern
health care services with 1500 hundred indoor admission bed capacities. The institution
such provides support for conducting research on human subjects to researchers (self-
funded) or those offered by the sponsored pharmaceutical companies. To protect
interest of participating subjects it was felt necessary to start an institutional ethics
committee for reviewing the scientific as well as ethical aspects in the projects planned
in the MGM Dental College & Hospital, Kamothe, Navi Mumbai.

The Institutional Ethics Committee presently functions according to the requirements
laid down in Ethical Guidelines for Biomedical Research on Human Subijects laid down
by the Indian Council of Medical Research (ICMR) 2018, and is guided by the
guidelines for Good Clinical Practice (GCP), ethical principles set forth in the
Declaration of Helsinki.

SOP Version 3.1 dt. 3rd December 2021 8
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Standard Operating Procedures (SOP)
1 Name
This committee will be known as the Institutional Ethics Committee (IEC), MGM
Dental College & Hospital, Kamothe, Navi Mumbai
This name will remain unchanged until the members choose to change it by a
vote of three-fourths of the current strength.
2 Purpose
The primary purpose of this committee will be:

1. To ensure the protection of the rights, safety and well-being of human
subjects involved in a research project.

2. To provide public assurance of that protection.

3  Authority for Formation of Institutional Ethics Committee (IEC)

1. The Institutional Ethics Committee (IEC) is established under the authority
of Dean, MGM Dental College & Hospital, Kamothe, Navi Mumbai. It is
administratively governed under same authority.

2. Institution will support establishment of ethics committee including training,
resources and infrastructure etc.

3. The IEC oversees other medical teaching institutions under umbrella of
MGM Institute of Health Sciences such as Dental College and Hospital,
School of Biomedical Sciences, School of Physiotherapy (MUHS), College
of Physiotherapy, College of Prosthetics and Orthotics, New Bombay
College of Nursing.

4. The IEC is an independent committee chaired by external personnel and
has its own function and decision making. Institute management will not
participate in its functioning and decision making. Dean, MGM Dental
College & Hospital, Kamothe, Navi Mumbai will ensure independence of the
IEC.

5. The IEC shall adhere to existing applicable rules and regulations (Ethical
Guidelines for Biomedical Research on Human Subjects laid down by the
Indian Council of Medical Research (ICMR) 2018, CDSCO guidelines, ICH-
GCP, Indian GCP, ICMR guidelines etc.) for its formation, registration,
functioning etc. Any change in existing regulations shall be applicable as
and when with immediate effects.

4 SOP on SOPs

1. Member Secretary shall be responsible for drafting the Institutional Ethics

Committee SOPs.

It will be reviewed by all members and approved by chairperson, IEC.

The IEC SOPs shall be valid for a period of 3 years from effective date.
Member secretary will review SOPs at least once in 3 year. SOPs can be
amended in between 3 years if required.

4. Amendments to the SOP shall be proposed in writing or can be proposed in
the IEC meeting by regular members.

SOP Version 3.1 dt. 3rd December 2021 9
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5.

10.

The proposal for amendment shall be presented to the regular members at
a scheduled committee meeting.

Only regular members shall vote to accept or reject the proposed
amendment.

A proposed amendment shall be approved by a vote of three-fourths of the
members present in a quorum at a scheduled committee meeting, rounded
to the next whole number.

If the changes on a final version are minor the version will be indicated as
Version 1.1, version 1.2 etc. If there are major amendments, the version will
be indicated as Version 2.

Storage and Distribution of SOPs

Paper copies of current and superseded SOPs are maintained in SOPs
master file. Soft copy (PDF format) shall be available for distribution among
members and Investigators of projects.

Administrative staff of IEC shall be responsible for distribution of SOPs to
members, and or concerned Investigators of Projects.

The electronic copy of the SOPs (PDF format) can be downloaded from
website after completion of online SOP download form www.dypatil.edu or
can be obtained by request by mail on iec.dyphrc@dypatil.edu OR
ec.dyphrc@gmail.com

Membership of IEC

The committee will consist of members who collectively have the experience and
expertise to review and evaluate the scientific, medical and ethical aspects of a
proposed research project. A list of committee members, their qualifications and
their affiliations (hospitals, colleges etc.) described in this document will be
maintained in the committee’s records.

Composition of the Committee

1.

The regular members of the committee will be at least 7 and a maximum of
15 individuals as follows:

i. Medical scientists and clinicians with expertise in diverse health
care specialties.

ii. A basic medical scientist/pharmacologist
iii. Alegal expert.

iv. A social worker/ representative of a non-governmental
organization/theologian.

V.  Alay person from the community.
The committee will have representation from both men and women

Members from other areas, such as a journalist or a member from a
consumer protection activity may be included in the committee.

SOP Version 3.1 dt. 3rd December 2021
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5.2 Chairperson

1. The Chairperson will be selected and appointed by Dean, MGM Dental College &

Hospital, Kamothe, Navi Mumbai

2. Dean, MGM Dental College & Hospital, Kamothe, Navi Mumbai will select and
appoint members of the committee.

3. The Chairperson will be responsible for conducting all committee meetings, and
will lead all discussions and deliberations pertinent to the review of research
proposals.

4. The Chairperson will preside over the administrative matters pertinent to the
committee’s functions.

5. In case of anticipated absence, the Chairperson will nominate an external
committee member, as Acting Chairperson. The Acting Chairperson will have
all the powers of the Chairperson for that meeting.

5.3 Members

1. The members will be selected and appointed by the Dean, provided they are
willing to work as an Ethics Committee member

2. A member shall be willing to publicize his/her full name, profession and
affiliation.

3. A member will sign a confidentiality agreement (Annexure — 10) and conflict of
interest (Annexure — 11).

4. A member will have been trained in ethical issues or shall be willing to undergo
training in ethical issues.
5.4 Member Secretary
1. The Dean will elect a Member Secretary from among themselves.

2. In consultation with the Chairperson, the Member Secretary will be responsible
for the following functions:

i. Receiving all research proposals.

ii.  Numbering the proposals.

iii. Forwarding all proposals to committee members for review.

iv. Establishing time limits for receipt of reviewers’ comments.

v. Preparation of agenda for all committee meetings.

vi. Inviting experts from relevant therapeutic areas to the scheduled meetings.
vii. Notification of review outcome to investigators of research proposals.
viii. Preparation and circulation of minutes

ix. Retention and safekeeping of all records and documentation.

x. Performance of other duties assigned by the Chairperson.

xi. Preparation and amendments of SOPs

xii. Communication to Investigators regulatory bodies or any other concern
authority on behalf of the IEC

SOP Version 3.1 dt. 3rd December 2021 11
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5.5 Tenure of Membership
i. A member will be a regular member for a period of up to 3 years.

ii. Extension of membership will be determined willingness of member to
continue and appointment by Dean

iii. There is no limit to the number of times that the membership can be
extended.

iv. New members will be appointed to replace members according to the
process described in section 5.8 of this document.

5.6 Resignation of Members

Members may resign before completing their terms by writing their intention to the

chairperson and director of hospital
5.7 Termination of Membership

The membership will stand to be terminated under the following circumstances:

1. If a member resigns from the committee

2. If a member remains absent for 3 consecutive meetings without informing
either telephonically/email or giving a valid reason.

3. If amember is incapable of performing his/her duty as an ethics committee
member

4. In case of conflicts of interested identified to limit independent functioning of
ethics committee

5. In case of demise of a member.

5.8 Appointment of New Members
New members will be selected and appointed under the following circumstances:

1. When a regular member completes his tenure and does not wish to
continue his’/her membership.

If a regular member resigns.
In case of the termination of membership of a regular member

A new member will be preferably but not necessarily nominated from the
same category as that of the member being replaced.

6 Administrative Staff
1. Administrative staff for the IEC will be appointed by Dean.

2. Administrative staff may be present during course of meeting however they
will not participate in voting or in decision making process.

3. Role of administrative Staff

i. Collect documents received for IEC submission or notification and
submit to member secretary for acknowledgement

ii. Review documents received for each proposal for completion as per
checkilist

SOP Version 3.1 dt. 3rd December 2021 12
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6.1

6.2

iii. Preparation, maintenance and distribution of study files
iv. Organizing Ethics committee meeting regularly

v. Communicating Ethics committee meeting agenda to applicants and
members

vi. Maintaining Ethics committee documentations and to archive the
documents

vii. Communicating with Ethics committee members and applicants

viii. Communicate decision of IEC to Principal Investigator of research
proposal

ix. Organizing the distribution of SOPs and guidelines

X. Maintaining record for inward outward commutations of Ethics
committee

Xi. Providing the necessary administrative support for Ethics committee
related activities to the Member Secretary (e.g. communicating a
decision to the applicant)

Xii. To receive fees and maintain record of Ethics committee fees and all
financial transactions.

xiii. Maintaining Ethics committee documentations and to archive the
documents

Xiv. Any other work as told by Member Secretary

Office Attendant

Office attendant will be appointed by Dean.

Role of Office Attendant

i.  Arrange ethics committee meeting including maintenance of meeting
room, circulating documents during meeting, water etc.

ii. Technical assistance for meetings including computer, projector,
telecom etc.

iii. Maintenance of documents, filing of documents, storage cupboard etc.

Declaration of conflict of Interest and Confidentiality Agreement

1.

Every member at beginning of the tenure must declare conflict of interest
and sign conflict of interest (Annexure — 11) and confidentiality agreement
form (Annexure — 10) and submit it to chairperson for acknowledgement.

Every observer attendee attending the IEC meeting must sign
confidentiality agreement form (Annexure — 10) before initiation of meeting
and submit it to chairperson for acknowledgement.

At start of every meeting, Chairperson will ask every member attending the
Ethics Committee meeting to declare conflicts of interest for study projects
to be discussed in respective meeting. Every member must read and sign
conflict of interest form (Annexure — 11) and submit it to chairperson before
initiation of meeting. After acknowledging, Chairperson will ask concerned

SOP Version 3.1 dt. 3rd December 2021
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9.1

member to leave meeting venue and he/she will not participate in voting or
decision making process. The same will be recorded in minutes of meeting.

4. Every member of the IEC should declare any new conflict of Interest raised
during his/her tenure to the chairperson.

5. Every Independent Consultant/Independent Monitor/Auditors should signs
confidentiality agreement (Annexure — 10) and submit it to chairperson for
acknowledgement.

Responsibilities of the Committee

1. The committee’s primary responsibility will be the protection of safety, rights,
well-being and confidentiality of the research subjects.

2. The committee will review all research proposal in both scientific and
ethical perspective

3. The committee will review all research proposals submitted to it within
specified time limits.

4. The committee will keep all information submitted to them confidential
especially the proprietary information.

5. The committee will maintain concise but clear documentations of its views
on the research proposal.

6. The committee will review the progress of each research project at
appropriate and specified intervals

7. The committee will review the qualifications of all investigators participating
in the proposed research study.

Functions and Operations of IEC

Submission of the Research Proposals

1. All research projects involving human participation must be approved by the
IEC.

2. All prospective and retrospective studies (on drugs, investigational
techniques as well as devices or any other procedure), involving human
volunteers or patients to be conducted at MGM Dental College and Hospital,
School of Biomedical Sciences, School of Physiotherapy (MUHS), College
of Physiotherapy, College of Prosthetics and Orthotics, New Bombay
College of Nursing.

3. Each project along with a duly completed application/submission form shall
be submitted through electronic copy (PDF format) and at least 3 paper
sets of the same. The application form will be available at the office of the
IEC. The information to be given on the application form shall be filled in
legible handwriting. It shall have the designation and signatures of Principal
Investigator. All details in the form such as type of patients phase of drug
trial, duration of study, sponsoring agency, budget of the trial, availability of
Drugs Controller General of India [DCGI] permission and other relevant
approvals etc. shall be completed while submitting the proposal.

SOP Version 3.1 dt. 3rd December 2021
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4. Studies which plan to use a new drug (as defined in 122-E of the Drugs and
Cosmetics Act, 1945) shall submit along with the Protocol submission
application form, a copy of the permission letter issued by the DCG(l) to the
pharmaceutical company/investigator. If the DCGI permission is awaited, a
letter of provisional approval from EC will be issued and final EC approval

will

be given after a copy of DCGI permission is submitted to the EC. A

study cannot begin until the final letter of permission is issued by the EC.

5. In case a clinical study is planned on an “alternative system of medicine” a co-
investigator from that system will be required on that study. For Ayurveda or
herbal drugs, which are not marketed, a copy of the marketing/manufacturing
license issued by FDA to the company shall be submitted.

6. All required fees shall be collected at the time of submission of the project.
The amount to be collected, as processing fee will be reviewed at the end

of 1

year.

7. The project proposal shall be submitted in soft copy (PDF format) via email
and three hard copies. Documents should be submitted to at least 21 days
prior to scheduled ethics committee meeting for initial review and amended
documents. Each set shall contain the documents on A4 size paper
arranged in a file in the order mentioned below:

EC application form duly filled
Summary of protocol or Protocol Synopsis

Protocol and any amendments to it with version and date

iv. The informed consent document (ICD), including any amendments /
addendum and its translation(s) into regional language(s)

V. A copy of Informed Consent Document for Audio visual Consent, if
applicable

vi. Case Record Form (CRF) / Questionnaire.

vii. Principal investigator’s current Curriculum vitae.

viii. Subject recruitment procedures (e.g. advertisements/letters to
doctors/posters)

ix. Investigator Brochure (This should give details of the study drug,
toxicology studies, phase |, Il, lll data wherever available, safety
information etc)

X. Insurance policy (if applicable)

Xi. DCG(l) clearance [for Phase I, Il, lll studies on new drugs and other
studies as applicable as per Schedule ‘Y’ of the Drugs and Cosmetics Act]

Xii. Investigator's agreement with sponsor

xiii. Investigator’'s undertaking to DCG(l) [for Phase |, Il, IlI studies]

Xiv. Health Ministry Screening Committee (HMSC) clearance wherever
applicable

Xxv. Food and Drug Administration (FDA) marketing/manufacturing license
for herbal drugs

SOP Version 3.1 dt. 3rd December 2021 15
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xvi. Any other applicable documents

The guidelines for submission of a research proposal are as described in Annexure
04 and the checklist for documents to be submitted is as described in Annexure 02.

9.2 IEC fees
Projects Type of submission IEC Fees
Investigator Any submission Rs. 500/-
initiated/ Academic
Projects
Government Initial submission Rs.20,000/- plus taxes

sponsored projects Study protocol document Rs.10,000/- plus taxes

amendments (if full
meeting required)

Industries Regular submission Rs.50,000/- plus taxes
sponsored projects Expedited submission Rs.80,000/- plus taxes
Amendment to Protocol Rs.10,000/- plus taxes
or study documents
Mode of payment : Cheque/DD/NEFT
Bank details : Savings A/C # 0183104000108263
IDBI Bank,
CBD - Belapur, Sec — 11,
Navi Mumbai

RTGS/ NEFT IFCS code -IBKL0000183

9.3 IEC Procedures
1. All communications with the committee shall be in writing.

2. The project proposals in the format mentioned in § 9.1 above will be accepted in
office of the IEC as a soft copy (PDF format) and at least 3 set of paper copies.

3. The submitted project/s will be circulated 14 days prior to the IEC meeting
for initial review to all committee members via email or paper copy and the
proposal shall be reviewed for elements described in § 9.4 below.

4. A meeting, as described in § 9.6, of all members will be held preferably
quarterly on 2. Saturday of March, June, September and December where
each proposal will be discussed and decisions arrived at. Any extra meeting
required on urgent basis, respective proposal will be considered as
expedite submission and has to pay IEC fees mentioned in § 9.2.

9.4 Elements of Review
The submitted proposal with all necessary documents as needed shall be reviewed
ethical aspects and to safeguard the interests of the study participants/patients/

SOP Version 3.1 dt. 3rd December 2021 16
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9.5

subjects in accordance with the principles of Good Clinical Practices (GCP).
The committee members shall review the proposal with reference to the following:

i.  Justification/Rationale for human participants in the study

ii. Selection criteria for subjects

iii. Subject recruitment procedures and methods

iv. Patient retention activities

v. Potential benefits to the study subjects/participants

vi. Predictable risks to the study subjects/participants

vii. Criteria for discontinuation/withdrawal of subjects/participants

viii. Justification for use of placebo, if any

iX. Monitoring of serious adverse events

X. Compensation to subjects for participating in the study

Xi. Compensation for study related injury

Xii. Post-study benefits

Xiii. Protection of privacy and confidentiality

Xiv. Informed consent documentation and procedure

xv. Competence and necessary qualification of investigators, supporting
staff and infrastructure facility

xvi. Study agreements including financial agreements (for funded
studies/projects)

xvii.Approval of regulatory authorities wherever applicable

Members shall refer Annexure 26: Risk Benefit assessment tool to categorized
research study project into any one of following category

* Class A: High Risk Low Benefit
* Class B: High Risk High Benefit
* Class C: Low Risk High Benefit

¢ Class D: Low Risk Low Benefit

Review of Informed Consent Documents (ICD)

The IEC will examine the ICD for the presence of the following points (If
applicable) while reviewing the patient information sheet/Informed Consent Form.

(Sample format of ICD, Annexure — 5)
* Voluntary, non-coercive recruitment, participation/ withdrawal
*  Procedures for obtaining informed consent
*  Consent for Audio-Video Recording

* Contents of the patient information sheet - title, objective, study design
and procedures

SOP Version 3.1 dt. 3rd December 2021
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9.6

* Contents and language of the informed consent document
* Translation of the informed consent document in the local languages
* Language used — plain and easy to understand by general public

*  Contact persons with address and phone numbers for questions about
research participants rights and study or injury

*  Privacy and confidentiality

* Risks and discomforts — physical / mental / social

* Alternative treatments

*  Benefits — to participants, community, institution and society

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

* Involvement of vulnerable participants

*  Provisions for medical/ psychosocial support

*  Treatment for study related injuries

*  Compensation for study-related injuries: Reasonable
* Travel Reimbursement

* Use of biological materials

*  Check for provision for signatures with dates of participant, person
conducting informed consent discussion, investigator and witness

All members of the IEC present during meeting will be responsible for review of
projects. However, members are expected review specific documents in detail
which are in their own expertise (e.g. legal expert are expected to review Clinical
trial agreement and insurance policy).

Every reviewing need to fill study assessment form (Annexure — 9) present during
meeting.

Study assessment form can be share either as Signed Hard copy or filled soft
copy through email. Admin officer will keep all filled Study assessment form in
respective study project file.

Meetings
The committee will hold a regular meeting once every month.

When there are no research proposals to review, the meeting may be held less
frequently, but not less than once every 12 weeks.

All members will receive notification of meeting schedules at least 1 week in
advance.

The committee members will review all the proposals before the meeting.

The proposal may be sent to a subject expert for his/her assessment and opinion
of the research proposal. The subject expert may be invited for the meeting.

The investigator and/ or co-investigator may be invited to the meeting to provide
clarifications on the study protocol. Member Secretary will invite concern
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investigator and/ or co-investigator for meeting if required.
9.6.1 Quorum for the meeting

Meetings will be held as scheduled provided there is a quorum. In accordance
with Ethical Guidelines for Biomedical Research on Human Subjects laid down
by the Indian Council of Medical Research (ICMR) 2018 (20w January 2005),
the quorum of the IEC will be at least five members with the following

representations:
* Basic Medical Scientist/Pharmacologist
e  Clinician,
* Legal expert,
*  Social scientist/worker/representative of NGO

* Lay person.

9.6.2 Hierarchy
*  There will be one Chairperson and one Member Secretary.

*  The Chairperson will be the head of the committee.

* The Member Secretary will be the guardian of all documents and funds

in the committee’s possession.

* Al other members will be regular committee members with equal
ranking.

* Members will elect ‘Acting Chairperson’ among available external
members in case of chairperson absence or his/her conflict of interest.
Elected acting chairperson will chair respective ethics committee
meeting including all discussion as mentioned in agenda. In case
chairperson has declared conflict of interest for particular project, the

acting chairperson will convene the meeting for that particular project

9.6.3 Minutes of meeting

The Member Secretary will be responsible for coordination and recording of the
proceedings of the meeting.

The proceedings of the meetings shall be recorded in English and in the form of

minutes.

The minutes shall be approved by the chairperson and circulated within 14 days

of the EC meeting.

9.6.4 Decision making

* Decision for each proposal shall be voting by simple majority.

* A majority vote for approval, disapproval, and request for modifications,
suspension or termination of a research proposal or an ongoing study

is defined as one-half of the members who have reviewed the project.
* All members present at the IEC will vote on the research proposal.
*  Absent members will not vote.

*  Member(s) of the committee who is/are listed as investigator(s) on a
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°

research proposal or having conflict of interest will opt out from all
deliberations on the proposal and will not vote on the proposal.

* Aninvestigator or study team member invited for the meeting will not
vote or participate in the decision making procedures of the committee.

* Specific patient groups or Subject experts shall be invited for the
meeting will not vote or participate in the decision making procedures
of the committee.

9.6.5 Review Outcome
The committee will document its view on the following:
*  Final Approval
*  Provisional approval subject to regulatory approval
* Request for modification giving reasons
* Request for additional information
*  Clear disapproval giving reasons.

*  Termination/suspension of an ongoing study giving reasons

9.6.6 Notification of Review Outcome

The outcome of committee’s review shall be communicated to the investigator
within 14 working days of the meeting and the reply for the same must be
submitted by the principal investigator within 5 days of receipt of the letter. If
there is no reply or any other communication within 5 days, the project will be
considered closed and shall be archived

9.6.7 Approval
All projects will be given approval for the entire duration of the study.

9.6.8 Review of the Modified Proposal

1. When modifications to the proposal, as recommended by the committee,
are minor, the revised documents may not be re-circulated. The revised
proposal shall be reviewed by either the Chairperson of the committee, the
Member Secretary of the committee, or by one or more experienced
reviewers designated by the chairperson from among the members of the
committee. An approval may then be issued if the revised documents are
satisfactory. The committee will keep all members of the committee
informed of these approvals.

2. When modifications to the proposal, as recommended by the committee,
are major, the revised proposal will be re-circulated and discussed again at
next meeting.

9.7 Procedures for Appeal

For research proposals rejected/disapproved by the committee, the applicant
may appeal for a repeat review in within 90 days of the receipt of the committee’s
decision. While doing so, the applicant shall give justification relevant to the
issues/objections raised by the committee.
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9.8 Risk categories as per Ethical Guidelines for Biomedical Research on Human
Subjects laid down by the Indian Council of Medical Research (ICMR) 2018 and type of

review
TYPE OF RISK DEFINITION/DESCRIPTION TYPE OF
REVIEW
Less than minimal Probability of harm or discomfort anticipated in the IRRC or SAC
risk research is nil or not expected. For example, approval is final
research on anonymous or non-identified
data/samples, data available in the public domain,
meta-analysis, etc.
Minimal Risk Probability of harm or discomfort anticipated in the Expedited
research is not greater than that ordinarily review

encountered in routine daily life activities of an
average healthy individual or general population or
during the performance of routine tests where
occurrence of serious harm or an adverse event (AE)
is unlikely. Examples include research involving
routine questioning or history taking, observing,
physical examination, chest X-ray, obtaining body
fluids without invasive intervention, such as hair,
saliva or urine samples, etc.

Minor increase over | Increment in probability of harm or discomfort is only | Full board
minimal risk or Low a little more than the minimal risk threshold. This may | review
risk present in situations such as routine research on
children and adolescents; research on persons
incapable of giving consent; delaying or withholding a
proven intervention or standard of care in a control or
placebo group during randomized trials; use of
minimally invasive procedures that might cause no
more than brief pain or tenderness, small bruises or
scars, or very slight, temporary distress, such as
drawing a small sample of blood for testing; trying a
new diagnostic technique in pregnant and
breastfeeding women, etc. Such research should
have a social value. Use of personal identifiable data
in research also imposes indirect risks. Social risks,
psychological harm and discomfort may also fall in
this category.

More than minimal Probability of harm or discomfort anticipated in the Full board
risk or high risk research is invasive and greater than minimal risk. review
Examples include research involving any
interventional study using a drug, device or invasive
procedure such as lumbar puncture, lung or liver
biopsy, endoscopic procedure, intravenous sedation
for diagnostic procedures, etc.
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9.9 Expedited Review Procedures

1.

The committee may use expedited review procedure in case of minor
changes/ amendments in the previously approved research proposal that
appear to involve no more than minimal risk to the study subjects.

Under an expedited review procedure, the review may be carried out by the
Member Secretary of the committee, or by one or more experienced
reviewers designed by the chairperson from among the members of the
committee. The reviewers may exercise all of the authorities of the
committee except that the reviewers may not disapprove the research.

An on-going research activity may be disapproved only after review in
accordance with non-expedited review.

The committee will keep all members of the committee informed of these
approvals under the expedited review procedure.

Only the Member Secretary shall make the decision to allow an expedited
review

SOP-IEC

Sr.

Name of the Member Designation

01

Dr. Prakash Khandelwal Co- Chairman & Pharmacologist

02

Dr. Shilpa Patel Member Secretary

03

Dr. Ravindranath Vk Member

04

Dr. Sumanthini MV
Member

05

Dr. Usha Asnani Member

06

Dr. Jyoti Nadgere Clinician

9.10 Review of Subject Recruitment Procedures

All advertisements, letters to doctors, posters, notices to be used for recruitment
of subjects shall be reviewed and approved by the committee in full Board
meeting prior to their implementation in the study.

9.11Review of On-going Studies

1.

The committee will conduct a continuing review of each on-going study
every 6 months.

The committee can monitor study as is felt appropriate to the degree or risk
to the human subjects

The committee may also ask for a status report from the investigator at earlier
intervals as is felt appropriate to the degree or risk to the human subjects.

On the basis of the review, the committee shall recommend continuation
with/without modifications, temporary suspension or termination of on-going
clinical trials for reasons such as patient safety.
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9.12Review of Amended protocol/ Protocol related documents for Approved Projects

1. No changes in the protocol, case record form, ICD or any other protocol
related documents shall be initiated without prior written approval from the
committee, except when necessary to eliminate immediate hazards to the
subject

2. The amendment package (hard and soft copy) forwarded by the Principal
Investigator will be received by the Admin staff of the IEC.

3. The documents should highlight changes from previous version and should
submit Annexure 06 which mentions;

¢ Mention the amendment/List of Amendments
*  Provide the reason for the amendment

» State any untoward effects with original protocol

SOP Version 3.1 dt. 3rd December 2021
DCGI Registration # EC/RENEW/INST/2019/2956

23




SOP - IEC
MGM Dental College & Hospital, Kamothe, Navi Mumbai

»  State expected untoward effects, if any because of the amendment

4. Member Secretary will acknowledge amended documents along with all
requirements after confirmation from Admin staff. The Member Secretary/
Chairperson decides whether the proposed protocol amendment(s) need to
undergo a full board review, review by designated IEC members or a review by
the Member Secretary/Chairperson. The Member Secretary / Chairperson can
take the decision if the amendment(s) is / are of administrative nature.

5. The Protocol or other study related documents amendment which increases
risk to study participants, as judged by the Chairperson and/ or the Member
Secretary, such as a change in study design, which may include but is not
limited to:

* Additional treatments or the deletion of treatments
* Changes in inclusion/exclusion criteria.

* Change in method of dosage formulation, such as, oral changed to
intravenous

* A significant change in the number of research participants (if the
decrease/increase in the number of research participants alters the
fundamental characteristics of the study, it is significant)

* Change in study schedule or any study procedures

* Significant Changes in informed consent documents which may affect
subject decision to participate

*  Significant change in case record form/ Additional data recording

6. The Member Secretary will indicate decision on the Protocol/Protocol
related Documents Amendment (Annexure — 6). Documents will be
considered for next full board review after confirmation from Member
Secretary/Chairperson

7. If the IEC approves the protocol/ protocol related documents amendment,
the member Secretary will send a signed and dated Amendment Approval
Letter to the Principal Investigator (PI) within 14 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 days of the meeting.

8. In a case of minor/administrative changes in protocol/ Protocol related
documents amendment approved by Member Secretary/Chairperson, Member
Secretary will send a signed and dated Amendment Approval Letter to the
Principal Investigator (Pl) within 7days of submission of documents. The
decision regarding disapproval (stating reasons) or request for modifications
(stating specific changes needed) shall be communicated in writing to the
investigator within 7 days of submission of documents if applicable. Member
secretary will inform this decision to all members in next full Board meeting.

9.13Notification received from Principal Investigator regarding on-going
approvedprojects

1. Notification along with supporting documents if any (hard and soft copy)
forwarded by the Principal Investigator will be received by the IEC.
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Notification received from Principal Investigator regarding ongoing
approved projects may include but not limited to

* Change in study team delegation

*  Administrative Change in Clinical Trial Agreement (CTA) /
Memorandum of Understanding (MOU)

* Updated Insurance policy
* CTRI registration number

* Administrative changes related to Principal Investigator Institute or
Sponsor

Member Secretary will acknowledge and review notification received from
Pl along with any supporting documents. Member Secretary may send a
letter to Pl requesting more clarification or any documents if required within
7 working days of notification.

Any other internal IEC member preferably clinician may acknowledge
notification in case of non-availability of Member Secretary or conflicts of
member secretary in any study projects.

The IEC will send acknowledgement letter within 7 working days of receipt
of notification

Member Secretary will inform all notification received from PI to all
members in next full Board meeting

9.14Protocol Deviation/Non-Compliance/Violation

1.

Protocol deviation/ non-compliance/ violation may be reported by
Investigator/ study site staff to the Chairman/Secretary of the IEC. Members
may detect protocol deviation/non-compliance/violation when scrutinizing
annual/ periodic reports/ SAE reports/ any other communication received
from the Investigator or site.

Member secretary will acknowledge reported Protocol deviation/non-
compliance/ violation and present it in next full Board meeting. Member
secretary shall inform Protocol deviation/ non-compliance/ violation to all
members considering seriousness and may schedule urgent full board
meeting within 7 working days.

IEC members will review the information available and take a decision
depending on the seriousness of the violation in full board meeting. The
decision will be taken to ensure that the safety and rights of the research
participants are safeguarded. The decision will be taken by consensus In
case, the decision is not reached by consensus, voting will be taken. The
actions taken by the IEC could include one or more of the following:

* Inform the Principal Investigator (Pl) that the IEC has noted the
violation/ non- compliance/ deviation and direct the Pl to ensure that
deviations/non-compliances/violations do not occur in future and follow
IEC recommendations.

* Enlist measures that the Pl would undertake to ensure that
deviations/non- compliances/violations do not occur in future
Reprimand the PI.
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e  Call for additional information.

*  Suspend the study till additional information is made available and is
scrutinized.

*  Suspend the study till recommendations made by the IEC are
implemented by the Pl and found to be satisfactory by the IEC.

¢ |nform the Dean of the Institute

* Revoke approval of the current study and Inform DCGI/ Other relevant
regulatory authorities (if applicable).

* Refuse to review subsequent applications from an investigator cited for
non-compliance for a specified duration of time.

* Any other action considered appropriate by the IEC for safeguarding
the interests of the research participants participating in the current trial
or in future trials.

The IEC will send communication with action to concerned Pl/Institute
director (If applicable) /Regulatory body (If applicable) signed by the
Member Secretary within 14 days of the meeting.

9.15Reports required from investigators

The research investigator shall submit the following reports to the committee:

1.

Continuing Review Application form should be submitted 6 months
following the date of the final IEC approval as per Annexure — 7.

Subsequent reports shall be submitted at every 6 monthly following the first
report.

The investigator should ask written permission to recruit more patients than
no of patients approved by the IEC along with the Continuing Review
Application Form (Annexure - 7).

Study completion report: A brief report of the study shall be submitted to the
committee at the end of the study as per Annexure — 8.

Member Secretary shall present all Continue Study reports/ Study
completion reports to all members in next full board meeting.

Member Secretary shall communicate in written to Principal Investigator
after reviewing continues review reports regarding ongoing review within 14
days from meeting.

Member Secretary shall send confirmation letter to Principal Investigator for
closing study after submission of final study completion reports with 14 days
from meeting

If the Principal Investigator fails to submit the continuing review report within
one month of the due date (i.e. 6 months from the date of approval or last
review report, unless specified otherwise), Member Secretary will send a
reminder as per the format mentioned within 14 working days of this due date.
If there is no response within 15 days after the date of reminder, Member
Secretary will put up the matter for discussion at the forthcoming full board
meeting for appropriate action which may consist of but not limited to:

A letter of reprimanding the Investigator.
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* Not reviewing future projects from the PI for a specified period of time.

*  Aletter asking the Investigator to put recruitment of new participants on
hold.

In addition, the investigator shall also promptly report the following to the
committee:

* Deviations from/changes to the protocol to eliminate immediate
hazards to trial subjects.

* Changes that may increase the risk to subjects and /or affect the
conduct of the trial.

* New information that may affect adversely the safety of the subjects or
the conduct of the trial.

9.16Study Monitoring

1. Selection of study: The IEC will identify the study projects for routine
monitoring at the time of approval of the project depending on risk profile.

2. The IEC may initiate ‘for cause’ monitoring due to following reason but not
limited to

*  High number of protocol violations or non-compliance

* Large number of studies carried out at the study site or by the investigator
* Remarkable number of SAE reports

*  High recruitment rate,

* Non-compliance

*  Suspicious conduct

*  Complaints received from participants,

3. The Chairperson will identify and select one or more members or
independent monitor to conduct monitoring of a site.

4. The Member Secretary will inform the Principal Investigator in writing about
the date/time of monitoring visit and request for confirmation from the
Principal Investigator, study team members and study participants (if
necessary) to be available for the monitoring visit.

5. Designated Monitors will conduct monitoring of all study documents
including but not limited to ICD, AV Consent recording, Source documents,
Case record forms, Subject files, study Master file IP, storage facility,
Clinical Examination, lab reports etc.

6. Monitors shall conduct interview of PI, other study team members and few
study participants during monitoring visit. Monitors will complete monitoring
report as per Annexure — 19.

7. The member-secretary will present the monitoring report at the next full
board meeting and the concerned member will provide additional details/
clarifications to members, as required.

8. The IEC will discuss the findings of the monitoring process and take
appropriate specific action by voting or combination of actions, some of which
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are listed below:

*  Continuation of the project with or without changes,
¢ Restrictions on enrolment,

* Recommendations for additional training,

* Recruiting additional members in the study team,

* Revising qualifications/experience criteria for members of the study
team,

* termination of the study,
*  Suspension of the study

The Secretariat will convey the decision to the principal investigator in
writing within 14 days of the meeting including any recommendation and will
ask Pl to submit action item report including Corrective Action and
Preventive Action (CAPA), if applicable for the IEC review.

10 Training of Members- New Members and ongoing training

1.

All new members will be trained on Good Clinical Practices (GCP)
guidelines, Current ethical and regulatory guidelines and the SOP of IEC.

The Chairperson will identify the training requirements of the committee
members.

The Chairperson and the Member Secretary will organize workshops or
training programs for the committee members. It is recommended to
conduct GCP refresher training and training on current regulatory
guidelines once in 2 years.

The type of programs, areas for training and mentors (Internal/External) for
these workshop or training programs will be decided by Member secretary.
Members shall also be requested by the chairperson to attend workshops
for training. Pre-tests and post-test assessments shall be conducted for
members during in-house training programs

The Chairperson and the Member Secretary will inform all members about
any updates on ethical and regulatory guidelines regularly during meetings

11 Records Retention

1.

All records including study documents shall be kept at the office of the IEC
located in MGM Dental College and Hospital, Kamothe, Navi Mumbai

2. All documents will be accessed only by the IEC members and IEC staff.

3. IEC will maintain 1 copy of paper copy and electronic copy of all documents
received by IEC and all communications for every study. Member
secretariat will maintain individual study project file for each projects
received by the IEC for review.

4. The committee will archive the following records for a period of at least five
(5) years:

» Standard operating procedures (SOPs) of the committee.
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*  Guidelines for submission established by the committee.
*  Membership list

e Curriculum Vitae of the members

* Agenda of meetings

*  Minutes of meetings

The committee will also archive the following records for a period of at least 5
years following the completion of a study

* All correspondence by the committee with the research investigator
regarding application, decision and follow—up.

*  One copy of all materials submitted by a research investigator
* A copy of the decision and any advice or requirements sent to an applicant
*  All written documentation received during the study

*  The notification of the completion, premature suspension or premature
termination of a study

* A summary of the final report of the study

The records shall be made available to relevant statutory authorities upon request.

12 Reports to the Dean

The committee will make a yearly activity report for submission to the Dean,
MGM Dental College and Hospital, Kamothe, Navi Mumbai by Institutional Ethics
Committee, which will include the following elements:

1. A quantitative evaluation of the activities of the committee in a year
2. The list of the proposals reviewed in a year

3. Status of each study proposal
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13 List of committee members with their affiliations and qualifications
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The present composition* of the Institutional Ethics Committee (2021-2024)

is as below:
Sr. Name of IEC
No. Member Designation Affiliation
1. . .
Dr. Deepak Langade Chairman D. ﬁégﬁﬂgﬁiﬁfﬁié%ﬁ of
2 Dept. of Pharmacology,
Dr. Prakash Khandelwal Co-Chariperson MGMIHS, Kamothe, Navi
Mumbai
3. MGM Dental College &
Dr. Shilpa Patel Member Secretary Hospital Kamothe Navi
Mumbai
4. MGM Dental College &
Dr. Jyoti Nadgere Clinician Hospital Kamothe Navi
Mumbai
5. MGM Dental College &
Dr. Vineet Kini Member Hospital Kamothe Navi
Mumbai
6. MGM Dental College &
Dr. Ravindranath V. K. Member Hospital Kamothe Navi
Mumbai
7. MGM Dental College &
Dr. Sumanthini M. V. Scientific Member Hospital Kamothe Navi
Mumbai
8. MGM Dental College &
Dr. Usha Asnani Member Hospital Kamothe Navi
Mumbai
9. . . . S MGM Medical College,
Dr. Rajesh Goel Basic Medical Scientist Kamothe Navi Mumbai
10.
Pillai collegeof Arts,
Dr. Sabitha Praveen Member Commerce and Science
(Autonomous), Panvel
11. Adv. Dr. Sheela Leeal Expert MGM Law College, Nerul,
Hosamani & P Navi Mumbai
12. Mahatma Education
Ms. Nithya Eldho Lav Person SocietyCollege of Arts,
Varghese Y Commerce and Science, New
Panvel
13. MGM Medical College, Dept.
Mrs. Rupali Gujar Social Scientist of Community Medicine,
Kamothe, Navi Mumbai

* |IEC Membership list Version 3.1 dt. 3™ December 2021
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14 SOP for Review of Serious Adverse Events (SAE) Reports

14.1 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) and
unexpected adverse events (UAE) reported to MGM Dental College & Hospital,
Kamothe, Navi Mumbai Institutional Ethics Committee occurred at MGM Dental
College & Hospital, Kamothe, Navi Mumbai Institutional Ethics Committee

14.2 Scope
This SOP applies to the review of SAE reports submitted to the IEC.

14.3 Responsibility

It is the responsibility of the IEC affiliated to MGM Dental College and Hospital,
Kamothe, Navi Mumbai to review SAEs reported to the MGM Dental College &
Hospital, Kamothe, Navi Mumbai Institutional Ethics Committee. These could be
SAEs occurring at MGM Dental College & Hospital, Kamothe, Navi Mumbai
Institutional Ethics Committee or other sites for the given project/related project.

14.4 Serious Adverse Event (SAE) Subcommittee

14.4.1 Purpose

1. The SAE Subcommittee will review serious adverse events (SAE) and
unexpected adverse events (UAE) at MGM Dental College & Hospital,
Kamothe, Navi Mumbai Institutional Ethics Committee and allies (Sister
Concerns) in all types of research studies involving human participants
approved by MGM Dental College & Hospital, Kamothe, Navi Mumbai
Institutional Ethics Committee. The committee will consist of members who
collectively have the qualifications and experience to review and evaluate
the scientific, medical and ethical aspects of adverse event reports involving
human participants. SAE can be discussed directly in full board MGM
Dental College & Hospital, Kamothe, Navi Mumbai Institutional Ethics
Committee meeting if meeting is already planned with review timeframe as
per regulatory requirements

2. The SAE Subcommittee will work according to its established Standard
Operating Procedures based on the Operational Guidelines for Ethics
Committees that review Biomedical Research (WHO, 2000), International
Conference on Harmonization- Good Clinical Practices (ICH-GCP)
Guidelines (1996), Ethical Guidelines for Biomedical Research on Human
Subjects laid down by the Indian Council of Medical Research (ICMR) 2018
(Drugs and Cosmetic Act 1940; amendment 20th January 2005, 30th
January 2013 and 8th February 2013) and Ethical Guidelines for
Biomedical Research on Human Participants by ICMR (2006). The
mandate will be

* To ensure the protection of the rights, safety and wellbeing of human
participants involved in a research project.

*  Provide public assurance of that protection
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* To ensure appropriate compensation as per Schedule Y, 30w January
2013 amendment is provided to the research participants.

The SAE Subcommittee is established and functions in accordance with the
relevant national law and regulations in force from time to time

14.4.2 Composition of the SAE Subcommittee

1. The SAE Subcommittee will be appointed by the Chairperson of MGM
Dental College & Hospital, Kamothe, Navi Mumbai Institutional Ethics
Committee for tenure of 3 years.

2. The SAE Subcommittee will be multidisciplinary and multi-sectoral in
composition.

3. The SAE Subcommittee will be composed of at least 4 members (including
legal expert).

4. The members preferably should be from medical and scientific backgrounds.

5. All members will be from MGM Dental College & Hospital, Kamothe, Navi
Mumbai Institutional Ethics Committee.

6. There will be one SAE Subcommittee-Head, one executive Secretary of
SAE Subcommittee

7. Head-SAE subcommittee and executive Secretary will be appointed by
Chairperson of MGM Dental College & Hospital, Kamothe, Navi Mumbai
Institutional Ethics Committee.

14.4.3 Roles and Responsibilities of the SAE Subcommittee members

1. To attend the SAE Subcommittee Meetings and participate in discussions
and deliberations so that appropriate decisions can be arrived at.

2. Toreview, discuss and consider adverse event reports submitted for
evaluation.

3. Toreview Serious Adverse Event and unexpected adverse reports and
recommend appropriate action(s) as follows:

»  SAE reports will be reviewed completely in the SAE subcommittee
meeting with a special focus on relatedness to the clinical trial, medical
management and financial compensation to be given to the research
participant as per Ethical Guidelines for Biomedical Research on
Human Subjects laid down by the Indian Council of Medical Research
(ICMR) 2018

* The SAE subcommittee while reviewing may solicit opinion of one or
more independent consultant (s) in writing, if the Sub-committee
decides to consult experts. The information can be provided to expert
after he/ she/ they agree(s) to the confidentiality cause and abide by
the rules and regulations of IEC or the necessary confidentiality
documents are signed. The independent consultant would be
requested to provide an opinion in writing within 3-5 working days,
depending upon the gravity and seriousness.

4. The following decisions/actions including the following but not limited to, are
listed below:

*  Note the information about the SAE in records for future reference
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* To opine on compensation entitled to research participants (as per
Drugs and Cosmetic Act 1940, Schedule ‘Y’ - amendment 20w January
2005, 30w January 2013) experiencing Serious Adverse Event and
unexpected adverse events and adverse events and recommend
appropriate action(s)

* Request further follow up information and/ or additional details on
causality of the event, provision of medical treatment till SAE is
resolved and financial compensation

* Provide periodic follow-up of the research participant till SAE is
resolved or till death occurs (whichever is earlier).In case of pregnancy
as SAE to send follow up reports of the child in utero and post-delivery
of the baby till 1 year.

* If appropriate to the discussions, the recommendation regarding a
specific action or combination of actions to be taken is arrived at by the
SAE subcommittee meeting. The recommendations will be
communicated to all members within 5 working days.

To maintain confidentiality of the documents and deliberations of the SAE
Subcommittee meetings and to declare any conflict of interest.

14.4.4 List of Members of SAE sub-committee

Sr. | Name of the Member Designation Gender
01 Dr. Deepak Langade Chairman & Pharmacologist Male

02 | Dr. Rajesh Goel Executive Secretary (Scientist) Male

03 [ Dr. Prakash Khandelwal Clinician Male

04 | Dr. Vineet Kini Clinician Male

05 | Adv. Dr. Sheela Hosamani Lawyer Female

SOP Version 3.1 dt. 3rd December 2021
DCGI Registration # EC/RENEW/INST/2019/2956

33




o

14.5 Process flow in case of an SAE
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No. | Activity Responsibility

1 Receipt of SAE report Administrative staff, IEC

2 Circulation of SAE report to the all members within 2 days | Member Secretary, IEC
of receipt of Initial SAE reports Administrative staff

3 Decide to call SAE subcommittee meeting or discuss in Member Secretary, IEC
coming full Board meeting

4 Scheduled SAE subcommittee meeting within 7 days of Executive Secretary,
receipt of SAE analysis reports SAE Sub-committee

5 Agenda and Minutes of the Subcommittee Executive Secretary,

SAE Sub-committee

6 Review and discussion of SAE report at the Subcommittee | Members, SAE Subcommittee
meeting

7 Communication of the SAE Subcommittee decision about | Executive Secretary,
SAE review to Chairperson and other SAE Sub-committee
MGM Dental College and Hospital, Kamothe, Navi
Mumbai Institutional Ethics Committee members within 5
days of meeting

8 Schedule IEC full board emergency meeting if required Member Secretary, IEC
within 5 days Chairperson, IEC

9 Communication of the decision about SAE review to the | Member Secretary, IEC
principal investigator

10 Communication of the IEC decision about SAE review to the | Member secretary, IEC
Licensing authority /DCGI if applicable within 30 days

11 Discussion/ Information at the full board IEC meeting Member secretary, IEC

14.6 Receipt of SAE on site: Detailed instructions

The IEC administrative staff will receive the following documents within the
specified time frame pertaining to SAE experienced by the research
participants ON SITE for research proposals approved by the MGM Dental
College & Hospital, Kamothe, Navi Mumbai Institutional Ethics Committee.

1.

On site SAE Assessment Report report to be submitted by the Principal
Investigator within 24 hours of their occurrence along with the SAE
Assessment Report (Annexure — 12).

SAE Analysis Report with due analysis will be submitted by the Principal
investigator and Sponsor within 14 calendar days along with the format

specified in Annexure — 13.

The follow up reports of all on site SAE / unexpected AE reports till the

event is resolved.

* The IEC Secretariat will verify that the report is complete in all respects
and is signed and dated by the Principal Investigator (Pl) or Sponsor as
the case may be and that it has been received at the IEC office within
the specified timelines above. If the report has been received beyond
the specified time, this will be considered as a violation.

* The IEC Member Secretary will sign and write the date on which the

report is received.
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14.7 Communication to the IEC Members

1. Member secretary will communicate minutes of SAE subcommittee meeting
within 5 working days of meeting

2. After confirmation of comments from the IEC members, the decision will be
communicated to the Licensing authority (DCGI) and PI within 30 calendar
days of the occurrence of the SAE.

3. If objection is received from more than 2 members of IEC, an emergency
meeting will be scheduled within 7 days for the same.

4. The decision taken at the emergency meeting regarding the onsite SAE
report will be communicated to the Licensing authority (DCGI) and P within
30 calendar days of the occurrence of the SAE.

14.8 Communication to Principal Investigator (PI)

1. The Member Secretary will draft a formal letter to the concerned Principal
Investigator and inform him/ her about the IEC decision. This letter will be
signed and dated by the Member-Secretary and will be sent to the Principal
Investigator within a period of 7 days from the date of the SAE subcommittee
meeting or full board meeting after submission of SAE analysis report

2. The Principal Investigator will be requested to reply to the query letter on the
SAE report within 7 working days. If no response is received (within 7 days of
dispatch of EC query letter) from the investigator regarding the query raised on
the given SAE, a reminder letter will be sent to the investigator stating that the
response to the query letter must be sent within 5 working days of the dispatch
of reminder letter. If no response is received to the reminder letter, this should
be informed by the member secretary of the IEC in the full board meeting and
decision will be taken on case to case basis.

3. The principal investigator will be requested to forward follow-up reports after
due analysis of the SAE report to the IEC till SAE resolves

4. The Administrative officer will file a copy of all SAE related communication
in the study file.

14.9 Communication to Drug Licensing authority (DCGI)

1. The Member Secretary will forward the letter describing the opinion on the SAE
report death or other SAE, along with the opinion on financial compensation as
per applicable rule as and when, to the Licensing authority (DCGI) within 30
calendar days of the occurrence of the SAE-death.

2. PIl/Sponsor is also obliged to pay the expenses of the patients’ treatment till
the time that it is proved that the SAE is not related.

3.  The Administrative officer will file a copy of these letters in the study file.
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14.10 SAEs occurring at other sites:

Sr

Country | MFR Type SAE Date Date Outcome | Causality
Control of event | of of
No. Report Onset | ADR Pl Sponsor
(If of report
applicable) ADR

The investigator will need to submit the SAEs occurring at other sites
(CIOMS, SUSARS and Annexures 12 and 13 as applicable) in the form of
soft copies (in CD/DVD/PD) / hard copies along with the appropriate
covering letter (hard copy) mentioning the total number of reports and its

details preferably in the following format:

1.

The SAEs occurring at other sites will be acknowledged by member
secretary and discussed in the forthcoming scheduled SAE Subcommittee
or Full Board meeting whichever is earliest. The agenda and minutes of the
SAE Subcommittee/Full Board meeting will include the information on SAEs
at other sites.

The discussion will be communicated by the SAE Subcommittee Executive
Secretary (if discussed in SAE subcommittee meeting) to all IEC members.

14.11 Review of SAE in IEC meeting

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 to voice their opinions and ensure free and
frank discussion.

If appropriate to the discussions and any issues regarding to SAE decision
can be arrived at by voting (a majority vote for a decision is 2/3«« majority of
the members present and voting) or by consensus.

14.12 Actions are listed below:

*  Terminate the study

*  Suspend the study till review is completed (safety monitoring of
ongoing patients to be continued)

*  Suspend the study till additional information is available
*  Suspend the study for a specified duration of time

*  Suggest changes/ amendments in protocol, Patient Information Sheet/
Informed Consent Document/ Investigators’ Brochure/ any other study-

related documents

*  Suspend the study till amendments requested for by the IEC are
carried out;

*  Suspend enrolment of new participants;

*  Suspend certain activities under the protocol

IEC SOP Version 3.1 dt. 3 December 2021
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* Direct the Investigator to inform participants already enrolled in the
study about the AEs and if required obtain their consent again (re-
consent) regarding continuation in the research trial

* Direct the Investigator to inform participants already enrolled in the
study about the AE and request them to undertake additional visits,
additional procedures, additional investigations, etc. as prescribed in
the amendment

*  Note the information about the SAE in records for future reference

* Request further follow up information and/ or additional details

*  Provide periodic follow-up of the research participant till SAE is
resolved or till death occurs (whichever is earlier)

*  Any other appropriate action;

The decision shall be recorded in the minutes of the full board IEC
meeting;

* If the recommendation from the IEC includes suspension of the study or
suspension of any one or more of the study-related procedures or activities,
amendments in the protocol or other study-related documents
(excluding Investigators’ brochure), re-consenting of research
participants, the decision will be conveyed to the Principal Investigator
through telephone, fax or email within 24 hours. Such a communication
will be documented by the Member-Secretary in the study file. A formal
letter to the Principal Investigator informing about the IEC
recommendations in such situations will be sent within 5 working days
of the meeting of IEC having taken place.

* |EC will ensure that appropriate compensation is paid to the research
participant as per applicable regulatory requirements.

* Investigator should ensure safety monitoring of recruited patients to be
continued till SAE resolved.

14.13 Functions of the IEC Administrative staff

1. To prepare the agenda of the SAE discussion with help of Member
Secretary of the SAE Subcommittee. The agenda for the SAE discussion
will include the information on SAE at the site in the following format

Participant | Letter Type Type Date | whether | Outcome | Causality

ID no./ and| of of of study in the
date of| report | SAE/ onset | drug opinion
reporting UAE withheld of PI

The agenda will also include information about onsite SAE reports for
the SAE occurring at other trial sites.

2. To prepare the minutes (to be prepared within 5 working days of the meeting)
with the help of the Member Secretary. The minutes of the SAE Subcommittee
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will include the information on SAE at the site in the following format:

Participa Letter Type | Type of Date | whether SAE Causality in the | Recommend
nt ID no./ of AE/SAE/ | Of study Outco opinion of PI ations by the
and repo | UAE onset | drug me SAE Sub
date of | rt withheld Committee
report
ing

15 SOP for reviewing proposals involving vulnerable Populations

15.1.1 Purpose

The purpose of this Standard Operating Procedure (SOP) is to describe
procedures to review proposals involving vulnerable populations. The SOPs
provide clear, unambiguous instructions so that the related activities of the
Board are conducted in accordance with Indian laws and relevant, National
and International Guidelines. It describes the requirements concerning review
of research that involves groups that could be potentially vulnerable to
coercion in regard to autonomy, and present conditions that may affect
risk/benefit determinations or bearing unequal burden in research.

15.1.2 Scope

This SOP covers the policies and procedures applied to all research
dealing with vulnerable population submitted to the MGM Dental College

& Hospital, Kamothe, Navi Mumbai Institutional Ethics Committee.

15.1.3 Responsibility

1.

It is the responsibility of the IEC secretariat to maintain up-to-date tools for
review of research pertaining to vulnerable groups based on new and
evolving applicable regulations and guidelines.

IEC Chairperson/ Member Secretary is responsible for ensuring that the IEC
members are well versed in new and evolving regulations and guidelines
pertaining to vulnerable populations, for selecting primary reviewers with
appropriate expertise to conduct the reviews of such research, and for securing
appropriate consulting expertise or representative from the vulnerable
population as needed for selected reviews.

All members is responsible for conducting appropriate review of research
planned for vulnerable populations, including an assessment of potential for
coercion, in consultation with any appropriate experts and resources as
described in this SOP.

15.1.4 Role of administrative staff

1.

Administrator will maintain on file the update checklist (A-F) which conforms
to applicable regulations and guidelines.

Document review of risk assessment in the IEC minutes for the protocols
involving vulnerable population.
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3. Confirm that the complete informed consent and assent documents as
relevant.

4. Chairperson/Member Secretary will select appropriate primary reviewer(s)
as applicable for the vulnerable population.

5. IEC members will complete checklist during review of research with
vulnerable populations and present recommendations at the convened
meeting.

15.1.5 Detailed instructions: Review of protocol with vulnerable population

Vulnerable persons are those who are relatively (or absolutely) incapable of
protecting their own interests. More formally, they may have insufficient power,
intelligence, education, resources, strength, or other needed attributes to
protect their own interests. Individuals whose willingness to volunteer in a
research study may be unduly influenced by the expectation, whether justified
or not, of benefits associated with participation, or of a retaliatory response
from senior members of a hierarchy in case of refusal to participate may also
be considered vulnerable. Examples are members of a group with a
hierarchical structure, such as medical, pharmacy, dental, and nursing
students, subordinate hospital and laboratory personnel, employees of the
pharmaceutical industry, members of the armed forces, and persons kept in
detention. Other vulnerable persons include patients with incurable diseases,
people in nursing homes, unemployed or impoverished people, and patients
in emergency situations, ethnic minority groups, homeless people, nomads,
refugees, minors, and those incapable of giving consent. This list may not be
exhaustive as there may be circumstances in which other groups are
considered vulnerable, women for example, in an orthodox society.

The protocol should be reviewed keeping in mind the following points
when it concerns research that involves groups that could be potentially
vulnerable to coercion:

* Measures to protect autonomy

* Risk/benefit determinations with respect to the vulnerability

*  Bearing unequal burden in research
Any member of the IEC who would be dealing with such protocols should
be well versed with the potential harm or risk of such population

participating in the study. The checklist for different vulnerable population
is being provided in Annexure — 14 to Annexure — 17.

Special justification is required for inviting vulnerable individuals to serve
as research subjects and, if they are selected, the means of protecting
their rights and welfare must be strictly applied.

16 Administrative officer Responsibilities

1. Provide a suitable checklist according to the subjects to be recruited in study to
the investigator. Inform the investigator to download the appropriate application
form and informed consent document/ assent form from the
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internet/intranet site.

2. Provide appropriate reference material or help reviewer locate such
material related to vulnerable populations when specifically requested for,
by a reviewing member

Appointment of Reviewers

The Chairperson will appoint two or more members of the IEC who have a
thorough understanding of the ethical review process and experience in
the field of research to review such type of protocols. The reviewers
should be familiar and trained in the concept of vulnerability and
protections for participants with diminished autonomy.

Subject experts or representative of vulnerable subjects shall be invited as
required with prior intimation. Subject experts or representative of
vulnerable subjects will be asked for their inputs or opinion on respective
research projects. Subject experts or representative of vulnerable subjects
will not participate in voting or decision making process.

Reviewers responsibility

1. IEC Members will review the protocol and the informed consent document
or assent form.

2. The reviewers comments will be discussed in the IEC meeting and the final
comments will be sent to the PI.

3. The discussion will be documented in the minutes.

4. The member secretary will confirm that the IEC recommendations have
been incorporated in the revised protocol and in the final draft of informed
consent document or assent form.

Approval of the protocol

1. The final version of the protocol will be approved by the board with the
appropriate checklist as given in annexure (1-5).

2. Wherever necessary the IEC approval should state that if in future the
vulnerability status of the participants changes for e.g.; unconscious patient
gaining consciousness, then the protocol and ICD should be amended and
resubmitted to the IEC for reconsideration and approval Following which
the participant should be re-consented and reconsidered for the same.

Policy of communication with different stake holders

IEC communicates with different stakeholder involved in research process
including Principal Investigator or any other study team designee,
Regulator (DCGI), Director of Institute, and Sponsor (If required).

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

20.1 Principal Investigator

*  Study Project Approval/Rejection letter/ Query Letter
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*  Study documents Amendments Approval/Rejection letter/ Query Letter
* Response to Serious Adverse event notification

*  Opinion on compensation of Study injury/death

* Response to Protocol deviation/Violation/Waiver

* Response to Continue review/study completion report

*  Study termination letter

20.2 DCGI
*  Opinion on compensation of Study injury/death
*  Study Termination letter
*  Ethics Committee registration Communications
*  Submission of protocol and protocol related documents in case of
academic study with change of dose/administration route/indication etc.
20.3 Dean (Head of institute)

*  Annual reports of IEC including status of all studies

20.4 Study Participants:

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

20.5 IEC members:
*  Study documents for review
* Agenda and Minutes of meeting

* Agenda and Minutes of SAE subcommittee

21 Policy Financial declaration of payments received and disbursed

1. All payment received as submission fee are separately maintained under
‘Institutional Ethics Committee’

2. Account officer will receive all payment cheque/DD and will submit to
account department of institute.

3. All expenditure of Admin are managed through payment received as fee
including Admin Manager/EC supporting staff Salary, meeting arrangement
cost, Travel reimbursement to chairperson and external members,
Stationary charges, Cupboard, Electricity and telephone bills infrastructure
requirement including Computer, Xerox, Scanner, Ethics Committee
Member Training arrangement

4. The chairperson will be provided a remuneration of Rs. 5000. External
Members will be provided remuneration (including travel reimbursement) up
to Rs. 2000 per meeting and internal members will be provided Rs. 1500
per meeting.

5. Al financial payments received and disbursed shall be reviewed at end of
every financial year and presented to all Admin members
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6. All financial communication is liable under Institute’s internal routine
financial Audit.

22 SOP for complaints by the research participants

1. The purpose of this Standard Operating Procedure (SOP) is to provide
guidelines for dealing with requests by research participants/ patients
regarding their rights as a participant or to resolve their complaint(s) that is/
are related to their participation in research/ trial approved by IEC.

2. Subject Participants can contact Secretariat of IEC for any request
complaints or query as contact details are mentioned on IEC approved
Informed Consent Documents.

3. Member Secretary will ascertain if the concerned individual has been
approached to participate in the study or is already participating in the study
based on documents available with. If required, Member Secretary will call for
relevant information and documents from the Investigator, as required.

4. Member Secretary will inform to all members within 7 days of receipt of
complaint

5. Member Secretary may consider matter for next full board meeting with
confirmation from chairperson. All available information along with required
documents will be discussed in meeting

6. Chairperson may appoint 1 or 2 members from IEC for enquiry in order to
resolve the matter.

7. The Chairperson/ Member Secretary will assess the situation and mediate a
dialogue between the research participant and the investigator in an
attempt to resolve the matter.

8. The final decision will be informed to the research participant, concerned
investigator, Head of Institute by the Member Secretary within 4 week from
filing of complaint.

9. The IEC members are informed about the action taken and the outcomes in
the forthcoming meeting.

10. All relevant records and communication regarding complaints are
maintained.

23 Procedures to safeguard and monitor Research Participant’s rights,
safety and well-being

1. The IEC ensures that Rights and responsibilities of Research participants
(Annexure — 22) are displayed at research site including OPD room, and
office in English and Hindi languages.

2. Rights and responsibilities of Research participants are also displayed at
electronic display of hospital and on Hospital website in English and Hindi
languages.

3. IEC will instruct Principal Investigator in the approval letter to ensure that all
rights and responsibilities of research participants as mentioned in Annexure
25 are informed to all research participants to be enrolled in study.

4. |EC ensures contact details of IEC contact person (secretary) are included in
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the informed consent document to contact research participants in case of
any issue related to rights and integrity.

5. Research participant can raise any complaint to IEC at any point as
mentioned in section 22 (SOP for complaints by the research participants)

6. IEC shall monitor violation of any rights of research participants by
interviewing research participants during onsite MGM Dental College &
Hospital, Kamothe, Navi Mumbai Institutional Ethics Committee monitoring.

7. IEC will monitor safety and well-being of research participants of ongoing
study by reviewing

*  Continue review report and study completion reports
* Review of Serious Adverse Events at site and other sites

* Review of period safety updates report and Investigational brochure or any
other new information available which may affect participants safety

*  Periodic on-site Monitoring of flagged High risk studies

8. IEC shall arrange periodic training of Admin staff, Investigators and other
study staff on procedures to safeguard and monitor Research Participant’s
rights, safety and well being

24 Self-Assessment of IEC

1. Self-Assessment of IEC shall be done on the basis of self-aassessment
checklist mentioned in Annexure — 21.

2. Self-Assessment shall be conducted 6 Monthly. Member Secretary and
Admin officer will together conduct self-assessment and review
performance of ethics committee.

3. Chairperson may appoint other ethics committee internal/external member
to conduct self-assessment if required.

4.  The member Secretary will present Quality Assurance self-assessment
reports to all members in subsequent full Board meeting.

5. After reviewing Quality Assurance self-assessment, recommendation
including corrective and preventive action will be finalized in full board
meeting for its future implementation.
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Annexure - 1: Format for covering letter for submission of research
proposal for IRB/IEC approval

Date: XX-XXX-XXXX

To,
The Chairperson / Secretary
Institutional Ethics Committee (IEC)
MGM Dental College and Hospital
Kamothe, Navi Mumbai — 410209
Through,

The Chairperson / Secretary
Institutional Review Board (IRB)
MGM Dental College and Hospital
Kamothe, Navi Mumbai — 410209

Subject: Research Proposal and documents for review and approval by the IRB/IEC
StUAY til: e

Dear Sir/Madam,

With reference to the above subject and reference, please find attached the following study
related documents for review and approval by the Institutional Review Board (IRB) and/or the
Institutional Ethics Committee (IEC) as applicable:

1. Project Submission Application Form to IRB/IEC

2. Research Protocol/Synopsis

3. Check-list along with all necessary documents

| hereby state that | would conduct my research as per the principles of Good Clinical

Practice guidelines issued by the ICMR and comply with all required regulations.

| request you to kindly review and approve the same.

Thanking you

Dr. XXXXX XXXXXX
Principal Investigator (PI)
Designation
Contact: XXXXXXXXXXX ; Mail: XXXXXXXXXXXX
For IRB/IEC Use only
[0 The proposal is hereby approved by the IRB and is being forwarded to the IEC for ethical review.

[1 IEC Approval is not required for this research as there is no human participation.

Date: Chairperson/Secretary
IRB
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Annexure - 2: Project Submission Application Form to IRB/IEC

A. Please fill in the details in legible hand writing
B. Tick ~ in the box for the appropriate answer
C. Tick/ Write NA if question is not applicable

Title of the study/protocol

MGM Dental College & Hospital,
Kamothe. Navi Mumbai

Name Designation Department Signature
& &
Qualifications Institution
Principal
Investigator
Co- Investigator
Co- Investigator
If additional collaborators attach details and letter of Consent by the Yes No
collaborator (s) on a separate page. Please attach brief curriculum
vitae of the study team members. (Principal investigator, co-
investigator, study coordinator)
Non-sponsored
Investigator Initiated
Sponsored study
1. Sponsor Information:
1. Indiarl] a) Government[ Central 0O/ Stated b) Privated
2. International 0 Government O Private O Other agenciesd
3. Industry NationalO Multinational O
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Contact Address of Sponsor:

If sponsor is from out of India, contact address in India:

2. Total Budget: Rs.

Research Fund will be deposited in (Account details):

3 Type of Study: (Tick the appropriate

boxes)Observational O Interventional O
Prospective I Retrospective I Cross-sectional U
Human participant O No human participation OIn-vitro 0O

Drug Devices Surgical procedure Life-style modification

Single center Multi-centric
O O0
ANY OtNET
If multicentr'i—'lc, how many centers: India.......... Globally.......... (attach list of countries)

Clinical Trials: (Tick the appropriate boxes)

O
Any other SPBCITY & ettt

Drug Vaccines Device Alternatrve systems therapy (AYUSH)
O

Is it approved and marketed?
Indra UK & Europe USA NA

O O

Approved INAICALIONS: ...t
Other countries, SPECITY ........veviieiiiiiiee s
Does it involve change in use, dosage, route of Administration? Yes No NA
If yes, whether DCGI’s /any other Regulatory authority’s
Permission is obtained?

o O O O
If yes, Date of permission.......................
If No, whether DCGI’s / any other Regulatory Authority’s
Permission applied for? ...

O O O
Is it an Investigational New Drug (IND)?
I yes, IND NO: «....o.vvveeeeeeeeereno, Yes No NA
Investigator’s Brochure (IB) submitted Yes No NA
In-vitro studies data Yes No NA
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Preclinical Studies done Yes No NA

Phase of Clinical Study in India 1 2 3 4

To submit package insert in case test drug is already marketed

in India, attached? ves No NA

Are you aware if this study is being done elsewhere? Yes No NA

If Yes, Specify details..............ccooiiil,

Whether DCGI’s permission for testing IND Obtained? Yes No NA

If yes, Date of permission ............cccoooviiiiiiiiiiiinns

For any other formulations involving alternative systems of Yes No NA
medicine (AYUSH), a copy of the marketing/ manufacturing
license issued by the FDA to the company to be submitted

4. Protocol of the research proposal—-(Submit as attachment)
Introduction & background

Aim(s) & objectives

Justification for study

Study methodology describing the potential risks & benefits
Outcome measures

Statistical analysis methods including sample size justification

5. Research participants selection:
Number of research participants at this centre :
Number of research participants at other sites in India :

Total number of research participants at all sites (in the world):

Duration of study:

Will research participants from both sexes be Recruited? Yes No NA

Inclusion / Exclusion criteria given Yes No NA

Type of research participants:
Healthy VolunteersOl  Patients O NAO

6. Vulnerable research participant Yes No NA

Pregnant women[J Elderly/Geriatric O Mentally challenged 0

Infants O llliterate O Handicapped O
Children O Captives O Terminally/Seriously ill O
Students O Dependent staff O Institutionalized 0O

Economically/Socially Employees O Any Otherd
Backward O

7. Privacy and confidentiality:

Patient identity details (including face photograph) captured in study Yesd No[O

8. Biological material handling Yes No NA

Use of biological/ hazardous materials g o o
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Facility not available in India Facilityd

Use of fetal tissue or abortus tissue

Use of organs or body fluids u O O
Use of pre-existing/stored/left over samples g o o
Use of Infectious/bio hazardous specimens O O O
Proper disposal of material O O O
9. Will any sample collected from the patients be sent abroad? Yes No NA
If no, test on Hospital O O O
samlples be Outside hospital O O O
carried out:

If Yes,

Sample will be sent abroad because (Tick appropriate box):

Central laboratory for multicentric studies O

Laboratory/ Clinic/Institution)
YesO NoO NAQO

10. Is the proposal being submitted for clearance from Health Ministry’s Screening Committee (HMSC)
for International collaboration? (required in case of studies involving collaborations with foreign

Yes[ NoO NAQO

11. In case of studies involving collaborations with other Indian or foreign Laboratory/ Clinic/Institution
has administrative sanction obtained from appropriate authority?

12. Informed Consent:

Written* O Verbal O Audio-visual WA O Waiver requested

Yes No Yes No
Understandable language O O Statement that study involves O O
research
Alternatives to participation O O Confidentiality of records of O O
Sponsor of study
Purpose and procedures O O Statement that consent is voluntary O O
Benefits O O Right to withdraw O O
Compensation for study related O O Compensation for participation O O
injury
Benefits if any on future O O Consent for future use of biological O O
commercialization material
Risks & Discomforts O O
Yes No NA
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13. Will any advertising be done for recruitment of research O O O
participants?
(posters, flyers, brochure, websites — if so kindly attach a copy)
14. Risks & Benefits: O O O
Is the risk reasonable compared to the anticipated benefits to research
participants / community / country?
To the research participants? O O O
Is there a benefit Benefit to society O O O
Is there any anticipated | If Yes, minimal or no risk O O O
risk or discomfort? More than minimum risk
High risk
15. Data Monitoring Yes No NA
Is there a data & safety monitoring committee/ Board (DSMB)?
Is there a plan for reporting of adverse events? O O O
Sponsor O O O
If Yes, reporting is done to : Ethics Committee O O O
DSMB O O O
Is there a plan for interim analysis of data? O O O
Are there plans for storage and maintenance of all trial databases? If O O O
Yes, for how long? ------ years
16. Is there compensation for participation If Yes,Monetary In kind O O O
Specify amount and type: --------------
17. Is there compensation for injury? If Yes by O O O
Sponsor[]
Investigator O
Insurance O
Any other party .............] |
18. Do you have any conflict of interest in the present study? (financial / | Yes No
non-financial)
[FYES, SPECITY .v.vvveverrirereeiie e
19. Current Brief Curriculum Vitae Yes No
(signed and dated copy) of the study team members- principal
investigator, co-investigator and study coordinator (Information
required -age, designation and department, educational qualification,
previous research experience in last five years)
(To be enclosed along with the form)
Information about GCP training of Pl and co-investigator Yes No
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20. GCP training certificates

Certificates of principal investigator and coordinator/s (mandatory only
for drug and device trials not for observational studies). Certificate to be
enclosed along with the form.

Yes No

21. Is the trial registered with Clinical Trial Registry? (mandatory only
for drug trials) Clinical Trial Registry of India (CTRI)/ any other WHO
platform registry

Registration number:

If not registered, state the reason

Yes No NA

22. Whether study is approved by IRB?
Date of Approval: ......................

Yes No NA

Statement of Compliance:
We hereby declare that the information given above is true and that we will

comply with the guidelines

mentioned in the Schedule Y (Drugs and Cosmetic Act 1940), Ethical Guidelines for Biomedical
Research on Human Participants by Indian Council of Medical Research (2017).

We also ensure that Principal Investigator / Institution will pay for treatment and / or compensation

if study related injury occurred due to protocol violation by Pl / study team.

Signature of Principal Investigator (Pl) with date: .............................

Signature/s with date of Co-investigators:

Name Signature
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Annexures to SOP

Annexure - 3: Check-list of documents for research protocol submission

(Tick accordingly; compulsory documents have to be submitted)

Sr Document No. of No Date by NA
copie which it will
s be
submitted,
if pending
1. Project submission application form duly filled
2. Letter to Member Secretary/ Chairperson
3. Summary of protocol (not more than 500 words)
4. Research Protocol / Synopsis (dissertation/thesis)
5. Informed Consent Document (ICD) in English
6. Informed consent documents in Regional languages (Total
Languages ... )
7. Translation/backtranslation certificates
8. Case Record Form (CRF)
9. Research participants recruitment procedures:
advertisement, notices (If applicable)
10. | Patient instruction card, identity card, patient diary etc. (If
applicable)
11. | Research participants Questionnaire/s (If applicable)
12. | Investigator Brochure (If applicable)
13. | Insurance certificate and policy (If applicable)
14. | Investigator's undertaking to DCGI (If applicable)
15. | DCG(I) approval / Acknowledgement of application to DCG(I)
16. | Clinical Trial Agreement (CTA) for drug trial / Memorandum
Of Understanding (MOU) (as applicable)
17. | FDA marketing/manufacturing license for alternative system
of medicines (AYUSH)
18. | Signed and dated brief current curriculum vitae (CV) of the
study team members (principal investigator, co-investigator,
study co-coordinator)
19. | Documentation of CTRI registration/ any other clinical trial
registry (WHO platform)
20. | GCP training certificates of Principal Investigator
21. | Any other Documents submitted (specify .............
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Annexure - 4: Guidelines for Investigators

1. All the studies qualifying as ‘clinical research’ or involving human participation in any form
need to be submitted to the Institutional Ethics Committee (IEC), MGM Dental College and
Hospital, Kamothe, Navi Mumbai.

2. Approval of the Institutional Ethics Committee (IEC) is mandatory for all research involving
human participation in any form before commencing any study related procedure.

3. Location and Office Address of the Institutional Ethics Committee (IEC):

Institutional Ethics Committee (IEC)
MGM Dental College and Hospital
Kamothe, Navi Mumbai

Contact No. 022 27436604

Mail: iercmgmdch@gmail.com

4. Office hours of IEC:

Monday to Friday: 09.00 am to 04.00 pm
Saturday: 09.00 am to 01.00 pm

5. There will be no meetings held in the month of May and November. In case a meeting is to be
held during this period due to unavoidable reasons, the decision will be taken by the Member
Secretary in consultation with Chairperson.

6. The principal investigator (Pl) should be GCP trained before initiating the study and copy of the
GCP training certificate within the preceding five years should be provided to the IEC at the
time of submission of a new study proposal.

7. The SOPs are available with the IEC office and can be shared on request (electronic copy) or
can be downloaded from Website mgmdchnavimumbai.edu.in and iercmgmdch@gmail.com

8. The following steps need to be followed by investigators while communicating with
the Institutional Ethics Committee:

A. Prior to approval of a research study

l.Submission of a New Study Proposal
i. Investigator(s) should submit study proposal only after approval of the study
documents by the Institutional Review Board (IRB) of MGM Dental College and
Hospital, Kamothe, Navi Mumbai.
ii. The submission should include the following:
a. Cover letter of application (Annexure — 1)
b. Project Submission Application Form (Annexure — 2)
c. Check-list of documents for research protocol submission (Annexure — 3)
d. Protocol/synopsis and all necessary documents as per the above check-
list.
iii. Three sets of documents should be submitted along with a soft copy (pdf of word)
of all the documents.
iv. Each set shall contain the documents mentioned in Annexures 1, 2 and 3 on
A4 size paper arranged in a plastic file/binder in the same order.
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vi.

Vii.
Viii.

Kamothe. Navi Mumbai

The investigator should ensure that there is an ‘Ethics Section’ in the protocol is
in compliance with the ICMR-GCP Guidelines.

An investigator is required to fill in all the details in the form Annexure 01 very clearly
in legible handwriting along with the photocopies of the same. Incompletely
filledforms / forms without signatures and seal will not be accepted.

All submissions should be made through heads of the respective departments.
Documents should be submitted at least 21 days prior to IEC meeting.

The study proposals will be circulated to all the IEC members 10 days prior to the
IEC meeting for review.

All required fees shall be collected at the time of submission of the project as below:

Projects Type of submission IEC Fees

Investigator
initiated/ Academic
Projects

Any submission Rs. 500/-

Government Initial submission Rs.20,000/- plus taxes
sponsored projects Study protocol document Rs.10,000/- plus taxes
amendments (if full meeting
required)
Industries Regular submission Rs.50,000/- plus taxes
sponsored projects Expedited submission Rs.80,000/- plus taxes
Amendment to Protocol or Rs.10,000/- plus taxes

Xi.

Xii.

Xiii.

Xiv.

XV.

XVi.

study documents

Mode of payment : Cheque/DD/NEFT
Bank details : Savings A/C # 0183104000108263
IDBI Bank

CBD Belapur Branch
RTGS/ NEFT IFCS code —IBKL0000183

Submissions for funded / sponsored studies/projects would not be processed by
the IEC until receipt of the prescribed fees.

The principal investigator (Pl) / Co-investigator is required to be present during
the IEC meeting to discuss issues related to the study proposal. The schedule of
the IEC meeting at least 3 days before the IEC meeting.

The Pl may call up the IEC office to know the date of next scheduled IEC meeting.

For clinical studies on “alternative system of medicine” (Ayurveda, Homeopathy,
Siddha, Unani), a Co-Investigator/ Collaborator from that system should be
included in the study team. The co-investigator appointed should be independent
and he/she should not have a conflict of interest with the study, investigator or
sponsor.

An investigator is expected to submit reply to any recommendations/ queries sent
by the IEC within 90 days of date of receipt of the letter. In the absence of any
response, the project will be declared closed for the IEC office records.

The PI should register all clinical studies at the clinical trials registry of India on
www.ctri.nic.inORany other WHO clinical trials platform.

B. Once approval for a study is granted

An approval will be granted for the entire duration of the study
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Submission of study related documents for IEC review

i.  Any study related documents (updates to any study documents, IB updates, SAE
reports, status reports, study completion reports, protocol deviations/ violations) to
be submitted to IEC for review and approval as appropriate.

ii. Two sets of the above stated study related documents need to be submitted to
the IEC.

iii. Agenda of the IEC meeting to discuss such matter will be prepared 2 days prior to
the date of meeting and is sent to the members at least 1 day in advance. Hence,
the responses to the IEC queries and other documents received within seven
days and other types of documents within 2 days preceding the date of meeting
will not be considered for the meeting. It will be deferred to the next IEC meeting
for discussion (Exception: any matter which in the opinion of the IEC
secretary/chairman such as SAE report, major protocol violation).

Bl. Submission of Amended Protocol and Protocol Related Documents

i.  All amendments to the approved research proposal should be submitted to the
IEC as soft copy (PDF format) and only 2 set of hard copies for its review no later
than 7 seven days prior to the date of forthcoming meeting.

ii. No changes in the protocol, case record form and /or Informed Consent
Document shall be initiated without prior written approval from the committee,
except when necessary to eliminate immediate hazards to the research
participants, or when the change(s) involve only logistical or administrative
aspects of the trial (e.g. change of monitor(s), telephone number(s).

iii. A covering letter should be submitted mentioning reason/s for amendments and
summary of changes and the amended text must be highlighted in the revised
Protocol and Protocol Related Documents.

I\V. Submission of report of protocol deviations/ violations

i. Please provide any deviation / non-compliance / violation report in writing to the
IEC Office.

ii. Any new information that may adversely affect the safety of the research
participants or conduct of the trial should be informed to the IEC immediately.

iii. If an investigator wishes to appeal against the decision about rejection of a
research proposal by the IEC, please contact the IEC secretary and submit your
appeal in writing, addressed to the IEC Chairperson with justification relevant to
the issues/ objections raised by the committee within 90 days of the receipt of
the committee’s decision. In absence of appeal, the project will be declared
closed for the IEC office records.

V. Submission of study completion report/status review report

i. For studies which are completed within the IEC approval period, a study
completion report as per the format given in Annexure 8 should be submitted to
the IEC by the principal investigator.

ii. The study completion report is expected for review within 1 month of completion
of the study at the site.

iii. A brief study report containing data analysis from all centers should be submitted
once available from the sponsor.

iv. Investigator need to submit continue review report every 6 monthly from date of
approval or last reports submitted to IEC.

VL. In case a study is not initiated or terminated

i. The same should be communicated to the IEC stating reasons for the same.

ii. The IEC archives all the study related documents for a period of 5 years after the
study is completed / terminated/ reported as not initiated at our site.
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iii. In case, an investigator needs a copy of any document submitted to the IEC, a
written request can be made for retrieval of the same.

C. Regulatory permissions I.

DCGI approval:

i. Studies which plan to use a new drug (as defined in 122-E of the Drugs and
Cosmetics Act, 1945) require DCGI permission. For such studies, a copy of the
permission letter issued by the DCGI to the pharmaceutical company/investigator
also needs to be submitted to the IEC along with application submission.

ii. If the DCGI permission is awaited, a letter of conditional approval will be issued
by the IEC. However, the copy DCGI permission is to be submitted to the IEC
before commencement of the study related procedures.

iii. For regulatory studies, no study should be initiated until the DCG(I) approval is
received by IEC.

Il. FDA marketing/manufacturing license for Ayurveda/ herbal formulations/ nutraceuticals

Bl. Health Ministry Screening Committee (HMSC) approval in case a study involves
collaboration with any foreign laboratory/clinic/institution

IV. Clinical Trials Registry Registration

It is mandatory as per the directive by the DCG(I) to register clinical trial at clinical trial
registry of India at www.ctri.nic.in before enrolling first patient in the study.
(Registrationis mandatory for interventional clinical trials)

Process flow of Submission of Projects to IEC

Submission of project proposal by Investigator 21 days prior to meeting
[As per check-list in Annexure — 3]

SOP Version 3.1 dt. 3rd December 2021 55
DCGI Registration # EC/RENEW/INST/2019/2956




SOP - |EC

Annexures to SOP MGM Dental College & Hospital,

Kamothe. Navi Mumbai

Documents checked by the Admin./Secretary

fncomplete documents

Not accepted by IEC & B

returned

Documents Complete

Received by IEC

First Review at IEC meeting

Decision communicated to Pl within 14 days of meeting
[ | |
Modification/ Revision
suggested

Resubmission with revision within
90 days

Second Review by
Secretary/Chairperson

Decision communicated to Pl within
14 days

Modification/ Revision
suggested

Approved

Approved

Resubmission within 90
days

Further process similar
to 2nd Review
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Annexure - 5: Sample format for Informed Consent Document (ICD)

Informed Consent Document (ICD)
[Participant Information Sheet (PIS) & Informed Consent Form (ICF)]

Principal Investigator Name: .............cocoiiiiiiiiiii,
Designation: .......o.oiiiiii
AdAreSS: o
Phone (24 hours): ...
Ml e

Participant's Name: ...

Participant Information Sheet (PIS)

1. Invitation paragraph

You are invited to participate in the study titled “........................l .
The purpose of this document is to provide you with information about this study.

Please read this document carefully and ask your doctor questions or seek clarification if anything is
not clear to you.

When all your questions have been answered to your satisfaction and if you are willing to participate
in the study, you will be required to sign the consent form.

You will be provided with a copy of this information sheet for your reference.

2. Information about the study (introduction)

(Briefly explain in lay terms the background of the problem, the need & purpose of the study, Use
simple explanatory language / words that can be understood by an averagely literate individual such
as non-matriculate)

3. Why am | being requested to participate in this study?

You are requested to participate in this study as you are suffering from.........

4. What are the benefits of my participation?

State possible benefits of the study if any or print your participation may or may not benefit you directly,
however the information obtained from the study will be of benefit in the treatment of future patients

5. What will the study involve?
(Explain how long the patient will be required to be in the research. How often will he / she will
require to visit a clinic if applicable).

Provide details of the study procedure e.g. examination, intervention (drugs, surgery) tests,
radiology etc. Explain (allotment to a study group) if it is a blinded study.
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6. What are the risks involved?

*For non-intervention studies state none as NO extra investigations or new therapy is involved.

* For intervention studies or where extra investigations are involved- list possible side effects
(common & uncommon)

7. What will be the cost of participation?

All costs of the treatment or diagnostics, over & above those involved in standard diagnosis &
treatment will be borne by the hospital.

Costs as involved in routine care will be borne by the patient

8. Will my results be informed to

me? (print as applicable)

9. What are my responsibilities?

Explain are there any lifestyle restrictions, dietary restrictions, advise to follow all study related
instructions, keep follow up dates, report any adverse reactions etc.

10. Is my participation compulsory?

No, your participation is voluntary and non-participation will not in any way affect your treatment at
the hospital.

11. Can | withdraw from the study?

You are free to withdraw from the study at any time without giving any explanation. This will not
affect your care at the hospital. No further test(s) etc. will be done. However, data already collected
may be used for analysis of results.

12. If something goes wrong what happens? Who treats & bears the cost?

Any study related complication (diagnostic procedures & therapy) will be treated by the hospital.
The hospital will bear the costs of any conditions arising out of study participation.
Mention availability of insurance, if any.

(State if no additional or new intervention is done the patient will bear the cost for such events.)

13. Do | get any compensation in case of research related injury?

Research related injury is an injury that occurs to the subject as a result of research participation.
Injuries may range from relatively minor harms (such as bruises or infected wounds) to major
injuries (such as organ damage or temporary disability) to catastrophic injuries (such as permanent
disability or death).

An injury may require only acute or emergency care, or it may require continuing care. Injuries can
be physical or psychological/emotional.

In case of research related injury, the study subject shall be entitled for financial compensation as per the
recommendation of the IEC and the expert committee as per prevailing regulatory guidelines.

In case of death of the subject, his /her nominees are entitled for financial compensation as per the
recommendation of the IEC and the expert committee as per prevailing regulatory guidelines. The
financial compensation shall be over and above any expense incurred on the treatment of the subject.

The decision for compensation shall be taken during the IEC meeting and adequately decided as per
the provisions of rule 122DAB of The Drugs and Cosmetics Rules, 1945, and other guidelines
provided by CDSCO.

14. What about the confidentiality of my data?

All the information obtained in this study will be kept strictly confidential and used for scientific
purposes only.
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Data taken from this study may be published or presented in scientific meetings. However, your name
and other identifying information will be kept confidential and will not be made publicly available.

Investigators, study team members, ethics committee members & regulatory authorities (if required
by law) may review your personal and medical records.

15. Is the study approved by ethics committee or review board?

Yes.

The study has been reviewed & approved by the Institutional Ethics Committee of MGM Dental
College & Hospital, Kamothe, Navi Mumbai.

16. Whom can | contact for more information?

For any study related information:

Pl / Research fellow and 24 hours contact details (refer first page)
For your rights contact the following:

Dr. Shilpa Patel

Member Secretary

Institutional Ethics Committee (IEC)

MGM Dental College and Hospital

Kamothe, Navi Mumbai

Contact No. 022 27436604 OR Mobile: 9987696594

Mail: iercmgmdch@gmail.com
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Informed Consent Form (ICF)

Principal Investigator Name: ...,

Subject’s Initials:

Subject's Name:
Date of Birth / Age:
Address of the subject:

QualIficatioN:

Occupation: Student / self- employed / service / Housewife / Other

(Please tick as appropriate)

Annual Income of Subject:

Name of NOMINEE:

Relation to the subject:

Sr Please initial
inbox
(Subject)
1 I confirm that | have read and understood the information sheet dated for the []
above study and have had the opportunity to ask questions.
2 | understand that my participation in the study is voluntary and that | am free to []
withdraw at any time, without giving any reason, without my medical care or
legal rights being affected.
3 | understand that the study team member, Ethics Committee and the regulatory [1
authorities will not need my permission to look at my health records both in
respect of the current study and any further research that may be conducted in
relation to it, even if | withdraw from the trial. | agree to this access.
However, | understand that my identity will not be revealed in any information
released to third parties or published.
4 | agree not to restrict the use of any data or results that arise from this study []
provided such a use is only for scientific purpose(s)
5 | agree to take part in the above study. [ 1
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Signature (or Thumb
impression) of Subject

OR

Legally Acceptable
Representative (LAR)

Date: / /

Signatory’s Name

Signature of the Impartial
Witness

Date: / /

Name of the Impartial Witness

Signature of the Investigator

Date: / /

Study Investigator's Name

(On every Page of ICF- Version no XXXX dated XXXXX Page No )
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Annexure - 6: Amendment Request and Assessment Form

IEC Protocol Number:
IEC Approval reference No.

Protocol Title:

Principal Investigator : _

Department:

Approved date: No. of amendment: (Attach List of Amendment)

State/describe the amendment: type of document/ part of document

amended Reasons for the amendment

Impact of your amendment on your present study at this site: (modifications in
the ICD,re-consent of research participants, untoward effects likely to occur
because of the amendment or any other

Have the changes modifications in the amended versions been highlighted/ underlined?

Yes U No U

Copy of List of Changes attached _ ygg [ No U

Name of Principal Investigator:

Signature with Date:

Type of review :- (Decision by the Chairperson/ Member Secretary) Review by Member
[ Disapproved [J Next full board discussion

Full Board discussion and review [

Sign and Date of Member Secretary

Full Board Decision: Approved - No [
If disapproved, reasons for disapproval/Further revision or modification required

Sign and Date of Member Secretary
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Date:

SOP - |IEC

MGM Dental College & Hospital,
Kamothe. Navi Mumbai

Protocol No.:
IEC Approval reference No.

Protocol Title:

Principal Investigator :

Department : :

Summary of protocol participants
number of participants

approved by

Navi Mumbai Institutional Ethics
Committee

New participants recruited so far
Number of ongoing

patients

Number of patients who have already

Completed the study

MGM Dental College and Hospital, Kamothe,

Has any information appeared in the
literature, or evolved from this or

similar research that might affect the

MGM Dental College and Hospital, Kamothe

Navi Mumbai Institutional
Ethics Committee evaluation of the
risk/benefit analysis of participants
involved in this protocol?

No
Yes (attach separate sheet if needed)

Have any participants been withdrawn
from this study?

No

Yes (state the number and reasons for
drop-

outs of each participant, attach separate
sheet if needed)

Have any unexpected complications or
SAEs been noted since last review at
our site?

No
Yes (attach separate sheet if needed)
No. of patients who had SAEs-

Impaired participants

Physically Cognitively Both
Have there been any amendments in

protocol/ Informed Consent Document
since the last review?

NO
YES

Have any unexpected complications or
SAEs been noted since last review at
our site?

No

Yes (attach separate sheet if needed)
No. of patients who had SAEs-
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Were these protocol/ Informed Consent
Document (ICD) amendments approved by
MGM Dental College and Hospital
Navi

Mumbai Institutional Ethics Committee?

No Yes
If no, mention the amendments not
approved

Which protocol amendment is the site
following at this date

Which ICD amendment is the site
following at this date

Number of Protocol Deviations

(Attach list of Protocol Deviations
separately)

No of Adverse Event

Types of adverse events with nos. of
participants- (Attach list of adverse event
with causality assessment separately)

Have any participating investigators
been added or withdrawn since last

review?
No

Yes (ldentify all changes in the
attached narrative)

Is report of interim data analysis
available?

No

Yes (submit as an attachment)

Is report of the data safety and monitoring
board available?

No
Yes (submit as an attachment)

Have any investigators developed
equity or consultative relationship with
a source related to this protocol which
might be considered a conflict of
interest?

No
Yes (Append a statement of disclosure)

Signature of the Principal Investigator with Date:
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Annexure - 8: Study Completion Report Form

(To be filled by Principal Investigator)

Protocol No:

IEC Reference No.
Protocol Title:

Principal Investigator:

Department:

Total no. of study participants recruited

Total no. of study participants approved by
the

MGM Dental College and Hospital

Navi Mumbai Institutional Ethics
Committee for recruitment

Duration of the study

*Results (Summary) with Conclusion: (use extra blank paper, if more space is required).

*Note: If the final report is not available from sponsor, it may be submitted later to
the MGM Dental College & Hospital, Kamothe, Navi Mumbai Institutional Ethics
Committee once it is ready.

Number of SAEs at our center:
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Reasons for withdrawal:

Number of Adverse Events

(Attach list of adverse Events with causality assessment separately)

Number of Protocol Deviations/ Violations

(Attach list of Protocol Deviations/ Violations separately)

No. of patients withdrawn

Signature of Principal Investigator

Date :-

Committee
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Annexure - 9: Study Assessment Form to be used by the Reviewer

(Print copy or by Email)
IEC Protocol Number : Date :
Protocol Title
Principal Investigator:
Department
No. of Participants at the No. of
site: Study
site(s):
Mark and comment on whatever items applicable to the study.
1 Objectives of the Study What should be improved?
O clear Qunclear
2 Need for Human Participants Comment:
O Yes O No
3 Methodology:
O clear O unclear
4a What should be improved? Background Comment:
Information and Data
O sufficient O insufficient
4b Risks and Benefits Assessment
Oacceptable 0O unacceptable
4c Inclusion Criteria Comment:
O appropriate O inappropriate
4d Exclusion Criteria Comment:
O appropriate O inappropriate
4e Discontinuation and Withdrawal Comment:
Criteria
O appropriate O inappropriate
5 Involvement of Vulnerable Comment:
Participants: 0 Yes[ONo
6 Voluntary, Non-Coercive Recruitment of Comment:
Participants
O Yes O No
7 Sufficient number of participants? Comment:
O Yes O No
8 Control Arms (placebo, if any) Comment:
O Yes O No
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Are Qualification and experience

of the Participating Investigators
appropriate? Yesd No

Comment:

10

Disclosure or Declaration of Potential
Conflicts of Interest

O Yes O No

Comment:

Facilities and infrastructure of Participating
Sites

O Appropriate O Inappropriate

Comment:

Community Consultation:
O Yes O NoO NA

Comment:

Benefit to Local Communities
O Yes O No

Comment:

14

Contribution to development of local
capacity for research and treatment

O Yes O No

Comment:

15

Availability of similar Study / Results:OYes
O
No

Comment:

Are blood/tissue samples sent abroad?
O Yes O No

Comment:

Are procedures for obtaining Informed
Consent appropriate?

O Yes O No

Comment:

17 a.

Audio Visual Recording of
Informed Consent (If Applicable)
O Yes O No

Comment:

18

Contents of the Informed Consent
Document:

0 clear O unclear

Comment:

Language of the Informed Consent
Document:

O clear O unclear

Comment:

20

Contact Persons for Participants
O Yes O No

Comment:

21

Privacy & Confidentiality
O Yes O No

Comment:

22

Inducement for Participation
O Unlikely 0O Likely

Comment:

23

Provision for Compensation for
Participation

O appropriate O inappropriate

Comment:

24

Provision for Treatment for Study-Related
Injuries

Comment:
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Oappropriate O inappropriate

25 Provision for Compensation for Study Comment:
Related Injuries

Oappropriate O inappropriate

Any other additional comments

Reviewer's Name: Signature with date
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Annexure - 10: Confidentiality Agreement
Confidentiality Agreement Form for those attending the IEC meeting

SOP - IEC

(Member’sname and his /her affiliation) herein referred to as the “undersigned”, have been
appointed as a member/invitee of the Institutional Ethics Committee (IEC), MGM Dental College & Hospital,
Kamothe, Navi Mumbai, 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 standards
of care as per the national, and local regulations and institutional policies and guidelines and international

and national guidelines;

Whereas, the appointment of the undersigned as a member/invitee of the IEC, is based on
individual merits and not as an advocate or representative of a home province, territory or
community nor as a delegate of any organization or private interest;

Whereas, the fundamental duty of an IEC member/invitee is to independently review both
scientific and ethical aspects of research protocols involving human subjects and make a
determination and the best possible objective recommendations, based on the merits of the
submissions under review;

Whereas, the IEC must meet the highest ethical standards in order to merit the trust and
confidence of the communities in the protection of the rights and well-being of research
participants;

The undersigned, as a member/invite of the IEC is expected to meet the same high standards
of ethical behaviour to carry out its mandate.

This Agreement thus encompasses any information deemed Confidential or Proprietary
provided to the Undersigned in conjunction with the duties as a member of the IEC. Any
written information provided to the undersigned that is of a Confidential, Proprietary, or
Privileged nature shall be identified accordingly.

As such, the undersigned agrees to hold all Confidential or Proprietary trade secrets
(“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. All Confidential
information (and any copies and notes thereof) shall remain the sole property of the
Institutional Ethics Committee, MGM Dental College & Hospital, Kamothe, Navi Mumbai.

The Undersigned agrees not to disclose or utilize, directly or indirectly, any Confidential or
Proprietary information belonging to a third party in fulfilling this agreement. Furthermore, the
Undersigned confirms that his/her performance of this agreement is consistent with the
institute’s policies and any contractual obligations they may have to third parties.

Please sign and date this Agreement, if the Undersigned agrees with the terms and
conditions set forth above. The original (signed and dated Agreement) will be kept on file
in the custody of the IEC office. A copy will be given to you for your records.

In the course of my activities as a member of the IEC, | may be provided with confidential
information and documentation (which we will refer to as the Confidential Information; subject
to applicable legislation, including the Access to "Confidential Information").

| agree to take reasonable measures to protect the Information Act, not to disclose the
Confidential Information to any person; not to use the Confidential Information for any
purpose outside the Committee's mandate, and in particular, in a manner which would result
in a benefit to myself or any third party; and to destroy all Confidential Information (including
any minutes or notes | have made as part of my duties) to the Chairperson upon termination
of my functions as a Committee member.
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(Name of the member/invitee) have read and accept the aforementioned terms and
conditions as explained in this Agreement and | acknowledge that | have received a
copy of this

Signature Date

Chairperson’s Signature Date

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

Signature Date
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Annexure - 11: Conflict of Interest (COI) Form

It is recognized that the potential for conflict of interest will always exist but the Institutional
Ethics Committee (IEC), MGM Dental College & Hospital, Kamothe, Navi Mumbai, and its
Chairperson need to manage the conflict issues so that the ultimate outcome is the protection
of research participants.

It is the policy of the IEC that no member may participate in the review, comment or approval
of any activity in which he/she has a conflict of interest except to provide information as
requested by the IEC.

The Undersigned will immediately disclose to the Chairperson/Secretary of the IEC any actual
or potential conflict of interest that he/she may have in relation to any particular proposal
submitted for review by the committee, and to abstain from any participation in discussions or
recommendations or decision making in respect of such proposals.

If an applicant submitting a protocol believes that an IEC member has a potential conflict, the
investigator may request that the member be excluded from the review of the protocol. The request
must be in writing and addressed to the Chairperson. The request must contain evidence that
substantiates the claim that a conflict exists with the EC member(s) in question. The Committee
may elect to investigate the applicant’s claim of the potential conflict.

When a member has a conflict of interest, the member should notify the
Chairperson/Secretary and may not participate in the IEC review or approval except to provide
information requested by the Committee.

Some examples of conflict of interest cases may be any of the following:
* A member is involved in a potentially competing research program.

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

* A member’s personal biases may interfere with his or her impartial judgment.
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Agreement on Conflict of Interest

Please sign and date this Agreement, if the Undersigned agrees with the terms and
conditions set forth above.

The original (signed and dated Agreement) will be kept on file in the custody of the office of
the Institutional Ethics Committee (IEC), MGM Dental College & Hospital, Kamothe, Navi
Mumbai,

A copy will be given to you for your records.

Whenever | have a conflict of interest, | shall immediately inform the Chairperson not to
count me for discussion or decision making in respect of such proposal.

(Name of the member) have read and accept the aforementioned terms and conditions
as explained in this Agreement and | acknowledge that | have received a copy of this

Signature Date

Chairperson’s Signature Date

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

Signature Date
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Annexure - 12: Serious Adverse Event (SAE) Assessment Report

Serious Adverse Event Assessment Report (For SAE at the site)

Name of the Principal Investigator:

Department:

MGM Dental College & Hospital, Kamothe, Navi Mumbai Institutional Ethics
Committee Protocol No:

Protocol Title:

Patient ID: Event / SAE term:
Report Date:
Date of Onset of SAE:
O Initial [Follow-up No. of Follow-up O

Attach a narrative for details of SAE, history of the case and relevant laboratory findings
and treatment given:

Outcome of SAE: Oresolved Oon-going

Seriousness: Relation tod0Drug Device
0 Death Ostudy procedure

0O Life threatening O Not related

O Hospitalization —Onitial pblonged 0 Possibly

0O Disability / Incapacity
0 Probably

O Congenital Anomaly
O Definitely related

0 Any Other...
O Unknown
Whether study drug withheld:J¥es g
No
If yes, since when:
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Details of compensation:

Who has paid for medical treatment?
Whether compensation given to participant in case of study related injury?

Signature of the Principal Investigator:

Date:

Acknowledged/ Reviewed by

Name of Member Secretary Sign
and Date
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Annexure - 13: Serious Adverse Event (SAE) Analysis Report

(For SAE at the site)
Sr. Details
1 Country (Name of the country should be specified)
2 SAE report of death or other than death, Please tick (v) Death Other than
Death
Yes /No Page No.

3 In case of Serious Adverse Event(SAE), please specify if there

is any 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. (Mandatory for
Clinical Trial Permitted after 15/06/09)

8 Sponsor (Address with contact no and
Email)

9 CRO (Address with contact no and Email)

10 Initial / Follow-up (FU)

1 In case of follow-up: Date & Diary no of
initial or recently submitted report information
12 Patient Details

a Initials & other relevant identifier
(Hospital /OPD record number etc.)

b Gender

C Age and/or date of birth

d Weight

e Height

13 Suspected Drug(s)

a Generic name of the drug.

b Indication(s) for which suspect drug was prescribed or
tested.

c Dosage form and strength.

d Daily dose and regimen (specify units -e.g., mg, ml, mg/kg).

e Route of administration.

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 non prescription/OTC Drugs) and non-drug
therapies, as for the suspected drug(s).

15. Details of the events

a Full description of event (s) including body site and severity,
as 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.

b Start date (and time) of onset of reaction.

C Stop date (and time) or duration of reaction.

d Dechallenge and rechallenge information.

e Setting (e.g., hospital, out-patient clinic, home, nursing
home).

16. Outcome
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Sr.

Details

Information on recovery and any sequelae; results of specific
tests and/or treatment that may have been conducted.

For a fatal outcome, cause of death and a comment on its
possible relationship to the suspected reaction; any post-
mortem findings.

Other information: anything relevant to facilitate assessment
of the case, such as medical history including allergy, drug or
alcohol abuse; family history; findings

from special investigations etc.

Details about the Investigator

CT Site Number, if any

Name

Address

Telephone/Mobile Number & Email

Profession (specialty)

= |0 [ |0 |T|®

Date of reporting the event to Licensing
Authority:

«Q

Date of reporting the event to Ethics
Committee overseeing the site:

Signature of the Investigator

—_

Details about the Ethics Committee

Name & Address

Name of Chairman & Address

Telephone/Mobile Number

OO0 |TT|Y |o|T

Email

Adverse Event Term / Details of SAE

Causality Assessment Related/Unrelated) by Investigator.

Causality Assessment (Related/Unrelated) by Sponsor/CRO

Details of compensation provided for injury or death. In case
no compensation has been paid, reason for the same :

Duly filled SAE Form as per Appendix XI of Schedule Y

Laboratory investigations report
/Discharge summary (if available and applicable)

Post-mortem report (if applicable)/ Any additional
documents)
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Annexure - 14: Checklist for Research Involving Children

IEC protocol no. Name

of Principal Investigator

Risk Determination Benefit Assessment IEC Action
Minimal With or without direct benefit Approvable
Greater than minimal risk Potential to child Approvable
Greater than minimal risk No direct benefit to individual offer Approvable on case
general knowledge about the child’s to case basis

condition or disorder.

i. Minimal risk means that the probability and magnitude of harm or discomfort anticipated
in the research are not greater than those ordinarily encountered in daily life or occurring
during the performance of routine physical or psychological examinations or tests.

ii. Risk may not be more than a minor increase over minimal risk, consent of both parents
is required under normal circumstances.

iii. Approval to proceed with this category of research must be made by the Administrator
of the IEC, with input from selected experts.

Yes No NA

Does the research pose greater than minimal risk to children?
If yes: Are convincing scientific and ethical justifications given?
If yes: Are adequate safeguards in place to minimize these risks?
Does the study involve normal volunteers?
If yes: Is the inclusion of normal volunteers justified?
Are the studies conducted on animals and adults, appropriate and
justified?
If No: Is the lack of studies conducted on animals and adults
justified?
Will older children be enrolled before younger ones?
Is permission of both parents necessary?
If Yes: Are conditions under which one of the parents may be
considered: “not reasonably available” described?
If Yes: Are the conditions acceptable?
Will efforts be made ensure that parents’ permission to involve
their children in research studies is free from coercion,
exploitation, and /or unrealistic promises?
Are provisions made to obtain the assent of children over 7 and,
where appropriate, honoring their dissent?
Are provisions made to protect subjects’ privacy and the
confidentially of information regarding procedures?
Are there special problems that call for the presence of a monitor
MGM Dental College and Hospital, Kamothe

Navi Mumbai Institutional Ethics Committee member
during consent procedures?
Are special needs of adolescents such as counseling and
confidentiality accounted for in the research design?
Are there any special problems such as confidentiality and
reporting that might arise in sensitive research about child abuse
or sexual practices of teenagers?
Does the research involve a. which has implications for other
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Yes No NA

family member ?

(for example, genetic risk , HIV infection , Hepatitis C)

If Yes:

Are there adequate mechanisms in place to deal with
other members of the family?

Are parents being required to be present during the conduct of
the research?

Are proposed subjects to be very young?

Are the procedures involved painful?

Must the subject stay overnight in the hospital when they
otherwise would not have to?

Comments:

Name & Signature
Primary Reviewer Sign and Date
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Annexure - 15: Checklist for Research Involving Pregnant Women & Foetus

IEC protocol no.

Name of Principal Investigator

Section 1: Yes No NA

This Research Involves Pregnant Women or Fetuses Prior to Delivery

Where scientifically appropriate, preclinical studies, including studies on
pregnant animals, and clinical studies, including studies on non- pregnant
women, have been conducted and provide data for assessing potential
risks to pregnant women and foetus;

The risk to the foetus is not greater than minimal, or any risk to the foetus
which is greater than minimal is caused solely by interventions or
procedures that hold out the prospect of direct benefit for the woman or
the foetus;

Any risk is the least possible for achieving the objectives of the research;
The woman’s consent or the consent of her legally authorized
representative is obtained in accord with the informed consent provisions
, unless altered or waived in accord with 45 CFR

The woman or her legally authorized representative, as appropriate, is
fully informed regarding the reasonably foreseeable impact of the
research on the foetus or resultant child;

If the research involves children as defined in 45 CFR 46.402(a) who are
pregnant, assent and permission will be obtained in accord with the
provisions of subpart D of that part;

No inducements, monetary or otherwise, will be offered to terminate a
pregnancy;

Individuals engaged in the research will have no part in any decisions as
to the timing, method, or procedures used to terminate a pregnancy; and
Individuals engaged in the research will have no part in determining the
viability of a foetus.

If the response to any of the above is No, the research is not approvable by the IEC, MGM

Dental College & Hospital, Kamothe, Navi Mumbai Institutional Ethics Committee.

Section 2: Yes No NA

This research involves fetuses after delivery

Where scientifically appropriate, preclinical and clinical studies have been
conducted and provide data for assessing potential risks to foetuses;

The individual(s) providing consent is fully informed regarding the
reasonably foreseeable impact of the research on the foetus or resultant
child;

No inducements, monetary or otherwise, will be offered to terminate a
pregnancy;

Individuals engaged in the research will have no part in any decisions as to
the timing, method, or procedures used to terminate pregnancy;
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Individuals engaged in the research will have no part in determining
the viability of a foetus.

AND

This research involves Foetuses of uncertain viability Yes No NA

Does the research hold out the prospect of enhancing the probability
of survival of the particular foetus to the point of viability, and any risk is
the least possible for achieving the objectives of the research; OR

The purpose of the research is the development of important
biomedical knowledge which cannot be obtained by other means and
there will be no risk to the foetus resulting from the research;

The legally effective informed consent of either parent of the foetus or, if
neither parent is able to consent because of unavailability, incompetence,
or temporary incapacity, the legally effective informed consent of either
parent’s legally authorized representative is obtained.

AND/OR

This research involves Non-viable foetuses Yes No NA

Vital functions of the foetus will not be artificially maintained;

There will be no risk to the foetus resulting from the research;

The purpose of the research is the development of important
biomedical knowledge that cannot be obtained by other means; AND

The legally effective informed consent of both parents of the foetus will
be obtained in accord with the subpart A of 45 CFR 46, except that the
waiver and alteration provisions of and (d) do not apply.

However, if either parent is unable to consent because of unavailability,
incompetence, or temporary incapacity, the informed consent of one
parent of a non-viable foetus will suffice to meet the requirements of this
paragraph.

The consent of a legally authorized representative of either or both of
the parents of a nonviable foetus will not suffice to meet the
requirements of this paragraph.

If the response to any of above is No, the research is not approvable by the MGM Dental

College & Hospital, Kamothe, Navi Mumbai Institutional Ethics Committee .

Section 3: This research can be conducted only after:

a) The Institutional Ethics Committee, MGM Dental College & Hospital, Kamothe, Navi
Mumbai finds that the research presents a reasonable opportunity to further the
understanding, prevention or alleviation of a serious problem affecting the health or
welfare of pregnant women or foetus and,

b) The secretary, after consultation with a panel of experts in pertinent disciplines
(for examples: science, medicine, ethics, law) is satisfied that:
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a. The research presents a reasonable opportunity to further the understanding,
prevention, or alleviation of a serious problem affecting the health or welfare
of pregnant women or foetus;

b. The research will be conducted in accord in sound ethical principles; and
c. Informed consent will be obtained in accord with prevailing regulations.

Comments:

Primary Reviewer Name & signature Date
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IEC protocol no.

Name of Principal Investigator

SOP - |IEC

Annexures to SOP MGM Dental College & Hospital,
Kamothe. Navi Mumbai

The purpose of this checklist is to provide support for the Institutional Ethics Committee
members or the Designated Reviewer when reviewing research involving cognitively impaired

adults as subjects.

1. For review using the expedited procedure this checklist is to be completed by the
Designated Reviewer to document determinations required by the regulations and

protocol specific findings justifying those determinations and retained.

2. For review during the convened IEC meting to document determinations required by the

regulations and protocol specific findings justifying these determinations.

1. Research Involving Cognitively Impaired Adults in which there is Anticipated Direct

Benefit to the subject

(All items must be “Yes”)

One of the following is true (Check the box that is true) Yes No
* The risk to the subjects is presented by an intervention or procedure

that holds out prospect of direct benefit for the individual subject.
*  More than minimal risk to subjects is presented by monitoring

procedure that is likely to contribute to the subjects well — being.
The risk is justified by the anticipated benefit to the subjects. Yes No
The relation of anticipated benefit to the risk is at least as favorable to the Yes No
subjects as that presented by available alternative approaches.
The proposed plan for the assessment of the capacity to consent is adequate. Yes No
Assent is required of: (One of the following must be “Yes”) Yes No
One of the following is true (please tick)

All Subjects

All Subjects capable of being consulted.

None of the subjects
The consent document includes a signature line for a legally authorized Yes No
representative.
2. Research Involving Cognitively Impaired Adults in which there is No Anticipated

Direct Benefit to the subject (All items must be“Yes”)
The proposed plan for the assessment of the capacity to consent is adequate. Yes No
The objectives of the trial cannot be met by means of study of subjects who can Yes No
give consent personally.
The foreseeable risks to the subjects are low. Yes No
The negative impact on the subject’'s well-being is minimized and low. Yes No
The trial is not prohibited by law. Yes No
Subjects have a disease or condition for which the procedures in the research Yes No
are intended.

Primary Reviewer Name & signature Date
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Annexure - 17: Checklist for Research Involving Students, Employees or Residents

IEC protocol no.

Name of Principal Investigator

Subjects who are students, employees or residents require special considerations.

Does the employer or supervisor of the research subject need to be aware of the No | Yes
research project?
Is there a letter of support and/ or internal services checklist? No | Yes
Have the subjects been assured that their status (education, employment, and/or | No | Yes
promotion) will not be affected by any decision to participate or not?
Have the risks to subjects been minimized? No | Yes
Have subjects been assured that participation is voluntary (no signs of coercion)? | No | Yes
Have subjects been assured that confidentiality will be protected or maintained? No | Yes

Comments:

Primary Reviewer Name & signature Date
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Annexure - 18: Checklist for Genetic Research

IEC protocol no.

Name of Principal Investigator

Yes | No

Will the samples be made anonymous to maintain confidentiality? If yes,

stop here

Has the investigator established clear guidelines for disclosure of information,
including interim or inconclusive research result?

Has the appropriateness of the various strategies for recruiting subjects

and their family members been considered?

Does the proposed study population comprise family members?

Will family members be implicated in the studies without consent?

Will the samples be destroyed in the future?

Is genetic counseling being offered?

Comments:

Primary Reviewer Name & signature Date
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Annexure - 19: Site Monitoring Visit (SMV) Report

(To be completed by IEC monitor)

IEC Protocol No.

| Date of the Visit:

Study Title:

Principal Investigators:

Department:

Total number of participants enrolled:

Total participants ongoing:

No. of participants completed:

No. of drop outs including reasons:

Sr

Yes No Comment

1 Are the present study team members
as per the list approved by the IEC

2 Are site facilities appropriate?

3 Is recent version of Informed Consent
Document (ICD) used?

4 Is it approved by the IEC?

5 Whether consent has been taken from
all patients?

6 Whether appropriate vernacular
consent has been used?

7 Any other findings noted about the
ICDs

8 Is recent version of protocol used?

Is it approved by the IEC?

Any adverse events found?

Any SAEs found?

Were the SAEs informed to IEC within
12 | 24 hours?

Any there any protocol non-
13 compliance deviations/violations?

Have the protocol non- compliance
14 deviations/violations been informed to
IEC
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5 Are all Case Record Forms up to date?
Are storage of data and investigating
16 products locked?
Any safety concern for study
17 participants?
Audio Video Recording of Informed
18 | Consent review (If
Applicable)
Interview of PI, Study Team
19 | member, study Participants (If
Applicable)
Any outstanding tasks or results of
20 | visit?
21 Duration of visit: hours Started From Finished To
22 | Name and signs of IEC members and 1
representatives who attended the 2
monitoring visit: 3
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Final Decision at the IEC meeting held on:

Chairperson, IEC
Signature with date
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Annexure - 20: Application Form for Requesting Waiver of Consent

1) Principal Investigator’s name:

2) Department:
3) Title of project:

4) Names of other participating staff and students:

5) Request for waiver of informed consent:

Please check 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).

Research involves ‘not more than minimal risk’

There is no direct contact between the researcher and participant in
emergency situations as described in ICMR Guidelines (ICMR 2006
Guidelines-http://www.icmr.nic.in/ethical_guidelines.pdf)

Any other (please SPecCify) .......ccooiiiiiiii

6) Statements assuring that the rights of the participants are not violated

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

Principal Investigator’s signature with date:

Final decision at full board meeting held on: ....... Lo [ocoiiin.
Waiver granted: Yes / No.

If NOt granted, rEASONS: .. .. e e

Signature of the Chairperson with Date:
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Type of research projects which may qualify for consent waiver:

A request to waive written informed consent must be accompanied by a detailed explanation.

The investigator is also required to provide assurance regarding protection of identity of
research participants and maintenance of confidentiality about the data of the research
participants.

The following criteria (ICMR GCP guidelines) must be met for a research project so that it
can qualify for granting a waiver of both written and verbal consent.

1. The proposed research presents no more than minimal risk to participants. (/ICMR
GCPguidelines) e.g. a retrospective review of patient case records to determine the
incidenceof disease/ recurrence of disease. [Minimal risk would be defined as that
which may be anticipated as harm or discomfort not greater than that encountered in
routine daily life activities of general population or during the performance of routine
physical or psychological examinations or tests. However, in some cases like surgery,
chemotherapy or radiation therapy, great risk would be inherent in the treatment itself,
but this may be within the range of minimal risk for the research participant undergoing
these interventions since it would be undertaken as part of current everyday life].

2. When it is impractical to conduct research since confidentiality of personally
identifiable information must be maintained throughout research as maybe required by
the sensitivity of the research objective. (ICMR GCP guidelines) E.g. conducting
interviewswith citizens about their religious beliefs/ people with HIV and
AIDS/conducting phone interviews with homosexuals.

The only record linking the participant and the research would be the consent document
and when there is a possible legal, social or economic risk to the participant entailed in
signing the consent form as they might be identified as such by signing the consent form,
the requirement for obtaining consent can be waived of by the IRB.

[In case of telephonic interviews, waiver of written informed consent may be requested but
this does not mean that verbal consent cannot be utilized].

The following points need to be considered.

3. The following documents need to be submitted for the IRB review. A script for verbal
consent - a verbal consent script provides all of the elements of consent in a more
informal style. In addition, each subject should be provided with an information sheet
that describes the study and gives contact names and numbers.

4. The interview schedule (questions to be asked???) will confirm that the interview is a
simple 5 minute call and that no questions are asked that compromise a person’s
confidentiality or position.

5. Normally, investigators will be asked to keep a log of those who were approached
about the study, and offered verbal consent. A simple chart can indicate the
participants as participant 1, participant 2, and participant 3. A column can indicate
that verbal consent was given and a date. Since a specific number of study
participants are to be recruited. It is important that investigators keep some record to
indicate that they are not enrolling more participants than they originally requested.

6. Research on publicly available information, documents, records, work performances,
reviews, quality assurance studies, archival materials or third party interviews, service
programs for benefit of public having a bearing on public health programs, and
consumer acceptance studies. (ICMR 2017) guidelines

7. Research on anonymized biological samples from deceased individuals, left over samples
after clinical investigation, cell lines or cell free derivatives like viral isolates, DNA or RNA
from recognized institutions or qualified investigators, samples or data from
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repositories or registries etc. ICMR GCP guidelines)

8. In emergency situations when no surrogate consents can be taken. (ICMR GCP
guidelines) when consent of person/ patient/ responsible relative or custodian/ team of
designated doctors for such an event is not possible, the IRB can allow waiver of
consent for recruiting participant in a research study. However, information about the
intervention should be given to the patients whenever he/she gains consciousness or
to relative/ legal guardian when available later.

References:

1. Ethical Guidelines for Biomedical research on Human Participants, ICMR 2006
http://www.icmr.nic.in/ethical_guidelines.pdf.

2. 45CFR Title 45 Public Welfare (45 CFR 46) Protection of human subjects, Department of
Health and Human Services, revised June 23, 2005. Website
http://www.hhs.gov/ohrp/humansubjects/guidance/45 CFR 46.htm, paragraph 46.116-
‘General Requirements for Informed Consent'.
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Annexure - 21: IEC Self-Assessment Tool

Institutional Ethics Committee (IEC), MGM Dental College & Hospital, Kamothe, Navi
Mumbai
Total Maximum Score — 50

(Please give Score 1 for Response ‘Yes’ and 0 for Response ‘No’)

Sr.

Sections Response

Yes No Score Comments
(If any)

Section I: Organizational Aspects

1

Whether IEC is established under the highest authority of
the Institute i.e. Head of Institute and availability of
documented evidence to support it?

Whether IEC have documented policy to ensure its
independency in functioning and decision making?

Does the IEC have documented evidence to confirm
appointment of Chairperson and all IEC members by
Head of Institute?

Does the IEC have a policy for signing Confidentiality
Agreement for all members at time of appointment and
documented evidence to support it?

Does the institution/organization regularly evaluate the
operations of the IEC (e.g., budgetary needs, adequacy of
material resources, adequacy of policies and procedures
and practices, the training requirements of the IEC
members

Section ll: Membership, Qualification And Training

6

Does the current membership of IEC comply with quorum
requirements as per applicable rules and regulations?

7

Does IEC maintain updated educational records (i.e
Curriculum Vitae, Medical registration certificate or any
other supporting documents etc.) of all members?

Do all the members of IEC attend ICH-GCP training or
ICH- GCP refresher training at least once in every 2
years?

Do all members of IEC attend updated SOPs training and
can provide SOP training records?

Section lll: Managing Conflict Of Interest

10

Does the IEC have a policy for disclosure and
management of potential conflicts of interest for
members of the research team?

11

Does IEC ask all members to declare written conflict of
interest at time of appointment?

12

Does IEC chairperson ask all members to declare written
conflict of interest for study projects to be discussed at
start of every meeting?

13

Do the minutes reflect that members were asked
whether they had a conflict of interest regarding any of
the protocols to be discussed and indicate that such
members did not participate in the decision making
process of the relevant protocols?
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Are the New study projects submitted to IEC as per

15

the checklist provided in IEC SOPs
Do the IEC members receive protocol and other study

16

related documents (initial dossier) either as soft copy
or hard copy at a specified time prior to IEC meeting?
Does the IEC review the investigator’'s qualification

17

and experience in clinical trials to conduct the study
and check his/her ICH-GCP training records?
Does the IEC review adequacy of study team including

18

the supporting staff and facilities available to conduct
the study at the site?
Does the IEC perform the risk benefits assessment;

19

evaluate the benefit against risks involved to the human
subjects while participating in the research project?
Does IEC review Clinical Trial Agreement including

20

study budget for every clinical trial?
Does the IEC consider whether the study sponsor/PI

21

has adequate insurance to cover treatment of injury
related to the study?
Does IEC review English and other vernacular informed

22

consent documents for adequate information provided
to study participants?
Does IEC confirm the presence of 24 hr contact details

23

of Investigator in case of emergency and contact
details of IEC in the Informed Consent Documents for
research participants to raise any issue related to their
rights, safety and integrity?

Compensation of study related injury or death occurred

24

during study periods in Informed Consent Documents?
Does the IEC follow IEC SOP regarding the decisions

25

for approval or disapproval for the study is made?
Does the IEC follow IEC SOP for communicating the

26

study decision to the investigator?
Does the IEC ensure approval from regulatory

27

body before issuing final IEC approval letter to
Principal Investigator?
Does the IEC mention approval duration and timeline

28

for submission of periodic study reports in IEC
approval letter?
Does the IEC ensure final CTRI registration of Clinical

trial which includes the name of PI, Site and IEC before
enrollment of first subject at site?
Does the IEC follow SOPs for reviewing research

projects involving vulnerable participants and
Does the IEC follow IEC SOP that lists

ion V: Agenda and Minutes of Meetings
on V: Agend

conditions requiring wavier of ICF?

Does the member secretary of IEC circulate agenda

prior to Full board meeting as per timeline mentioned in
SOPs to all members?
Is the Required Quorum as per regulations met for all

full Board meeting conducted by IEC?
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33 | Does the member secretary of IEC circulate agenda Kamothe. Navi Mumbai
prior to Full board meeting as per timeline mentioned in
SOPs to all members?

34 | Is the Required Quorum as per regulations met for all

full Board meeting conducted by IEC?

Section VI: Ongoing Review of Projects

35

Does the IEC review continuing review reports and
study completion report submitted by Principal
Investigator in Full Board meeting?

36

Does the IEC ensure submission of safety updates i.e
list of adverse event occurred at site along with
continuing review report?

37

Does the IEC review Protocol deviation/Violation or
non compliance submitted by PI?

38

Does the IEC take required action against the
investigator in case of violation, deviation, non
compliance or in condition where patient safety has
been compromised which has been identified during

continuing review process?

Section VII: Review of Serious Adverse Events

39

Does the IEC follow strict timelines with regard to SAE
Analysis (Initial and FU Review), Compensation
Calculation and reporting to the licensing authority
within the stipulated time?

40

Does the IEC check whether compensation is paid
to patient and whether amount is verified by IEC?

41

Does the IEC verify whether adequate medical care
is provided for serious adverse events as per
applicable rules and regulations?

Section VIII: Periodic Monitoring

42 Does the IEC periodically monitor ongoing research
project as per procedures defined in IEC SOPs?
43 | Are the Monitoring reports discussed in Full Board

meeting and does the IEC communicate the follow up
with the PI for closure of action items including
preventive and corrective actions?

Section IX: Research Participant’s Rights

44 | Does the IEC ensure display of research
participant’s rights and responsibilities at research
sites and IEC office?

45 | Does the IEC have a mechanism whereby enrolled

research participants can file complaints or direct
concerns regarding research participant’s rights, safety
and well being?

Section X: Resources

46 | Does the IEC have its own yearly budget including budget
for training of administrative staff and IEC members?

47 Does the IEC have Full time administrative staff to mange
administrative function on day to day basis?

48 | Does the IEC have resources/infrastructure i.e. Separate

Office room, access to a meeting room, computer and

printer, documents storage areas etc.?

SOP Version 3.1 dt. 3rd December 2021
DCGI Registration # EC/RENEW/INST/2019/2956

94




Annexures to SOP

SOP - IEC

MGM Dental College & Hospital,
Kamothe. Navi Mumbai

Section XI: Storage And Archival

49 | Does the IEC store one hard copy and one soft copy
of all documents and communications submitted to
IEC of ongoing research projects under secure and
protected place?

50 | Does the IEC archive documents (1 soft copy and 1
Hard copy) for at least 5 years from date of study
closeout/ termination?

SCORING
Section Title Maximum Obtained Score
Score

I Organizational Aspects 5
Il Membership, Qualification And Training 4
M Managing Conflict Of Interest 4
v Initial Review Of Projects 17
Vv Agenda And Minutes Of Meetings 4
Vi Ongoing Review Of Projects 4
Vil Review Of Serious Adverse Events 3
Vil Periodic Monitoring 2
IX Research Participants Rights 2
X Resources 3
Xl Storage And Archival 2
Total Score 50

Six Monthly Performance of (IEC), MGM Dental College & Hospital, Kamothe, Navi Mumbai

Items

Period: From-to

Number of Full Board meetings

Number of new protocols reviewed in full board meetings

Number of protocols disapproved in full board meetings

Number of Amended study protocols reviewed in Full Board

Number of continuing review report/ study completion reports
reviewed in Full Board

Number of serious adverse Events (at site) reviewed

Number of protocol deviation/Violation reviewed

Number of Monitoring visits of ongoing studies
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Period of Self-Assessment From

to

Date of Self -Assessment:

Duration

Name of reviewer

Sign Date

1.

2.

3.

4.

Presented in Full Board Meeting
dated

Sign and Date of
Chairperson
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Annexure - 22: Rights and Responsibilities of Research Participants

A. Rights of Research Participants

Right to information about Research study in an understandable language.
Right to informed consent before participation in any research study

Right to information on the expected cost of treatment, duration, alternative
treatment available traveling or any other compensation provided for participation

Right to personal dignity, privacy and confidentiality
Right to get the information on plan of care

Right to uniform care for all classes of patients.

N o O b~

Right to information on how to voice a complaint against any violation in rights
and integrity (e.g. Ethics committee contact details)

Right to get 24 hours emergency contact details of Research doctor

Right to refusal of participation or withdrawal of participation any point of
study without disclosing any reason.

10. Rights to get information on medical management of any injury and compensation
in case of any study related injury or death

11. Right to confidentiality of patient information/details recorded in the hospital.

12. Right to access clinical records.

B. Responsibilities of Research Participants
1. Provide complete and accurate information about:

* Your health including present and past iliness, hospitalization, medication
and allergies and surgeries.

* Full name, address and other information.
* Medical Insurance.

2. To follow the prescribed treatment plan, schedule and instructions given by
doctors carefully.

3. To ask question when he/she does not understand what the Doctors or
other healthcare team members tells about diagnosis or treatment.

4. Not to take any medications without the knowledge of Doctor and
healthcare professional.

5. To accept the measures taken by the Hospital to ensure personal privacy
and confidentiality of medical records.

6. To inform your study doctor immediately in case of any injury or development of
any new medical conditions.

7. Treat hospital staff, other patients and other visitors with courtesy.
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Annexure - 23: Risk-Benefit Assessment Tool

HIGH RISK /LOW BENEFIT HIGH RISK / HIGH BENEFIT
(CLASS - A) (CLASS - B)
BENEFITS RISKS
Completely new drug/formulation * Completely new drug/formulation
Highly Toxic substances * Highly Toxic substances
Safety/Effectiveness not established through |* Safety/Effectiveness not established through
earlier studies earlier studies
High incidence of SAEs/side effects in prelim * High incidence of SAEs/side effects in prelim
studies studies
Inadequate or no risk AE handling * Inadequate or no risk AE handling mechanisms
mechanisms * High data disclosure and data leakage
High data disclosure and data leakage possibilities
possibilities * Affects large no. of participants
Affects large no. Of participants * Violation legal/statutory regulations
Violation legal/statutory regulations * Inadequate project documentation
Inadequate project documentation * Inadequate PI/Staff expertise
Inadequate PI/Staff expertise *  New/untried procedures
New/untried procedures
BENEFITS RISKS
Cost of treatment/drug borne by participant * Completely new cure
Replaces current drugs with no extra benefits * Preventive for life i.e. Vaccinations
either treatment wise or cost wise * Significant improvement over existing
Short term relief as opposed to long term cures/treatments
action * Minimal side effects visa vis existing
No post trial alternatives treatments
* Elimination of disease rather than
temporarily curative
* Significant reduction in treatment costs/mode
(ex. Pelvis surgery)
* Extension of benefits /availability of
Treatment post trial
* Benéefits large no. of participants
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HIGH RISK /LOW BENEFIT
(CLASS - C)

HIGH RISK / HIGH BENEFIT
(CLASS - D)

BENEFITS

RISKS

Proven/Acceptable toxicity
Proven safety and efficacy

Drug/formulation variation of approved
drug/class of drugs

SAEs indicate minor/acceptable reactions,
side effects

No drug but only data analysis
Minimal data disclosure/leakage possibilities
Minimal risk to legal/statutory regulations

Standard operating/surgical procedures

Proven/Acceptable toxicity
Proven safety and efficacy

Drug/formulation a variation of approved
drug/class of drugs

SAEs indicate minor/acceptable reactions, side

effects

No drug but only data analysis

Minimal data disclosure/leakage possibilities
Minimal risk to legal/statutory regulations
Standard operating/ surgical procedures

BENEFITS

RISKS

Cost of treatment/drug borne by participant

Replaces current drugs with no extra benefits

either treatment wise or cost wise
Short term relief as opposed to long term
action

No post trial alternatives

Completely new cure
Preventive for life i.e. Vaccinations
Significant improvement over existing

cures/treatments

Minimal side effects visa vis existing
treatments

Elimination of disease rather than
temporarily curative

Significant reduction in treatment costs/mode
(ex. Pill vs surgery)

Extension of benefits / availability of
treatment post trial

Benefits large no. of patients
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Annexure - 24: Undertaking by the Investigator (Schedule-Y)

1. Full name, address and title of the Principal Investigator (or Investigator(s) when there is
no Principal Investigator)

2. Name and address of the medical college, hospital or other facility where the clinical trial will
be conducted: Education, training & experience that qualify the Investigator for the clinical trial
(Attach details including Medical Council registration number, and / or any other statement(s)
of qualification(s))

3. Name and address of all clinical laboratory facilities to be used in the study.

4. Name and address of the Review board that is responsible for approval and continuing review
of the study.

Institutional Ethics Committee (IEC)

MGM Dental College and Hospital

Plot No- 1&2, Sector — 01 (Old 18 and 19)

Kamothe, Navi Mumbai

District — Thane Pin: 410209, Maharashtra, INDIA

Phone No: 022 27436604

Mail: iercmgmdch@gmail.com or mgmdch@mgmmumbai.ac.in
Web Site: www.mgmdchnavimumbai.edu.in

5. Names of the other members of the research team (Co- or sub-Investigators) who will
be assisting the Investigator in the conduct of the investigation (s).

6. Protocol Title and Study number (if any) of the clinical trial to be conducted by the Investigator.
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7. Commitments:

a. | have reviewed the clinical protocol and agree that it contains all the necessary
information to conduct the study. | will not begin the study until all necessary
Review board and regulatory approvals have been obtained.

b. | agree to conduct the study in accordance with the current protocol. | will not\
implement any deviation from or changes of the protocol without agreement by the
Sponsor and prior review and documented approval/ favorable opinion from the
Review board of the amendment, except where necessary to eliminate an
immediate hazard(s) to the trial Subjects or when the change(s) involved are only
logistical or administrative in nature.

c. | agree to personally conduct and/or supervise the clinical trial at my site.

d. | agree to inform all subjects that the drugs are being used for investigational
purposes and | will ensure that the requirements relating to obtaining informed
consent and review board review and approval specified in the GCP guidelines
are met.

e. | agree to report to the Sponsor all adverse experiences that occur in the course of
the investigation(s) in accordance with the regulatory and GCP guidelines.

f. I have read and understood the information in the Investigator's brochure,
including the potential risks and side effects of the drug.

g. | agree to ensure that all associates, colleagues and employees assisting in the
conduct of the study are suitably qualified and experienced and they have been
informed about their obligations in meeting their commitments in the trial.

h. | agree to maintain adequate and accurate records and to make those records
available for audit / inspection by the Sponsor, Review board, Licensing Authority
or their authorized representatives, in accordance with regulatory and GCP
provisions. | will fully cooperate with any study related audit conducted by
regulatory officials or authorized representatives of the Sponsor.

i. | agree to promptly report to the Review board all changes in the clinical trial
activities and all unanticipated problems involving risks to human Subjects or
others.

j. lagree to inform all unexpected serious adverse events to the Sponsor as well as
the Review board within seven days of their occurrence.

k. I'will maintain confidentiality of the identification of all participating study patients
and assure security and confidentiality of study data.

I.  I'will not enroll any subject prior to registration of this study at the clinical trial
registry of India (www.ctri.nic.in).

m. | agree to comply with all other requirements, guidelines and statutory obligations
as applicable to clinical Investigators participating in clinical trials.

Signature of Investigator with Date
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Annexure - 25: Format for Communication of IEC decision to the Investigator

<Date>

To,

<Investigator Name>
<Designation, Address>
<Contact Details>

Reference: <Protocol title with version & date>

Dear Dr.

The Institutional Ethics Committee (IEC) of MGM Dental College & Hospital, Kamothe, Navi
Mumbai has reviewed and discussed your application to conduct the clinical study entitled
<Protocoal title with version & date> on <date>.

The following documents were reviewed:

a) Study-protocol synopsis

b) Study Protocol (including protocol amendments), dated Version No(s)

c) Participant Information Sheet (PIS) and Informed Consent Form (ICF) including updates if
any in English and/ or vernacular language.

d) Investigator’s Brochure (IB), dated Version No.

e) Official prescribing information for products which are marketed in India/other countries /
scientific literature of the drug substance or product supporting the use of the drug in the
said indication.

f) Regulatory status of the new drug in India and developed countries.

g) Approval of the DCGI no. dt. (if applicable).

h) Proposed methods for patient accrual including advertisement (s) etc. proposed to be used
for the purpose.

i) Principal Investigator’s current CV.

j) Insurance Policy / Compensation for participation and for serious adverse events
occurring during the study participation.

k) Investigator's Agreement with the Sponsor/CRO.

[) Details of research grant (if any)

m) Investigator's Undertaking (Annexure — 24).

The following members of the review board were present at the meeting held on (date, time, and
place) and voted:

1. Chairman of the Review board
2. Member secretary of the Review board
3. Name of each member with designation

None of the study team members including principal investigator were a part of the voting procedure.
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DECISION
- The IEC hereby approves the study to be conducted in its presented
form. — The validity of this approval is for the duration of the study period.

- Applicable mandatory regulatory and other permissions to be obtained prior to
commencement of the study.

- The investigator team members should be trained on the protocol & protocol related procedures
and the Good Clinical Practices (GCP) Guidelines prior to commencing the study.

- The study to be registered at the “Clinical Trials Registry — India (CTRI)” at “http://ctri.nic.in’
before commencement of study subjects (first patient in (FPI)).

- Participating subjects should not be put to additional financial burden due to participation in
the study.

— The IEC is required to be informed about the following:
1. Periodic safety update reports (PSUR).

2. Any other safety related information received by the Pl from sponsor/CRO/any
other source to be communicated to the IEC immediately.

3. Any SAE occurring during the study to be communicated within 24 hours of
information to the IEC and the sponsor/CRO.

4. Progress of the study to be reported annually to the IEC.

5. Any amendments/changes in the protocol and/or patient information / informed
consent document.

6. To provide an abridged copy of the final report after completion of the study.

Yours sincerely,

Chairperson / Member Secretary
IEC

<Seal of IEC>

SOP Version 3.1 dt. 3rd December 2021 103
DCGI Registration # EC/RENEW/INST/2019/2956




Annexures to SOP

Annexure - 26: IEC Review process fees

Projects
Investigator initiated
Academic Projects
Government
sponsored projects

Industries sponsored
projects

Mode of payment
Bank Details:

Type of submission
Any submission

Initial submission

Study protocol document
amendments (if full meeting
required)

Regular submission

Expedited submission

Amendment to Protocol or
study documents

Cheque/DD/NEFT

Savings A/C # 0183104000108263

IDBI Bank,

CBD - Belapur, Sec — 11,

Navi Mumbai

RTGS/ NEFT IFCS code — IBKL0000183
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IEC Fees
Rs. 500/-

INR 20,000/-
plus taxes

INR 10,000/-
plus taxes

INR 50,000/-
plus taxes

INR 80,000/-
plus taxes

INR 10,000/-
plus taxes
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Annexure - 27: IEC Re-registration certificate with DCGI
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