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Standard Operating Procedures (SOP)




SOP 1: INTRODUCTION TO PREPARATION OF STANDARD OPERATING
PROCEDURES OF SMCEC

1.1:Purpose: To define the process for writing, reviewing, distributing and amending SOP of
SMCEC. These SOP ensures that the activities of SMCEC are conducted in accordance with
ICMR- “National ethical guidelines for biomedical and health research involving human
participants-20177 regulations. Unifarmity of the processes of SMCEC is ensured by SOP.

1.1: Seope: Writing, verifying, reviewing, revisingfamending and issuing the 50P of SMCEC.

1.3: Responsibilities: The Chairperson of SMCEC appoints the teams for preparation/ revision
of SOP, The prepared SOP are reviewed by all members of SMCEC in a meeting. The member

secretary verifies and chairperson approves the SOP. The Chairperson authorizes the Member
Secretary to issue the SOP as per the distribution list. The secretariat staff of SMCEC assists in

clerical work and distribution.

1.4: Procedure:

1.4.1: The Chairperson of SMCEC appoints teams for preparation/revision of SOP, Number of

teamns will depend on the amount of work involved.

1.4.2: Each team will have a leader and two or three members. The team leader should be the one
whao has thorough understanding of the ethical review process, evident by histher expenence and
the training he/she has undergone.

1.4.3: Each SOP will have following headings: 1) Purpose 2} Scope 3) Responsibilities 4)
Procedure in detail and Flow Chart (as applicable). All standard formats of SMCEC have been

added at the annexure.

1.4.4; The draft of the SOP will be presented in the mecting of full committee. Suggestions ar

corrections from the members will be incorporated.

1.4.5: The member secretary verifies all the SOP prepared by different teams and the
chairperson of the SMCEC gives approval for final SOP. It will come into effect from that date.

l.4.6: The SOP of SMCEC will be valid for a period of one year from the date of effect.

|.4.7: Amendments/revisions will be made as per the changes done in ICMR regulations,




SOP-1 : Constitution of 1EC : Selection, Roles and Responsibilities of Members of SMCEC

2.1. Purpose: The purpose of this SOP is 1o define and describe the framework for
constitution, selection, roles and responsibilities of members of SMCEC.,

2.2. Scope: This SOP is applicable to appointment of members of SMCEC; defining
their roles and responsibilities

2.3, Responsibility: Every member is expected to follow this SOP.

2.4, Procedure:

2.4.1: Composition of SMCEC:

2.4.1.1: SMCEC is a multi-disciplinary and multi-sectorial in composition.

2.4.1.2: It is independent and shall have 7 to 15 members,

2.4.1.3: The Chairperson shall be from outside the institution,

2.4.1.4: The member Secretary will belong to the institution.

2.4.1.5: There will be adequate representation of age and gender, and mix of scientific
and non-scientific members.

2.4.1.6: The basic composition of SMCEC is as per CDSCO and ICMR-2017 guidelines.

2.4.2: The SMCEC recommends the following composition, affiliation and qualifications
to its members.

I. Chairman -non-A fliliated

Member secretary- Affiliated

Basic medical scientist - Non affiliated

Clinician(<)- Affiliated/non affiliated

Legal expert - Non affiliated

Social scientist - Non-affiliated
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Lay person - Non-affiliated




Members of Ethics Qualifications
Committee{EC)
Chairperson e A well-respected persen from any background with prior

experience of having served/serving in an EC.

Member Sccretary

= Should be a staff member of the institution.
» Should have knowledge and experience in clinical research
and ethics, be motivated and have good communication

skills.

« Should be able 1o devote adequate time to this activity.

L LrT

* A medical person with qualifications in basic medical
SCIences.
* [In case of EC reviewing clinical trials with drugs, the basic
medical scientist should preferably be a pharmacologist,

Clinician{s) » Should be individual/s with recognized medical qualification,
expertise and training.
Legal expert # Should have a basic degree in Law from a recognized

university, with experience,

Social scientist

« Should be an individual with social/behavioral science
qualification and be sensitive to local cultural and moral

values,

o Can be from an NGO involved in heatth-related activities,

Lay person

s Literate person who has not pursued a medical science!
health related career in the last 5 vears
= May be a representative of the community and aware of the
local language, cultural and moral values of the community.

®  Desirable to be involved in social and community welfare

activities.




2.4.2.1: The Chairperson and Member Secretary will not have the dual roles in the ethics
committee. They can’t fulfil the role of 2 member (clinician/basic medical scientist/social

scientist/legal expert, etc..) as it interferes with their own responsibilities.

2.4.2.2: All members ineluding Chairperson, Member Secretary will review the research
proposals,

2.4.2.3: The Member Secretary does not have voting rights.

2.4.2.4: Chairperson will exercise vioting if it is required to make a decision on ethical approval

to a research proposal,




S0 3: Terms of relerence

Purpose: The purpose of this SOF is to define and describe the terms of reference, which

provide the framework for constitution, selection, roles and responsibilities of SMCEC members.

Scope: The roles and responsibilities of SMCEC, it's members, tenure of membership and

method of reconstitution of members is explained in the SOP.

Responsibility: The Director of SIMS &RH makes the decision of continuation of existing

members and appointment of new members 1o SMCEC.

Procedure:

3.1: Purpose of SMCEC:- The institutional ethics committee has been formed to ensure that the
rescarch is conducted in accordance with four basic principles- respect for persons (autonomy),
beneficence, non-maleficence and justice 1o safeguard the dignity, rights, safety and well-being

of the human participants involved in biomedical and health research.

3.1.1: The research should be DIRECTED towards enhancing knowledge about the human

condition while maintaining sensitivity 1o the local cultural, social and natural environments.

3.1.2: I should be CONDUCTED under conditions such that persons participated in research
activities are dealt with in a manner conducive 10 and consistent with their dignity, well-being,

professional fair treatment and transparency.

3.1.3: The investigators are SUBJECTED to a regime of EVALUATION at all stages, i.c.,
design, conduct and reporting of the results thereof,

3.2:8cope of SMCEC:-The guidelines are applicable to all hiomedical and research for health

involving human participants.

3.2.0: A written S0Ps will be prepared according to ICMR guidelines for all biomedical and

health research to function,

3.22: The S0OPs will be updated once in a vear to reflect the changing requirements.



3.2.3: A copy of the latest version of SOPs will be made available to each member and they will
be trained on the S0OPs,

3.2 4: The SOPs will be available in the secretariat of the SMCEC as both hard and soft copies.
3.2.5: No Members of the SMCEC should have any known record of misconduct.

3.2.6: The roles and responsibility, tenure and renewal policy of the SMCEC members has been
explained in this SOP.

3.3A: Roles and responsibilities of the SMCEC:-

3.3.1; The basic responsibility of an EC is to ensure protection of the dignity, rights, satety and

well-being of the research participants,
3.3.2: The EC ensures ethical conduct of research by the investigators team.

3.3.3: The EC is responsible for declaration of conflicts of interest to the Chairperson, if any, at

each meeting and ensuring these are recorded in the minutes.

3.3.4: The EC performs iis funciion through competent initial and continuing review of all
scientific, ethical. medical and social aspects of research proposals received by it in an objective,
timely and independent manner by attending meetings, participation in discussion and

deliberations.

31.3.5: The EC ensures that universal ethical values and international scientific standards are

followed in terms of local community values and customs.

3.3.6: The EC assist in the development and education of the research community in SIMS&RH
(including researchers, clinicians, students and others), responsive to local healthcare

requirements.

3.3.7: The EC ensures that privacy of the individual and confidentiality of data including the
documents of EC meetings is protected.

3.3.8: The EC reviews progress reports, final reports and AE/SAE and gives needlul suggestions

regarding care of the participants and risk minimization procedures, if applicable.
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3.3.9: The EC recommends appropriate compensation for research related injury, wherever

required.
3.3.10: The EC do monitoring visits at study sites as and when needed.

3.3.11: The EC participates in continuing education activities in research ethics and get updated

on relevant puidelines and regulations.

3.3.12: The EC may see that conduct of same/similar research by different investigators from

same institution is harmonized. ‘Me too” research (replicative) will not to be encouraged and

submission of same research to different funding agencies will not be accepted.
3.3B: Terms of reference{TOR) for SMCEC members:
3.3.1: The director of SMCEC appoint all EC members, including the Chairperson.,

3.3.2: The appointment letter will be issved to all members after obtaining the consent letter,
specifying the TORs.

3.3.3; The appointment letter issued includes-duration of appointment; role and responsibilities

of the member in the committee and conditions of appointment.
3.3.4:The tenure of each member and any extension is specified in the SOP.
3.3.5: One third of EC members will be changed on a regular basis.

3.3.5: Mon affiliated EC members will be given a reasonable honorarium for attending the

meetings.

3,3.6: The following are the requirements of each SMCEC member.

AR Lry T P 12



Everv EC member must:

1. provide & recent signed CV and training certificates on human research protection and

good clinical practice (GCP) guidelines, if applicable;

2, either be trained in human research peotection and/or GCP at the time of induction into
the EC, or must undergo training and submil training cerificates within & months of

appointment;

3. be willing to undergo training or update their skillsknowledge during their tenure as an

EC member;
4. be aware of relevant guidelines and regulations;

5. read, understand, accept and follow the COl policy of the EC and declare it, if
applicable, at the appropriate time;

6. sign a confidentiality and conflict of interest agreement/s;

7. be willing to place her‘his full name, profession and affiliation to the EC in the public

domain; and

£. be committed and understanding to the need for research and for imparting protection to

rescarch participants in research.

1.4: Roles and Responsibilities of SMUCEC members:-
3 4.1:Chairperson:-

. To conduct meetings and to be accountable for efficient functioning of the commitiee
2. To ensure active participation of all members in all discussions and deliberations

3. Seek conflict of interest from members and ensure quorum and fair decision making
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4. Handling of complaints against investigators, IEC members, conflict of inferest issues and

requests for use of IEC data
5. To ratify the minutes of previous meetings
. To review serious adverse events with causality assessmoent

7. Is the final authority of SMCEC to take any decision on disqualification of members and

recommend to the head of the institution for termination of the member.

8. Responsible for making any communications on behalf of the SMCEC to CDSCO/MCGI and

any other regulatory bodics
34.3:Member Sceretary:-

I. To organize an effective and efficient procedure for receiving. preparing, circulating and

maintaining each proposal for review

2. To schedule IEC meetings, prepare the agenda and minutes

3. To organize 1EC documentation, communication and archival
4. To arrange for training of IEC secretariat and members

5. To ensure that SOPs are updated as and when required

6. To ensure adherence of IEC functioning as per S0OPs

7. To prepare for and respond to audits and inspections

& To Ensure completeness of documentation at the time of receipt of protocols, and timely

inclusion in the agenda for IEC review

9. To assess the need for exemplion from review, expedited review or [ull review Joint
Secretary; Will function as Secretary in histher absence; helps the Secretary in recording minutes
of meetings, sorting out the research proposals for review, documentation, and in preparation for

audits and inspections,
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J4.3:Members (In general for all members):-

1} All members are expected to review the research proposals and attend the ethics committee

meetings, and participate in the discussions and deliberations
2) To review the revised submiszions, additional submissions, progress reports and final reports
3) To review the reports of serious adverse events, and recommend appropriate actions
4) To carry out monitoring visits at study sites as and when needed
5} Te maintain confidentiality of the documents and deliberations of ethics commitlee meetings
&) To declare conflict of interest if any, to the Chairperson

7} To participate in continuing education activities in research ethics and get updated on relevant

guidelines and regulations.
3.4.4: Basic Medical Scientist:-

Scientific and cthical review with special emphasis on the intervention, benefit-risk analysis,
research design, methodology, statistics, continuing review process, review on serious adverse

events, progress report and final report.
3.4.5: Clinician{s):-

1) Scientific review of protocols including review of the intervention, benefit-risk analysis,

research design, methodology, sample size, site of study and statistics

2) Ongoing review of the protocol. review of serious adverse events, progress report and final

report.

3) Review of medical core, appropriateness of the facility and principal investigator, provision

for medical care, management and compensation.
4) Thorough review of protecol, investigator’s brochure and other protocol related documents

3.4.6: Lay Person:-
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|y Ethical review of the proposal, informed consent documents along with translations

2) Evaluate benefits and risks from the participant’s perspective, and opine whether benefits

justify the risks

3) Serve as a patient /participant/community representative and bring in cthical and socictal

CONCEMS
34.7: Legal Expert:-

|} Ethical review of the proposals, informed consent documents along with translations, MOLU,
clinical trial agreement. regulatory approval, insurance document, compensation proposals, other

site approvals, investigator’s undertaking, and protocol-specific other permissions.

2) Interpret and inform members about new regulations if any

3.4.8: Social Scientist:-

1) Ethical review of the proposals, informed consent documents along with translations

2) Assess impact on community involvement, socio-cultural context

3) Serve as representative of community/society and bring in ethical and societal concerns
3.4.9: Secretariaf :-

|} Secretariat is composed of the clerical staft and attender,

2) Secretariat will assist the Member Secretary in all their functions.

3} The clerical staff are involved in receiving the proposals, preparing the communication letlers,

approval letters, and any other typing work assigned by Member Secretary and Chairperson |

4) They are also involved in typing azenda for the meeting, typing the proceedings of meetings ,

and preparation for the mestings.

5} The secretariat staff needs to sign & confidentiality agreement.
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6) Attenders are invalved in distribution of research proposals to members for review and

physical arrangements for the meetings.

3.5; Tenure of SMCEC members:

31.5.1; Tenure of chairman and member secretary:

1} For the Chairperson and the Member Secretary replacements, the tenure of membership will
be for a peried of five years,

2) The Chairperson and Member secretary could get a second term after completion of the

tenure,
3.5.3: The tenure of the members:

1) The tenure of the members in the SMCEC is three years.

2} After the completion of three years, at least 1/3ed of the members will be replaced by new
members.

3) The replacement of a member will be done with new member of the same category
(clinician/lay person‘social scientist/philosopher, etc... ).

4) The decision on continuation of a member will be taken by the Director of the Institute.

5) Opinion of Chairperson and Member Secretary may be taken into consideration in this
process,

&) A member can have maximum two continuous terms in SMCEC,

3.5.3: Continuation of membership after the tenure:-

1} The Chairperson and Member Secretary can have maximum two consecutive terms.,

2) The Director will send an appointment proposal letter o the members who will replace

existing members, and also to the existing members who are going to continue.
3} After obtaining consent, final appointment letter will be issued.

4) The Director will communicate to those who are replaced, acknowledging their service and

contribution 1o the ethics commitiee.

TUsCIR
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3.6: Appointment of New Members:-

3.4.1; New members will be appointed under following cireumstances:

1) When a regular member completes his‘her tenure.
2) 1fa regular member resigns before the completion of the lerm
3} Waregular member ceases to be a member due to any reason such as death or

disgualification

3.6.2: The new member will be identified by the Chairperson based on the membership
requirements after discussion by the 1EC,

1.6.3: The name of new member to be appointed may be suggested by members of IEC.

3.6.4: The Chairperson sends the proposal to head of the institution. The final decision on

appointment is taken by head of the instilution.

3.7:Hefshe may become a member again in SMCEC after a gap of at least two vears.

3.8: Types of renewal:

3.8.1; The type of EC review will be based on risk involved in the research.

3.8.2: All research proposals will be classified into 4 categories based on the risk involved.

A. Less than minimal risk:Probability of harm or discomfort anticipated in the research 12 ml or
not expected,

B. Minimal risk: Probability of harm or discomfort anticipated in the research is not greater than
that ordinarily encountered in routine daily life sctivities of an average healthy individual or
general population or during the performance of routine tests where occurrence of serious hamm
or an adverse event (AE) is unlikelv.

C. Minor increase over minimal risk or Low risk: Increment in probability of harm or
diseomfort is only a little more than the minimal risk threshold,

D. More than minimal risk or High risk: Probability of harm or discomfort anticipated in the

research is invazive and preater than minimal risk.
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3.8.3:The Member Secretary shall screen the proposals for their completeness and depending on
the risk involved categorize and decide them into three types. All the review procedures has been
explained in detail in SOP on review procedures,

A, Expedited review

B. Full commillee review

C. Exemption from review

3.8.4: Expedited review:-Anexpedited review will be conducied in the presence of chairperson,
member secretary, one clinician, one basic medical scientist and a scientific member.Proposals
that pose no more than minimal risk will be considered for expedited review, It includes-

1. Research involving non-identifiable specimen and human tissue from sources like blood
hanks, tissue banks and lefi-over clinical samples.

2. Research involving clinical documentation materials that are non-identifiable (data,
documents, records).

3. Maodification or amendment 1o an approved protocol including administrative changes or
comrection of typographical errors and change in researcher(s).

4. Revised proposals previously approved through expedited review, full review or conlinuing
review of approved proposals.

5. Minor deviaticns from originally approved research causing no risk or minimal risk.

6. Progress/annual reports where there is no additional risk, for example activity limited to data
analyszis,

7. Review of SAEs/unexpected AEs

8. Research during emergencies and disasters

3.8.5: Full committee review:-

All rescarch proposals presenting more than minimal risk that are not covered under exempt or
expedited review should be subjected to full commitice review.

1. Research involving vulnerable populations, even if the risk is minimal;

2. Studies involving deception of participants,where a true informed consemt may lead to
madification and may defeat the purpose of research. A two-step procedure will be followed by
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the researchers-an initial consent followed by debriefing to participants after completion of the
rescarch project.

3. Research proposals that have received exemption from review, or have undergone expedited
review will be ratified by the full commitiee, which has the right to reverse/or modify any
decision taken by the expedited committee.

4. Amendments of proposals/related documents (including but not limited to informed consent
documents, invesiigator's brochure, advertisements, recruitment methods, ete.) involving an
altered risk

5. Major deviations and vioalations in the protocol

6. Any new information that emerges during the course of the research for deciding whether or

not to terminate the study in view of the ahered benefit—risk assessment,

1.8.6: Exemption from review:-Proposals with less than minimal risk where there are no linked
identifiers will be considered for exemption from review.

|. Research conducted on data available in the public domain for systematic reviews or meta-
analysis.

2. Observation of public behaviour when information is recorded without any linked identifiers
and disclosure would not harm the interests of the observed person,

3. Quality control and quality assurance audits in the institution.

4. Comparison ofinstructional technigues, curricula, or classroom management methods

5. Consumer accepiance studies related to taste and food quality.

6. Public health programs by Govt agencies such as programme evaluation where the sole
purpise ol the exercise is refinement and improvement of the programme or monitoring (where
there are no individual identifiers),

7. Prior approval of research on prediciable emergencies or disasters before the aciual crisis
occurs for implementation later when the actual emergency or disaster occurs.

8. Case reports: SMCEC issues ethical clearance to case reponts for presentation /publication on
receiving and verifying informed consent from the patient, abstract of the case report and
findings. Wherever possible patient identity must be masked in the photographs used in case
reports. The Member Secretary may ask for a copy ol the informed consent form signed by the

patient whenever the identity of the patient {face) is not masked. Member secretary will go
n
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through {screening for documents to be submitied to IEC) the proposals which are exempted

from review, and get the decision ratified in the full committee meeting

3.9: Types of decisions by SMCEC:

1. Approved — with or without suggestions or comments

2. Revision with minor modifications — Approval be given afier examination by the member
secretary.

3. Revision with major modifications for re-submission — Approval will be given afier the full
commiitee meeting permits for reconsideration,

4, Not approved — clearly defining the reasons for not approval.

3.10: Continuing review of protocols:-

3.10.1: All the projects approved by the IEC will be reviewed at least once a year. Depending
upon the degree of risk to the participants, the nature of the studies, the vulnerability of the study
participants and duration of the study, the 1EC may choose to review or monitor the protocols
more frequently,

3.10.2: It is the responsibility of the Member Secretary to ensure a decision regarding whether
the project needs to be reviewed more frequently.

3.10.3: The continuing review of protocels is done by SMCEC once in six months for the clinical
trials, and once in a year for the academic studies,

3.10.4: For Academic Studies: An annual report is sought from heads of departments that the
studies done in the Department are conducted as per IEC guidelines. The heads need to submit
the report in the designated format.

3.10.5: Action to be Taken for Failure of Submission for Continuing Review : If the P fails to
submit documents for continuing review within the stipulated date, the Member Secretary scnds
a reminder notice asking the PI to submit the documenis within 7 days. Further, non-response or
failure to submit documents will be discussed in the full board meeting of the IEC. Action could
be one of the following : one more reminder and asking the Pl to give an explanation for the

failure to submit documents / withdrawing the ethical approval granted and asking the P1 not to
21




continue the study/ any other action which is deemed appropriate. The head of the institution will

be informed of the decision of the IEC.

3.11:Review of Resubmitted and Amended Protocols and Protocol-Related Documents:-
3.11.1;The research proposels which are  resubmitted based on the suggestions to the
investigator 1o do so will be verified by member secretary and will categorize the resubmission
for exempted from review, expedited review or full review,

3.11.2; ; The decision of SMCEC will be communicated by the same procedure which is

followed for “new submission™.

3.12: Review of Protocol Amendments:-

3.12.1;The documents for amendments (hard and soft copy) forwarded by the PI will be received
by the Secretariat and verified,

3.12.2:The Member Secretary will decide on the type of review required for the protocol
amendments submitted by the investigator.

3.12.3:The decision of SMCEC will be communicated by the same procedure which is followed

for “new submission™.

3.13; On site monitoring of protocols:-

3.13.1:The Chairperson and the Member Secretary of SMCEC are responsible for conducting the
ansite monitoring. The members of SMCEC are responsible to participate in the monitoring
process as and when they are assigned.

3.13.2: The decision letter issued to the Pl during approval of the protocol will have the
statement on on-site monitoring of the study.

3.12.3:The routine monitoring of the protocols will be done at least once in a year.

3.12.4:Three minimum visits are done for a study from initiation till completion.

Visit -1 : During recruitment of the first subject (The team of members from FMIEC to visit the
site and witness the process of informed consent and recruitment of the subject); Verification of
the written record.

Visi-2 : During the progress of the study. After the Pl submits the first progress report {six
manths after initiation of the study) ; Vﬁriﬁsﬁﬂ-ﬁﬁ of written records,



Visit-3 : At the completion. Once the final report is submitted by the PI.

3.12.5: During the visit the monitoring team will follow the checklist.

3.12.6: Afier the visit, the Member-Secretary will present the monitoring report at the next full
board IEC meeting. The [EC will discuss the findings of the monitoring process and take
approprigte specific action by voting or combination of actions.

3.12.7: The decision will be conveyed 1o the Principal Investigator in writing within 7 working

days of the meeting. Upportunities for improvement in any area will be emphasized in the report.

3.13:Review of Protocol Deviations and Violations:-

3.13.1:Protocol Deviation- A protocol deviation is any change, divergence, or departure from the
study design or procedures of a research protocol that is under the investigator’s control and that
has not been approved by the IEC. Upon discovery, the Principal Investigator is responsible for
reparting protocol deviations to the IEC using the standard reporting form.

3.13.2: Protocol Violation- A protocol violation is a deviation from the IEC approved protocol
that may affect the subject’s rights, safety, or wellbeing and/or the completeness, accuracy and
reliability of the study data.

3.13.3: Minor Protocol Deviation- A minor protocel deviation is any change, divergence, or
departure from the study design or procedures of a research protocol that has not been approved
by the IEC and which does not have a major impact on the subject’s rights, safety or well-being,
or the completeness, accuracy and reliability of the study data.

3.13.4:Actions taken:

3.13.4.1: The action of the IEC will be based on:

A, The nature and seriousness of the deviation / violation.

B. Frequency of deviation’ violation in the study in the past.

C. Frequency of deviation/ violation in previous studies conducted by the same Pl Co-Pl or in
the same department.

3.13.4.2:Member Secretary will decide on the impact of the protocol deviation / violation and act
accordingly.

3.13.4.3; The Chairperson will take a final decision depending on the seriousness of the violation,

The decision will be taken to ensure that the safety and rights of the research participants are
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safeguarded, Thedecision will be taken by consensus, and the quorum required for the meeting is
<ame as that required for the initial approval of the protocol.

1.13.4.4:The final decision will be recorded and conveyed to the PL

3.14: Review of Final Reports and Study Completion Reports:-

3.14.1:Receipt of Study Completion Report : The Secretariat will receive | copy each (soft and
hard) of Study Completion Report for the academic trials and academic studies .Copy of the
publications will be received for academic studies.

3.14.2:The study completion report is expected from the investigator within | month of
completion of the study at the site.

3.14.3:During the Board meeting The Member Secretary will present the report and members
can discuss as needed.

3.14.4:. For Academic Studies, decision on the study completion report review will be intimated

1o the Head of the Institution. In addition to the Pl and the HOD of the Depantment.
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SOP-4: Condition of appointment& quorum requirement

Parpose: The appointment of SMCEC members and quorum requirement for conducting ethical

meeting will be done as per the CDSCO and ICMR. - 2017 guidelines,

Scope: The SOP defines and describes the conditions of appointment; criteria of selection of it's

members and roles and responsibilitics of appointed members. The quorum requirement for

conducting ethical meeting has heen specified.

Responsibility: The Director of SIMS & RH appoints the members of SMCEC, The member

secretary ensures that the quorum is met before conducting any ethical meetings.
Procedure:
4.1: Appointment of SMCEC members:-

4.1.1: The appointing authority for the SMCEC 15 the Director of Shridevi Institute of Medical

Sciences and Research Hospital.

4.1.2: The Director appoints the Chairperson, the Member Secretary and other members of the

COMmmithees.

4.1.3: The Director sends an official reguest letter to the members who will confirm their
acceptance to the Director by providing all required information such as curriculum vitae, and

certiticates of training on rescarch ethics and good clinical practice.

4.1.4:The consent letter includes consent from the member, declaration of maintaining
confidentiality of research project- related data/documents/discussions, and willingness to get

updated on research ethics, good clinical practice and regulations on human research.
4.1.5: On receiving this consent, the Director will 1ssue the final appointment order,

4.2: Criteria for Selection of SMUCEC members:
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4,2.1: Chairperson:-
1) Should be from outside the institution
2) Should have a minimum of three years experience as a member of an 1EC

3) Should have undergone training in guidelines for conducting biomedical research on human

beings.
4} Should not have any known record of professional misconduct.
4.2.2: Member Seerctary:-

1} A faculty from the institution with a postgraduate degree, and with a minimum experience of

four years in the institution.

2} Should have undergone training in guidelines for conducting biemedical research on human

beings.

3) Should have a minimum of two years experience as & member of an institutional ethics

Commaitiee

4) Should have worked as a convener'member of any committegs/core (eams of the Institution.
5) Should have good communication skills,

fi) Should not have any known record of professional misconduct.

4.2.3 Members:-

13 Members will be selected in their personal capacities based on their qualification, experience
in domain field, interest. ethical and/or scientific knowledge and expertise, as well as on their

commitment and willingness to volunteer the necessary time and effort for the IEC.
2} They should not have any known record of professional misconduct.

3) The basic medical scientists and clinicians should have post graduate qualifications.
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4) The Lay Person should not have anv graduate or post graduate gualification in any science
discipline. He/she is a literate person from the public or community, He'she is aware of the local

language, cultural and moral values of the community

5) The legal expert should have a basic degree in law from a recognized university with a

minimum experience of three years in the legal field .

&) The social scientist is someone expert in the study of human society and its personal
relationship like anthropologist, scientist and penclogist. He/She also may be a representative of
a non-governmental organization, Theologian is a person invelved in preaching of various
religious activities while an ethicist has a background in law or philosophy. One of them is

included as a member in 1EC.

71 A newly appointed member who has not undergone any training in ethics/good clinical
practice /ethical guidelines of biomedical research on human beings does not have the voting
rights. He/she has to undergo training within six months of the appointment. The member gets

the voling rights once he/she undergoes training.

4.3: [EC members should be trained in protection of human research participants, SOP and Good
Clinical Practice {GCP) guidelines, and be conversant with relevant ethical guidelines and
regulations, A training session will be arranged to all members on recent updates as and when

required by the institute,
4.4: Consent to be the members of SMCEC:
| ’The secretariat should collect a copy of recent curriculum vitae from all the members,

2} The copies of degree certificates and medical council registration certificates should be
collected from medical members of committee. In addition, certificates of training if any, in
research methodology/ethics in clinical research/good clinical peactice/Guidelines for biomedical

research on human beings should be collected and filed in the IEC office.

4.5: Consent letter and confidentiality agreement from members:
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1) When the members agree to be part of SMCEC, they need 1o sign a congent letter in which
they declare their commitment for all activities of the committee, and maintaining confidentiality

of activities and documents of SMCEC.
2 The staff of sccretariat has to sign an apreement of maintaining confidentiality

3) Chairperson of SMCEC will sign on all the confidentiality forms of members and secretariat
stafl.

4.6: Payment of Remuneration to SMCEC Members:-

The non-affiliated SMCEC members are paid honorarium for attending meeting of 1EC and
onsite monitoring visit. The remuneration will be decided by the head of the institution. In
addition, the institution may sponsor the members to attend training on ethical guidelines and
GCP,

4.7: Quorum requirements for conducting ethical committec meeting:-

|. A minimum of five members should be present in the megting room.

2. The quorum should include both medical, non medical or technical arfand non-

technical members®,
3, Minimum one non-affiliated member should be part of the quorum.
4, Preferably the lay person should be part of the quorum.

5. The quorum for reviewing resulatory clinical trials should be in accordance with

current CDSCO requirements.

6. Mo decision is valid without fulfillment of the quorom.
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*Medical members are clinicians with appropriate medical qualifications. Technical members

are persons with qualifications related to a particular branch in which the study is conducted, for

example social sciences,

Flow Chart
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:

Confidentiality Agreement Signed by the Members
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SOP 5: Procedure for registration, replacement or removal of members

Purpose: Procedure for registration, replacement or removal of members is described,

Scope: The SOP describes the process of registration of SMUEC members; reasons for

replacement and disqualification of members,

Responsibility: The Director will take the decision on the recommendation of chairperson and

member secretary IEC,
Process:

5.1: Conditions to be fulfilled by 3 member for registration: -

13 Members must submit a recent, signed CV,

2} Members must submit training certificates in ethics and GCP (if available during

induction).

3) Members should be ready to undergo training in ethical guidelines and GCP and submit
the training certificates to the Member Secretary.

4} Members must be willing to publicize his'her full name and affiliation.

5) Should sign the confidentiality agreement, and maintain confidentiality regarding

documents, discussions, and related matters of SMCEC.
5.2: Termination of Membership:-

5.2a; This refers Lo termination from membership even before the member completes his'her

tenure. Reasons for termination may be

A. Resignation of the member from the SMCEC
B. Resignation of the member from the institution

C. Death of the member or disqualification of the member.
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5.3: Voluntary termination:-

5.3a: It 1s due to resignation of the member,

5.3b: The resignation has to be submitted in writing to Chairperson, SMCEC,
5.3¢: One month prior notice is necessary for the resignation.

5.3d; It will be effective from the date of acceptance by the Chairperson.

5.4: For affiliated members:-

If a member resigns from the institution (SIMS &RH), even if he/she does not submit
resignation to SMCEC, the membership to IEC stands automatically cancelled. This termination

is effective once the member is relieved from the institution.

5.5: Disqualification:-

A member is disqualified from the membership under following circumstances:
5.5a: Misconduct-

a) 1 the Chairperson or the Member Secretary receives a communication in writing from public /

investigators’ ancther member of SMCEC regarding misconduct of the member.

b} If the Chairperson observes/gets information on any type of professional /ethical misconduct
(ot maintaining confidentiality /not declaring of conflict of interest/any type of bias towards
research studies/investigators reviewed by SMCEC).

5.5a.1: Action to be taken-

a) The Chairperson satisfies himsel herself that prima facie a case exists before initiating any

action.

b) If in the opinion of the Chairperson, the matier of significance and integrity of the IEC could
be questioned, he/she will first keep the member under suspension till the final decision is 1aken.
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¢} During the period of suspension, the member will not have any voting rights, privileges and
will not perform any duties of a member of SMCEC.

d} The Chairperson will call for a meeting of SMCEC, following the usual rules of guorum. The
suspended member will be given sufficient opportunity to defend himselfhersell in the meeting.

The decision will be taken by consensus.
5.5h: Disqualification due to continuons absence: -

a) A member will be disqualified if he/she does not anend more than three consecutive mestings
of IEC.

b} If the member has given a prior intimation to Chairperson/member Scoretary about the
absence, the member will be given an opportunity to continue with the membership. This

member will be issued a warning from Chairperson. However, the membership will cease if this

habit repeats once again.

¢) In case of absence without intimation for more than three consecutive meetings of SMCEC,

the member is lable for disqualification.

d) The member will be issued a one month notice by the Chairperson seeking explanation for the

absence.

) If the member gives satisfactory explanation for the continued absence and assures attendance

for future meetings, the Chairperson may decide on continuation of the membership.

f) In the absence of any reply from the member, the Chairperson will discuss the matter of
disqualification of membership in the meeting of SMCEC,

2} Final decision on disqualification is taken by the Chairperson.

h) In all the above cases of disqualification, the Chairperson communicates to the Director, SIMS

& RH in writing,

i} The decision of disqualification is communicated to the member by the Director.
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SOP 6 - General review of research proposal

Purpoese: The purpose of this SOP is to describe the preparation of agenda, preparation for
meeting, conducting the meeting and preparing minutes of meetings of SMCEC.

Scope: This SOP applies to administrative processes concerning the preparation of the agenda,

conducting meeting and recording minutes of all IEC meetings.

Responsibility: The Member secretary is responsible for preparation of the agenda, recording
the minutes of meeting and circulation of the minutes 1o all members of SMCEC. The Chairman
conducts the meetings of SMCEC, and approves the minutes of meeting.

Procedure:
6.1: The meeting schedule:-

6.1.1: The SMCEC meeting is held once a month on the second Saturday. Frequency of the
meeting is increased depending on the number of research proposals for full review. The meeting
day may be changed (other than second Saturday) if there is a holiday for the institution or due to
any other reasons because of which the meeting is not possible on second Saturday.

6.1.2: Preparation of Agenda:-

a. The research proposals received by the SMCEC are categorized for review as- exemplted from
review, expedited review and full review. This is done by the Member secretary who will do the
initial scrutiny of the research proposals. The review is done only for the proposals categorized
for expedited and full review, The expedited review will be done by the Chairperson, the
Member secretary and one member of SMCEC. The full review will be done by all members of
SMCEC.

b. The research proposals categorized for full review will be included in the agenda for
presentation during the meeting of SMCEC, The expedited reviews and exempted from review

are included for ratification by all members in the meeting.
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6.1.3: The format of the agenda is enclosed in the annexure of this SOP. The agenda includes:
quorum of previous meeting (list of members present and absent), ratification of the minutes of
previous meeting, presentation of the research proposals (full review) by the principal
investigators, ratification of the expedited reviews, Presentation of the proposals categorized
under “exempted from review™ by the member secretary, and any other issues as recommended
by the members and approved by the Chairperson. Other issues could be report of onsite
monitoring, training needs, accreditation of ethics committee, serious adverse events, review of
protocol deviations/amendments, continuing review of research studics, completion reports of
research studies, revision of S0Ps, changes in the commitiee composition, report of

subcommittees appointed by the Chairperson (if anyjand emergency concerns.

6.1.4; Only those research proposals and documents (informed consent documents, protocol
deviation/amendment notifications, revised submissions, progress repons, study completion

reports) received ten days before the scheduled meeting will be included in the agenda.

6.1.5: The venue of meeting is ensured before sending the agenda 1o all members, The agenda

will mention the date, time and venue of the meeting.

6.1.6: A hard copy of the agenda, copies for research proposals for review and review forms are
sent Lo the members at least one week before the meeting, The secretariat is responsible for

sending these documents 1o all members without fail.

6.1.7: Even if there are no research proposals for review, the committee shall hold meeting ai

least once a month and discuss issues other than review of proposals.

6.1.8; If any member is unable 1o attend the meeting, he/she should inform the Chairperson
(through the Member secretary) well in advance, (Preferably one week before the scheduled date
of meeting). The leave should be requested in a written leave letier. In emergency situations if

the member 15 not able to inform in advance, & mail comimunication could be done. 11 the
chairperson is unable to atiend the meeting, he'she will inform the member secretary, and ask

him to conduct the meeting in the presence of acting chairperson.
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6.1.9: All regular members of SMCEC, independent consultants and principal investigators of
research proposals categorized for full review are required 1o attend the meeting. Independent
consultants chosen for full review are intimated to attend the meeting during the presentation of

those research proposals which they have reviewed.

6.1.10; The principal investigator should attend the meeting and present the proposal. Co

investigators are allowed 1o attend the meeting,

6.2: Conduct of Meeting:

6.2.1: The secretariat will help the member secretary in arrangemenis for the meeting
6.2.2: The SMCEC full board meeting will be held as per the schedule provided.

6.2.3: There should be the presence of at least & members out of the wotzl 10 members of the

committee to constitute quorm.

6.2.4: Besides the Chairperson and the Member secretary the quorum will consist of One basic
medical scientist, One social worker (or a social scientist, theologian, ethicist, philosopher,
member or representative of a non-govermmental voluntary agency or a similar person), a

clinician, a lay person and a lepal expert.

.2.5: The signature of all members whao attended the meeting will be taken on the attendance

sheet,

6.2.6: The Chairperson initiates the meeting after ensuring quorum. The Chairperson ensures the

quorum for every clinical trial presentation in the meeting.

6.2.7: The Chairperson will ask the members whether anvone has any conflict{s) of interest in
the projects to be discussed and if so, to declare the conflict. The Secreiariat will obtain
signatures on the Conflict of Interest Agreement Form from members who declare a conflict

prior to the start of the meeting.

6.2.7: If a conflict of interest has been declared by a member, the Chairperson will ask the

member concerned o leave the meeting room when the concerned issue is being discussed.
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6.2.8: The Member secretary will ask the members whether any points need to be discussed
regarding minutes of the previous meeting. 1f no points are raised, the minutes will be considered

as confirmed.
6.2.9: The Member secretary will present the agenda of the day’s meeting for discussion.

6.2.10: The meeting shall generally proceed in the order organized in the agenda. However, the

Chairperson may allow adjustments in the order of issues to be discussed depending on the

situation.

6.2.11; The Principal Investigators are asked to present the research proposals as per the order of
proposals mentioned in the agenda. When one investigator is presenting the proposal,
investigators of other research proposals should not be present in the meeting room. However. co
investigators of the same research proposal {or guides in case of posigraduate dissertations) are
allowed to be in the meeting room. In case of informed absence of principal investigator, co
investigator may be allowed to make the presentation. However, if the members feel that co
investigator is not familiar with the protocol details, the principal investigator may be asked to

attend the next meeting of IEC for the presentation.

6.2.12: The members of SMCEC should not discuss on the decisions about the research
proposals when the investigators are inside the meeting room. The members should discuss only

after the investigator leaves the meeting room.,

6.2.13: For other matters in the agenda (other than full review), the member secretary will
present the review findings (expedited review), list of proposals under exempted from review,

protocol deviations/amendments, elc.

6.2.14; Reports of any subcommittees will be presented in the meeting by the heads of respective

committees, as per the agenda,

6.2.15: The proceedings of the meeting will be recorded hy the Member secretary. If the Member
secrefary has conflict of interest in any research proposal, the other member, given in charge by

chairperson will do this job.
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6.3: Decision Making:-

6.3.1: The final decision on approval of a research proposal is by consensus. The Chairperson
ensures participation of all members in the deliberations. The decisions are based on risk
assessment, scientific validity, and adherence to ethical principles for the initial and periodic

approvals. In the review forms, the members need to tick one of the following:

1) Approved

2) Approved with suggestions
31 Resubmit with revisions
4) Rejected

6.3.2: In the “Suggestions™ of section of the form, member can write down his'her suggestions of
any and points to be considered for revision of the research proposal. Reasons for rejecting the
propasal alse should be mentioned in the review form,

6.3.3: The independent consultants called io the meeting will be present only for the
presentation of the concerned research proposal, He/she will give the opinion during the meeting

and will [eave the meeting room. They don’t have any voting rights.
6.4: Minutes of the Meeting:-

6.4.1: The minutes of the meeting are prepared by the member secretary on summarizing the
discussions held in the meeting and decision taken by consensus. The minutes are sent to all
members of the commitiee  and their inputs are taken. The Chairperson gives the final approval

for the minutes.
6.4.2: The minutes are to be prepared within 3 working days of the meeting day,

6.4.3: The minutes of meeting should include the following contents- 1) Date, time and venue of
the meeting 2) List of members who allended and who were absent for the meeting 3) List of
gucsts fobservers who attended the meeting. 4) Name of the individual who served as chairman
for the meeting 5) Ensuring of quorum by the chairman &) Ratification of minutes of the previous

meeting: to be mentioned T) Summary of discussions and approval status for full review and
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expedited review 8) Research proposals exempted from review ) Discussion of protocol
deviations/amendments; if any onsite monitoring visits, progress reports and final reports with

actions taken.

6.4.4: The minutes are presented in the next meeting for ratification.
6.5: Communication of the decision to Principal investigator (P1): -
6.5.1: All communications are done by the member secretary.

6.5.2: In clinical trigls, the investigator is asked to register the study in Clinical Trial Registry of
India (CTRI). Any researcher who plans to conduct a trial involving human participants, of any
intervention such as drugs, surgical procedures, preventive measures, lifestyle modifications,
devices. educational or behavioral treatment, rehabilitation steategies are expected 1o register the
trial in the CTRI before enrallment of the first participant.

6.6: Validity of Approval:-

6.6.1: Though the approval is granted for the entire duration of the study, the validity of the
approval letter is only up to one year. The approval will be continued if progress is satisfactory.

For renewal of approval, the P1 has to submit a request letter to Member secretary.

6.6.2: The decision of IEC may be reversed if IEC receives information that may adversely affect

the henefit/risk assessment.
6.7: Calling an Emergency Meeting of SMCUEC:-

6.7.1: The Member secretary in consultation with the Chairperson may call for an emergency

meeting on following occasions:

1} Urgent issues which il not discussed and decided may have adverse impact on patient satety.

2) Serious adverse evenis
3) Other issues deemed appropriate by the Chairperson or the Member seeretary.

6.7.2; The notice of this meeting may be sent at least one day in advance. The documents for
discussion in emergency will be sent by e mail.
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6.7.3: The rules of quorum will be applicable. However, if there is no quorum at the end of 15
minutes; the meeting would be held without a quorum provided at least four members {at least

one scientific and one non-scientific member) are present, given the urgency of the matter under

consideration.

6.7.4: The minutes of the emergency meeting would be prepared, distributed, approved and filed
as described in the steps above for regular full board meeting.




SOP 7 — Conflict of Interest (COT)

Purpose: To describe the process to identify and manage conflict of interest among SMCEC

members.

Scope: This SOP covers the palicy related to identification, declaration and management of

conflict of interest and is applicable to all SMCEC members.

Responsibility: All SMCEC members are responsible for self-identifying and disclosing the

conflict of interest. The Chairperson is finally responsible for ensuring it during review of

research proposals.
Procedure:
7.1:Information to members on COl:-

1} During the appointment of members, the appointment letter makes it clear to declare COI, if

any at appropriate time and consent on the same will be taken,

23 The conflict of interest policy of the SMCEC will be explained to the members on induction

as a part of the training.
7.2: Types of Conflict of Interest (COT):
7.2.1: Personal COl: -

17 If the member is a collaborator, Principal investigator, co- investigator, linancer, research

staff, consultant for a research proposal which has come for review in SMCEC;

2} If a research proposal is submitted by a departmental colleague with whom the member has
conflict of interest (dispute, bias, any bencfits, ctc.) —if applicable and if the member feels there

i5 a conflict of interest.

1) If the investigator of a research proposal has close and immediate family relationship with the

member of SMCEC (spouse, son/daughter. parents, sibling, dependent) .
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7.2.2: Professional COl:-

If, the I[EC member or his'her immediate family member serves as trustee, director, manager, or

scientific advisor of the funding agency sponsoring the research,
7.2 3- Financial COl:-

If the IEC member or the spouse or dependent of & member receives monetary benefits
including, but not limited to, salary or payments for other services (e.g., consulting fees or
honoraria), equity interests (e.g., stock, stock options, or any other ownership interests) and

intetiectual property nights (e.g., patents, copyrights, product or service being evaluated).

7.3: Procedure for Declaring COl:-

7.3.1: The IEC member should identify the COI whenever a research proposal is assigned 1o

himher for the review, The COI should be declared and submitiad 1o the member secretary. The

review 18 reassigned to other members.

7.3.2: The IEC members should not participate in discussing, or decision making on research
proposals’ applications reviewed at any level (exempt, expedited, or full-board) except to

provide information requested by the 1EC.
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SOP-8 Review procedures
Purpose: To describe the procedure to categorize new research study protocols submitted by
investigators for initial review into full board / expedited review or exemption from review
process.
Scope: SOP covers the process of categorization of new research study protocols submitted to

IEC for initial review.

Responsibility: The Member Secretary is responsible for categorizing the protocols for review
as full review, expedited review and exempted from review, The suggestions/guidance of the
Chairperson is taken whenever necessary. It is the responsibility of the members of SMCEC 10

do the review as per the guidelines.
Procedure:
8.1: Exemption from Review:-

§.1.1; Proposals that are exempted from review include those with less than minimal risk where

there are no linked identifiers. This could be seen in following situations -

i) Research conducted on data that is in the public domain for systematic reviews or meta

analvsis.

ii} Observation of public behavior when information is recorded without linked identifiers and

disclosure would not cause harm the interests of the observed person.

ili} Quality control and quality assurance audits in the institution.

iv) Comparison among institutional technigues, curricula, classroom management methods,
v} Consumer acceptance studies related to taste and food qualiny.

vi) Case reports: SMCEC issues ethical clearance to case reports for presentation /publication on
receiving and verifying informed consent from the patient, abstract of the case report and

findings. Wherever possible patient identity nmust be masked in the photographs used in case

e |___-‘_
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reports. The Member Secretary may ask for a copy of the informed consent form signed by the
patient whenever the identity of the patient {face) is not masked,

8.1.2: Member secretary will go through (screening for documents to be submitted to [EC) the
proposals which are exempted from review, AND get the decision ratified in the full committee

meeting.
8.2: Expedited Review:-

£.2.1: The proposals that pose “no more than minimal risk™ are considered for expedited review.
8.2 2: Expedited review will be conducted by Chairperson, member secretary and 1-2 designated
members. The approval granted through expedited review will be ratified at the pext full

committee meeting.
8.2.3: Expedited review will be done in the following situations:

i} Minor deviations from originally approved protocols (originally approved through full review
by the IEC).

i} Revised proposal previously approved through full review or continuing review of approved

proposals where there is no additional risk or activity is limited to data analysis

iit) Research involving non-identifiable specimen and human tissue from sources like bloodd

hanks, tissue banks, left over clinical samples.

iv} Rescarch involving clinical documentation materials which are non-identifiable (data,

documents, records).

v) Modifications or amendment to approved protocol including administrative changes or

correction of typographical errors and change in investigator(s),

vi)Revised proposal previously approved through expedited review, full review or continuing

review of approved proposals,

vii) Minor deviations from origmally .-a;ppmved research causing no risk or minimal risk.
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viii} Progressfannual reports where there is ne additional risk e.g. activity limited to data

analysis,

ix) When in emergency situations like serious outhreaks or disasters a full review is not possible,
prior written permission may be taken before use of test intervention. Such research can only be
approved for pilot study or preliminary work to study the safety and efficacy of the intervention,
Same participants should not be included in the clinical trial that may be initiated based on the

findings of the pilot study.
8.3: Full Review:-

8.3.1: All rescarch proposals presenting more than minimal risk that are not covered under

exempt or expedited review should be subjected to full committee review. It inchades-

i) All studies invelving interventions (clinical trials) involving trials on new drugs or

combinations of drugs.

ii) Studies involving vulnerable population even if the risk is minimal.

it} Collection of blood samples by finger prick, heel prick, ear prick or venipuncture.
iv}) Collection of peritoneal fiuid, pleural fluid, ascitic fluid and cerebrospinal Muid.

v} Collection of biological specimen by research purposes by non invasive means — skin
appendages, dental procedures jexcreta and external secretions, stimulated or unstimulated saliva
collection, placenta removed at delivery amniotic Muid obwined at the time of rupture of the

membrane prior to or during labor, buccal scrapings, skin swab or mouth washings. sputum.
vijUse of medical devices for study population such as implants and physical sensors.

vii) Use of electrocardiography, electroencephalography, echocardiography, thermography,
ultrasound and ather imaging techniques, Doppler blood flow.

viii) Moderate exercise, muscular strength testing, body composition assessment, and flexibility

testing where appropriate given the age, body weight, and health of the individual.




Viii) Research involving clinical materials (data. documents, records or specimens) that will be

collected solely for non-research (clinical) purposes.

X} Collection of data from voice, video, digital or image recordings made for research purposes.
X) Research on individual or group characteristics or behavior not limited to rescarch on
perception, cognition, motivation, identity, language, communication, cultural beliefs or
practices, and social behavior or research employing survey, interview, oral history, focus group,

program evaluation, human fzctors evaluation, or quality assurance methodologies.
8.4: Aspects Considered During Review of Research Proposal:-
1) Scientific design and conduct of the study: Use of valid scientific methods

2 Social Values: The research must have anticipated social value, and outeome should be

relevant to the health problems of the society.

3} Benefit-Risk Assessment: The benefits must justify the nsk inherent in the research. Risks
may he physical, psychological, economic, or social; Withdrawal criteria, and rescue medication

or procedures,

4) Selection of the Study Population and Recruitment of Research Participants : To ensure
voluntary recruitment, and fair selection of participants as per inclusion and exclusion criteria;
participant is given option to opt out without the routine care being affected; No individuals or
group of persons must bear the burdens of participation in research without any benefits except
in studies where healthy volunieers are involved: Vulnerable group is not recruited unless proper

justilication is provided.

5) Pavment of participation and Compensation Procedures, without inducement but, reimbursing

for incurred cost and convenience.
6) Protection of research participant’s privacy and confidentiality.

7) Community considerations ; Due respect given 1o community and interests are protected | no

stigma or discrimination ensues from the proposed research | plans for communication of results
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back to the community at the end of study; plan for dissemination of benefits of research to the

COMITUnItY,

£) Onalifications of investigators and assess adequacy of study sites,

9) Disclosure of potential conflicts of interest.
10) Review of informed consent process.
11} The review of proposals by members is documented in review forms, and in the minutes of

meetings of the SMCEC,
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SOF 9- Review of Research Proposals Involving Vulnerable Population

Purpose: To describes the requirements and process of review of research that involves

vulnerable participants.

Scope: SOP covers the policies and procedures applied to all research dealing with vulnerable
participants submitted 1o the [EC.

Responsibility: It is the responsibility of the Member Secretary with Secretariat to maintain up
1 date wools, like checklists, for reviewing research concerning vulnerable groups based on new
and evolving applicable regulations and guidelines, IEC Chzirperson / Member Secretary are
responsible for ensuring that IEC members are well-versed in new and evolving regulations and
guidelines pertaining to vulnerable populations, through regular training programs. The Member
Secretary’ Chairperson is responsible for selecting primary reviewers with appropriate expertise
to conduet the reviews of such research and for secuning consulting expertise as and when
required for selected reviews. IECis responsible for conducting review of research planned for

vulnerable populations, including an assessment of potential for coercion. Procedures:
9.1: Definition of Vulnerable Population:-

9.1.1: Vulnerable persons are those individuals who are relatively or absolutely incapable of

profecting their own interests and providing valid informed consent,

9.1.2: They are the individuals whose willingness to volunteer in research 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.
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§.1.3: Characteristics of vulnerable population:-

a)

b)

d)

Emnmn}l:ull}' and socially disadvantaged and susceptible to being mpfﬁ_ited-
unemployed individuals, orphans, abandoned individuals, persons below the poverty
line, ethnic minorities, sexual minorities — leshian/gay/bisexual and transgender
(LGBT) etc.

Unduly influenced either by the expectation of benefits or fear of retaliation in case
of refusal to participate which may lead them to give consent-tribal and marginalized
communities, refugees, migrants, homeless, persons or populations in conflict zones,
riot arcas or disaster situations.

Able to give conscnt, bul whose voluntariness or understanding is compromised due
to their situational conditions-Women in special situations (pregnant or lactating
women, or those who have poor decision making powers/poor access to healtheare).
Incapable of meking a voluntary informed decision for themselves or whose
autonomy is compromised temporarily or permanently- Children (upto I8 years);
unconscious, afTlicied with mental illness, cognitively impaired individuals, mentally
and physically disabled, terminally ill or are in search of new interventions having
exhausted all therapies.

Suffering from stigmatizing or rare diseases or have diminished autonomy due to
dependency or being under a hierarchical system-students, employees, subordinates,
defense services personnel, healthcare workers, institutionalized individuals, under

trials and prisoners.

9.2: Principles of reviewing protocols with valnerable participants: -

9.7.1: Researchers must justify the inclusion of a vulnerable population in the research.

9.2.2: SMCEC must satisly themselves with the justification provided and record the same in

the proceedings of the EC mecting.
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9.2 3: SMCEC carefully determine the benefits and risks of the study and examine the risk

minimization strategies.

9.2 4: Protection of their privacy, confidentiality and rights is required at all times — during

conduct of research and even after its completion.

9.2.5: Participants must be empowered to the maximum extent possible, to enable them to decide

by themselves whether or not to give assent/consent for participation.

9.2.6: When potential participants lack the ability to consent, a LAR should be involved in

decision making.

9.2.7: Researchers should be cognizant of the possibility of conflicting interests between the
prospective participant and LAR and should be more careful.

9.2.%: Vulnerable persons may require repeated education/information about the research,

benefits, risks and altermatives, il any,

9,2.9: The informed consent process should be well documented. Additional medsures such as

recording of assent and re-consent, when applicable, should be ensured.

9.2.10: As potential participants are dependent on others, there should be no coercion, force,
duress, undue influence. threat or misrepresentation or incentives for participation during the

entire research period.

9.2.11: Rescarch on sensitive issues such as mental health, sexual practices'preferences, HIV/
AIDS, substance sbuse, etc. may present special risks 1o research participants. Additional safety
measures should be strictly reviewed and approved.

9.2.12: All stakeholders must ensure that additional protections are in place to safeguard the

dignity, rights, safety and wellbeing of these individuals.
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9.3: Duties/Obligations of stakeholders:-

Stakeholders

Duties/obligations

Researchers

|. Research should be conducted within the purview of existing relevant

guidelines/'regulations.
2. Have well defined procedures (SOPs) o ensure a balanced benefit-risk ratio,
3. Justily inclusion/exciusion of vulnerable populations in the study,

4. Seck permission of the appropriate authorities where relevant, such as for

institutionalized individuals, tribal communities, etc.
5. Ensure that prospective participanis are compeient to give informed consent.

6. Take consent of the Legal Authority Representative(LAR) when a

prospective participant lacks the capacity to consent.
7. Respect dissent from the participant.

g. COI issues must be addressed.

Ethical Committee

[. Only the full committee do initial and continuing review of proposals on
vulnerable population. It is desirable o have empowered representatives

from the specific populations during deliberations,

2. During review, determine whether the prospective participants for a

particular research are vulnerable.

3, Examine whether inclusionfexclusion of the wulnerable population is

Justified.

4. Carefully determine the benefits and risks to the participants and advise risk

minimization strategies wherever possible

5. More frequent reviews, monitoring including site visits should be done.
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6. Ensure that COl do not increase harm or lessen benefits to the participants,

1. Caution should be taken, when research is conducted on participants who
are suffering from mental illness and/or cognitive impairment and require

researchers to justify the study.

Sponsors 1. The sponsor- a government, an institution or a pharmaceutical company
should justify the inclusion of vuinerable groups in the protocol and make

provisions for protecting their safety.

2. They must ensure protection of the participants and research team if the

research 15 on sensitive topics.

3. They must enable monitoring and procedures are in place for quality
assurance (QA) and quality control (QC).

9.4: Research among children:-

9.4.1: Children are individuals who have not attained the legal age of consent (up to 18
vears).Research is generally permitted in children if safety has been established in the adult
population or if the information likely to be generated cannot be obtained by other means,

9.4.2: The EC should do the benefit—risk assessment. Research should be conducted in child-
friendly settings, in the presence of parent{s) and where child participants can obtain adequate

medical and psychological support.
9.4.3: Consent of the parent/LAR is required when research involves children.

9.4.4:Assent:A child’s agreement to participate in research 1% called assent. The researcher
explains the proposed research in & very simple manner, in & language that ensures, that the child

understands the request to participate in the research.

9.4.5: Condition for assent:
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1. Mo need to document assent for children below 7 years of age.

9. For children between 7 and 12 vears, verbal/oral assent must be obtained in the

presence of the parents/LAR and should be recorded.

1. For children between 12 and 18 years, written assent must be obtained. This assent
form also has to be signed by the parents/LAR.

4, Adolescents may have the capacity to give consent like adulis. However, as they
have not atiained the legal age to provide consent, it is termed as assent and the
consent of the parents/LAR should be obtained. If the latter will affect the validity of
the study, waiver of consent from the relevant adult should be taken and recorded
with the approval of the EC.Ex: In behavioral studies in IV drug users, neglect or
abuse of child, parental consent may not be possible.

0.4_6:1f the child chjects, this wish has to be respected. However, il the test intervention is likely
10 be lifesaving and is available only if the child participates in the study, the dissent by the child
may be disregarded provided parental consent and prior approval from the EC is oblained.

9.4.7: Waiver of assent;

A. All the conditions that are applicable to waiver of informed consent in adulis also apply for

waiver of assent in children.

B. If the availahle intervention is anticipated to definitely benefit the child but would be
available only if the child participates in the study, but all forms of assent/consent have Tailed. In
such cases, approval of the EC should be obtained and prescribe an appropriate mechanism to
safepuard the interests of the child.

0.5: Consent of adulisT.AR:

9.5.1: Generally, conseni from one parent/LAR may be considered sufficient for research

invelving no more than minimal risk and/or that offers direct benefit to the child.
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4.5.2; Consent from both parents may have 1o be obtained when the research invelves more than

minimal risk and/or offers no benefit to the child.

9.5.3! Only one parent’s consent is acceptable if the other parent 15 deceased, unknown,
incompetent, not reasenably available, or when only one parent has legal responsihility for the

care and custody of the child, irrespective of the risk involved,

9.5.4: Whenever relevant, the protocol should include a parent/LAR information sheet along
with participant information sheet, specifying relevant information about growth and
development, psychological well-being and school attendance. The potential benefits and risks
must be carefully explained to parents when Cognitively impaired children or children with

developmental disorders are studied.

9.5.6: Research involving institutionalized children would require assent of the child, consent of
parents/LAR, permission of the relevant institutional authorities (for example, for research in a

school setting: the child, parents, teacher, principal or management may be involved).
9.6: Research involving women in special situations:-

§.6.1:Informed consent process for some women can be challenging because of cultural reasons.
Although autonomy of the woman is important, the researcher must follow the requirements of

local cultural practices so as not to disturb the harmony in the household/family/community.

89.6.2: Researchers must provide the EC with proper justification for inclusion of pregnant and

nursing women in clinical trials.

9.6.3: If women in the reproductive age are to be recruited, they should be informed of the
potential risk to the foetus if they become pregnant,

9.6.4: A woman who becomes pregnant must not automatically be removed from the study when
there is no evidence showing potential harm to the foetus, In case the woman opis for continued
participation, rescarchers and sponsors must adequately monitor and offer support to the woman

fior as long as necessary,
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0.6.5: research related to prenatal diagnostic techniques in pregnant women should be limited 10
detecting foetal abnormalities or penetic disorders as per the Pre-Conception and Pre-Natal
Diagnostic Techniques (Regulation and Prevention of Misuse) Act, 1994, amended in 20005 and

not for sex determination of the foctus.

9.6.6: when research is planned on sensitive topics, ex: domestic violence, genetic disorders,
rape, etc., confidentiality should be strictly maintained and privacy protecied. The EC sirictly
vigilant regarding on issues whether information acquired from a woman participant be
unnecessary, hurtful or appear voycuristic.In risk mitigation strategies, appropriate suppor

systems such as counselling centers, police protection, ete. should be established.
9.7: Research involving sexual minorities and sex workers:-

§.7.1: There are unique challenges associated with research on sexual minorities and sex workers
such as privacy, confidentiality, possibility of stigma, discrimination and exploitation resulting in

increased vulnerability.

9.7.2: A representative of specific community under resesrch should be there as a special invitee
during the process of review on the proposals by the SMCEC,

8.7.3: SMCEC suggests the researchers to educate and sensitizepeer educators and Lo set up
community advisory board first. They would in tumn explain the details to the potential
participants from the community who would then understand them better.

9.8: Research among tribal population:-

9.8.1:Research on tribal populations should be conducted only if it is of a specific therapeutic,
diagnostic and preventive nature with appropriate benefits to the tribal population,

9.8.2; Due approval from competent administrative authorties, like the tribal welfare
commissioner or district collector,the tribal leader, other culturally appropriate authority or the

person socially acceptable to the community may serve as the gatekeeper should be taken.
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9.8.3: Informed consent should be taken from individual participant,in consultation with
community elders and persons who know the local language/dialect of the tribal population and

in the presence of appropriate witnesses,

0.8 .4:Benefit sharing with the tribal group should be ensured for any research done using tribal

knowledge that may have potential for commercialization.
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SOP 10: Training for new and existing committee members

Purpose: The purpose of this SOP is to describe requirements and methodology for training new

and existing committee members.
Secope: This SOP applies to all the SMCEC members and the SMCEC secretariat,

Responsibilities: It is the responsibility of the SMCEC Chairperson with the assistance of
Member Secreiary to ensure that there is adequate initial and continued training of the SMCEC

members and the secretarial.

Procedure:

10.1: Topics for training

10.1.1: Relevant research ethics and regulatory guidelines
10.1.2: Roles and Responsibilities of SMCEC members

10.3.3: Review of protocol and related documents, including concepts of risk benefit assessment,
autonomy, conlidentiality, beneficence, non-maleficence and justice to safeguard the dignity,
rights, safety and well-being of the human participants involved in biomedical and health

reseanch
10.3.4: Recent developments in relevant health scicnce specialties.
14.3.5: 30Ps of the SMCEC.

10.2: Secretaniat should have knowledge and refevant skills for conducting the following

activitics:
11.2.1: Guidelines for submission of research proposals,
10.2.2: Good communication skills — oral and written.

10.2.3: Maintenance of SMCEC records — both saft and hard copy.
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100.3: Induction Training of new SMCEC Members

10.3.1: Every time a new committee is constituted, the members must undergo initial training

within three months on ethics in clinical research and good clinical research and SOPs.

10.3.2 7 An individual selected as a new member of the SMCEC will be required to attend one
meeting as an ‘Observer” before being inducted as a member of the SMCEC.

10,3.3: The Member Secretary will provide an introductory training to the new member, The
member during the observer period will not have voting rights, but will have to sign letter of
confidentiality.

10.3.4: Appointment of observer as member would be on discretion of Chairperson in
consuliztion with members, following which the appointment letter would be issued to the

member.

10.3.5: The newly inducted member will be encoursged to undergo training on good climical
practice, bioethics and guidelines on clinical research.

10.3.6; The authorities of FMMC may sponsor the member for such trainings.
10.4: Training for new members:-

10.4.1: The new member will receive trainings from Chairperson or Member Secretary on the
above topics.

10.4.2: An expent from clinical rescarch, biocthics or GCP will be invited to SMCEC to give
training
10.4.3: The in- house training sessions of SMCEC will have pre test and post test o assess the

effectiveness of trainings.

10.4.4: The Member Secretary and the Chairperson will oricnt all the members on the SOP of
the SMCEC.
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10.5: Training to existing committee members: -

10.5.1: Chairperson member Secretary and members will be encouraged to receive continued
training by participating in a workshop, conference and! or retraining program related 1o research
ethics, 2s a delegate, Taculty, facilitator, etc. at least once every year. The authorities of SIMS

&RH may sponsor the members for such trainings.

10.5.2: The Member Secretary of SMCEC in consultation with the Chairperson prepares an
annual training schedule, and will conduct trainings or workshops on good clinical practice,

bicethics, relevant guidelines on clinical research and other relevant topics.

100.5.3: The resource persons for such trainings could be a member of SMCEC, or an external
GCP trained personnel or & biocthics expert. The trainings is imparted not only to the SMCEC
members but, also o the institutional faculty who are investigators of ongoing research studics or

potential investigators.
10.6: Training of the Secretariat: -

10.6.1: The SMCEC Member Seeretary along with other members will train the Secretariat,

10.6.2; There will be initial training and at least one training SESS100 per year on.

10.6.3: The competency of staff in computers and communication skills will be evaluated and

ensured initially at the time of appointment by the Member Secretary and Chairperson.
10.7: Maintenance of training records: -

10.7.1: The secretariat should maintain copies of the certificates of all training workshops and
conferences.in research ethics attended by the individual SMCEC membsers.

10.7.2: The copies will be filed in the individual members” files, The records regarding training

copies of the secretariat will also be maintained in their respective files.



SOP 11-Informed consent Process

Purpose: An informed consent document (1CD) from each participant is essential to protect each
individual’s freedom of choice. This SOP explains the protocol of taking Informed consent from

the participants involved in rescarch.

Scope: The SOP explains the method of maintaining voluntary written informed consent
document by the researcher which should contain both participant information sheet and

informed consent form.

Responsibility: The researcher has to collect the ICD as per the standard protocol prescribed by
SMCEC. During the review, ICD format prepared by the researcher should be submitted during
the initial review by the SMCEC.

Process:

1 1. 1:Informed consent is 8 continuous process involving three main components;
= Providing relevani information to potential participants
* Ensuring competence and comprehension of the information

= Yoluntariness of participation

11.2: Researchers should only use the EC approved version of the consent form and its

transhation in local languages.

11.3; Informed consent should be voluntary and be signed by the participant after receiving

information, understanding it and discussing with family/friends (if required).

11.4: Verbalioral consent/waiver of consent/re-consent may be obtained only afier approval by

the EC.

I 1.5: Individual consent is imporient and required, even if the community gives permission for

participation in a resesrch study.
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11.6: Electronic/onling consent may be obtained for research involving sensitive topics while

safeguarding information and data and also if required for regulatory clinical trials,

11.7: In case of research involving children, in addition to parental consent, verbal (7-12 years)
or simplified written (=12 - 18 vears) assent should also be taken from the participant.

11.8: TheL AR"s consent is required in case a participant is incompetent {medically or legally).
11.9: SMCEC should carefully study the rescarch where deception is being used

11.10: Conditions for waiver of consent:

l. Research cannot practically be camried out without the waiver and the waiver is

scientifically justified

2. Retrospective studies, where the participanis are de-identified or cannot be
contacted

1. Research on anonymized biological sumplesidata

4. Certain types of public health studics/surveillance programs/program evaluation

studies
5. Research on data available in the public domain

. Research during humanitarian emergencies and disasters, when the participant
may not be in & position to give consent. Attempt should be made to obtain the

participant’s consent at the earliest.
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Annexure 1: Appointment Proposal Letter
Ta:

B T [ T —— .

Address: eee==
Sub: Constitution of SMCEC
Dear Sir Mhadam,

I acknowledge your services and contribution to SIMS &RH, | request you to the

memberMember Secretary/Chairperson of SMCEC for the next five years, effective from -——--

. A detailed appointment letter will be issued once | receive acceptance letier
from you. | request you to submil your recently updated, signed CV along with certificates of

training on GCP, Biocthics and guidelines on biomedical and health science research.
With Regards,

Director, SIMS & RH




Annexure 1: Acceptance of appointment as a member of SMCEC
To:

The Director,
SIMS &RH
Tumbkur

Dear Sir,

Sub: Acceptance of Appointment as a Member of SMCEC

Ref : Your Proposal Letier No. —--- - . Dated. -
----- - | am thankful to you for appointing me as a member of SMCEC with effect from «--=e---

—eee, | herewith accept my appointment. | am ready to undergo regular training on good
clinical practice, ethical guidelines on biomedical and health science research and biocthics as
required, | shall regularly participate in the [EC meeting to review and give my unbiased opinion
regarding the ethical issues. I shall not keep any literature or study related documents with me
after the discussion and final review. 1 shall maintain the entire research project related
information confidential. 1 shall sign the confidentiality agreement, and shall declare conflict of
interest if any as and when applicable | am submitting my recently updated, signed CV and

certificates of training as requested by you.
Thanking You,
Yours Sincerely.,
Signature !
Name :
Designation and Department/A fliliations:

[Date : Place !







Annexure 3: Appointment letter for chairperson

Shridevi Medical College Ethies Committee{SMCEC)

Date; ——-—
Ta:
Sub: Appointment as Chairperson of SMCEC
Dear Sir'Madam,
| am pleased to appoint you as the Chairperson of SMCEC with effect from —-——--—. You will

have tenure of five vears from this date. As head of the institution, | assure you that SMCEC will
be provided with all required infrastructure and facilities required for its effective functioning,
The ethics commitiee will be independent in its functioning and decision making, without any
undue influence from anybody including the authorities of the institution. You will be receiving
an honorarium of Rs, ——--- per sitting for the scrvices rendered by you, Please find the
enclosed terms and conditions of your appointment, roles and responsibilities. 1 request your

services in the effective and efficient functioning of SMCEC.
Congratulations and all the best.
With Regards,

Director, SIMS &RH. Tumbkur.
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Terms and Conditions of Appointment
Roles and Responsibilities of Chairperson, SMCEC
11 As Chairperson of SMCEC, you shall conduct the meetings of SMCEC and ensure active

participation of all members in the discussions and deliberations.

2} You are required to verify and approve the SOP of SMCEC in co ordination with the Member
Secretary.

3} You shall maintain high ethical standards and should not be unduly influenced while
performing assigned roles in the SMCEC.

4} You should be willing to place your full name, profession and affiliation to the ethics

committes in the public domain,

5) Be willing to sign a confidentiality agreement , and to maintain confidentiality of the

documents and deliberations of ethics committce meetings.

) To read, understand, accept and follow the conflict of interest policy of ethics committee, and
declare conflict of interest if any during your appointment, and review and final decision making

of research proposals.

7} You shall seek conflict of interest from members and ensure quorum and fair decision
making.

&) You are the authorized and responsible for handling of complaints against investigators, IEC

members, conflict of interest issues and requests for use of IEC data.
9 You are the authority and responsible for approving the minutes of mectings.

10} You are the authority and responsible to review serious adverse events and 1ake appropriate

action as per guidelinegs
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11} You are the authority of SMCEC to discuss with members and recommend to the Director,
SIMS & RH and the disqualification of members (if required) before the completion of their

term,

12} You need to do initial review, final review of research proposals and evaluate progress

reports and final reports. You need to lead the IEC team for onsite monitoring visits.

13} You shall not keep any literature or study related documents with you after the discussion

and final review.

|4) Be willing to undergo training or update programs on relevant guidelines and regulations,
rescarch ethics, and good elinical practice during your tenure in the SMCEC.

15) As per the policy of the commitiee, any member not attending three consecutive mectings
will be replaced by another person of the same category in IEC. Any member showing any kind

of professional misconduct will be terminated from membership.

16) One month notice on either side will be necessary prior 1o resignation/termination of

appointment.

17} You will be responsible for making any communications on behalf of the SMCEC to
CDSCO and any other regulatory bodies. The Details of the roles and responsibilities of
chaimperson of SMCEC are mentioned in the policies and standard operating procedures of
EMCELC.

Director, SIMS &RH
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Annexure 4 Appointment letter as member secretary

Shridevi Medical College Ethics Committee (SMCEC)

Date: —-n-mmn
To:
Sub: Appointment as Member Secretary of SMCEC
Dear Sir/Madam,
| am pleased 1o appoint you as the Member Secretary of SMCEC with effect from ——=-==-. You

will have tenure of five years from this date. As head of the institution, | assure you that SMCEC
will be provided with all required infrastructure and facilities required for its effective
functioning. The ethics committes will be independent in its functioning and decision making,
without any undue influence from anybody incleding the authorities of the institution. Please
find the enclosed terms and conditions of your appointment, rales and responsibilities. | request

vour services in the effective and efficient functioning of SMCEC,
Comgratulations and all the best
With Regards,

Director, SIMS&RH



Terms and Conditions of Appointment
Roles and Responsibilities of Member Secretary, SMCEC

1) As Member Secretary, you are required to organize an effective and efficient procedure for
receiving, preparing, circulating and maintaining each proposal for review; scheduling the
meetings, preparing the agenda and minutes of meetings.

2} You are authorized and responsible to assess the need for exemption from review, expedited
review or Tull review,

3} You are authorized 1o issue ethical approval letters, afler approval from the committee.

4) You are required to do the needful for the revision of SOP of SMCEC in co ordination with
the Chairperson.

53 You shall maintain high ethieal standards and should not be unduly influenced while
performing assigned roles in the SMCEC.

&) You should be willing to place your full name, profession and affiliation to the cthics
committee in the public domain.

7) Be willing to sign a confidentiality agreement , and to maintain confidentiality of the
documents and deliberations of ethics commitiee meetings.

%) To read, understand, accept and follow the conflict of interest policy of ethics committee, and
declare conflict of interest iTany during your appointment. and review and final decision making
of research proposals.

9) To organize |EC documentation, communication and archival 10) To arrange for training of
|IEC secretariat and members.

11) To ensure adherence of IEC functioning as per SOPs,

12) To prepare for and respond to audits and inspections.

13) Yau will be responsible for meking communications on behalf of SMCEC, to investigators,
members of SMCEC, sponsors and Head of the Institution.

14) You need to do initial review, final review of research proposals and evaluate progress
reports and final reports. You need to participate in onsite monitoring visits.

15) You shall not keep any litersture or study related documents with you afer the discussion

and final review.




16) Willing to undergo training or update programs on relevant guidelines and regulations,
research ethics, and good clinical practice during your tenure in the SMCEC.
17) As per the policy of the commiltee, any member il attending three consecutive mectings
will be replaced by another person of the same category in [EC. Any member showing any kind
of professional misconduct will be teeminated from membership.

I 8) One month notice on either side will be necessary prior to resignation/lermination of
appointment. The Details of the roles and responsibilities of Member Secretary of SMCEC are
mentioned in the policies and standard operating procedures of SMCEC.

Director, 5IMS &RH




Annexure 5: Appointment letter as member
Shridevi Medical College Ethies Committee (SMCEC)

Date:
To:

Sub; Appointment as a Member of SMCEC
Category: Clinician/ Basic Medical Scientist/Lay Person/Social ScientistTheologian/Legal
Expen
Dezar Sir/ Madam,
1 am pleased to appoint you as a member of Shridevi Medical College Ethies Committee with
effect from === - . You will have tenure of five years from this date. You will be receiving
an honorarium of BS, ——ecsecemeaae - per sitting for the services rendered by you. | request you o
kindly extend your co-operation to the Chairperson and Member Secretary of SMCEC, in
effective and efficient functioning, Please find the enclosed terms and conditions of your
appointment, roles and responsibilities of Member and Chairperson. You will be issued a copy of
the policies and standard operating procedures of SMCEC once you sign the consent letter and
confidentiality agreenment. You will have the voting rights in the IEC only after you receive the
initial training on policies and standard operating procedures.

Congratulations and all the best.
With Regards,

Director, SIMS &RH
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Terms and Conditions of Appointment,
Roles and Responsibilities of Member, SMCEC

1} As a member of SMCEC vou need to do initial review, final review of research proposals and
evaluate progress reports and final reports. You need o paﬂi-:ipstr: in onsite monilonng visils
and review of serious adverse events as and when regquired. You are required to attend regular as
well as emergency meetings of SMCEC. You are expected 1o participate actively in all
discussions and deliberations of SMCEC.

2) You shall maintain high ethical standards and should not be unduly influenced while
performing assigned roles in the SMCEC.

3) You should be willing to place your full name, profession and affiliation to the ethics
commitiee in the public.

4) Be willing to sign a confidentiality agreement, and to maintain confidentiality of the
documents and deliberations of ethics committee meetings.

3} Ta read, understand, accept and follow the conflict of intarest policy of ethics committee, and
declare conflict of interest if any during your appointment, and review and final decision making
of research proposals,

6} You shall not keep any literature or study related documents with you afier the discussion and
final review.

7) Be willing to undergo training or update programs on relevant guidelines and regulations,
rescarch ethics and good clinical practice during the tenure as ethics commitllee member,

By As per the policy of the commiliee, any member not attending three consecutive meetings
will be replaced by another person of the same category in [EC, Any member showing any kind
of professional misconduct will be terminated from membership,

Y} Cine month notice on either side will be necessary prior 1o resignation/termination of
appointment. The Details of the roles and responsibilitics of 2 member of SMCEC are mentioned

in the policies and standard operating procedures of SMCEC.

Director, SIMS &RH
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Annexure 6: Consent Letter from Appointed Members
To:
Diirector,
SIMS & RH
Sub : Consent 1o be the Chairperson/Vice Chairperson/Member
Secrefary/Member of Shridevi Medical College ethics Committee.

Ref : Your letter No. : Dated =—=--

Respectad Sir,

In response to vour letter, | give my consent to be the Chairperson/Member Secretary/Member of
Shridevi Medical College Ethics Committee. 1 shall execute my roles and responsibilities as per
the policies and standard operating procedures of SMCEC, and as mentioned in my appointment
order, | shall maintain high ethical standards, and will not be unduly influenced in discharging
my assigned work, | will sign the confidentiality agreement dering my induction. | am aware of

the conflict of interest policy of SMCEC, and 1 will declare conflict of interest (if any) during my
induction as a member, review of research proposals and decision making in SMCEC.

Thanking You,

Yours Sincerely.

Signature :

Mame :

Designation and Department/ A fhiliations:

Dhate AT “:‘n Place :
- I.". . Ty e
(35 & A 7
T
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Annexure 7: Confidentiality agreement to be signed by member of SMCEC

Mame of the Member : Designation in SMCEC
| have been appointed as o member of the SMCEC and have been asked to assess research
studies involving research participants in order to ensure that they are conducted in 2 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.
The appointment of the undersigned as a member of the IEC is based on individual merits and
not as an advocate or representative neither of a home province, territory or community nor as a
delegate of any organization. The 1EC 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 and the undersigned, as a member of the 1EC, is expected to meet the same
high standards of ethical behavior o carry out its mandate. This agreement encompasses any
information deemed Confidential provided to the Undersigned in conjunction with the duties as a
member of the SMCEC. All Confidential information (and any copies and notes thereofl) shall
remain the sole property of the SMCEC. The undersigned agrees to hold all confidential
infarmation 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. | have read and accept the

aforementioned conditions as explained in this Agreement.
| acknowledge that | have received a copy of this agreement signed by the SMCEC
chairperson and me.
Signature of the Member, with Date:

Chairperson’s Signature and Date:
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Annexure §: Confidentiality agreement to be signed by secretariat staff of SMCEC

I, {Staff"s name and designation)
herein refierred to as the “undersigned”, have been appointed as a staff of the TEC office. This

agreement encompasses any information deemed confidential provided to the Undersigned in

conjunction with the duties as a staff of the 1EC. All confidential information (and any copies
and notes thereof) shall remain the sole property of the IEC. The undersigned hereby agrees not
tor disclose or utilize, directly or indirectly all confidential information known to him or her

during his tenure of service. I,

{name of the [EC office stafT) have read and | accept the conditions as explained in this

Agreement.

| confirm that | have received a copy of the confidentiality agreement signed by the Chairperson
of SMCEL,

MName of the Member : Chairperson’s Signature;
Signature :Date;
Date:

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

15



Annexure 9; Conflict of Interest Declaration Form

To:

Chairperson

SMCEC

Dear Sir,

I am aware of the COI policy of SMCEC. 1 herewith declare my conflict of interest with regard

to the following research proposal submitted to SMCEC for review,
Protocol No.

Study Title:

Name of Principal Investigator:

Type of COI (Personal/ Professional/Financial) and the Reason:

Hence, [ stay away from reviewing this research proposal, any deliberations/discussions on this

study, and refrain from any decision making.
MName and Signature of Member:

Date:

Mame and Signature of Chairperson

Date :

Th



Annexure 11 Informed consent document{1CT)
Format for Participant Information Sheet and Informed Consent Form
Title of the Study :
Names of Researchers/Investigators:
Mame of Organization :
Name of Sponsor {Grant agency):
Mame of Project and Version:

Informed Consent Form has twao parts: [

1. Information Sheet (to share information about the study with vou) T
2. Certificate of Consent (for signatures if you agree to participate)
The participant information sheet should contain the following headings:

1. Introduction: Briefly statc who you are and explain that you are inviting them to participate
in research which you are doing. Inform them that they may talk to anyone they feel comfortable
about the research and that they can take time to reflect on whether they want to participate or
not. Assure them that if they do not understand some of the words or concepts, they may ask

questions now or later .

2. Purpose: Explain insimple lay terms why the research is being done and what is expected

from the results, Explain why vou need to conduct the research.
3. Type of research intervention: Briefly state the intervention.

4. Selection of Participants: State clearly why you have chosen them to participate in this
study,

5. Voluntary Participation: Indicaie clearly that they can choose to participate or not and
reassure they will still receive all the services they usually do if they choose not to participate.. It

is important 1o state clearly at the beginning ::Flhef‘:’:nj_ at participation is voluntary so that

."T"E*_ 77
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the other information can be heard in this context. Participants may also be more alert at the

heginning.

. Procedure: Explain what each of the steps or procedures involve. Indicate when the

research will take place and where. I there are surveys, indicate where and how the surveys will

be collected and distributed.

7. Duration: Include a statement about the time commitments of the study for them. Include

both the duration of the study and follow-up,
8. Explain: Any risks or discomiorts including any limits to confidenuiality.

%,  Benefits: Describe any benefits to them, to the community, or any benefits which are

expected in the future as a result of the research,

10. Reimbursements: State clearly what you will provide the participants with as a result of
their participation. You will not be entitled to any compensation beyond reimbursements for
expenses incurred as a result of participation in research, The expenses may include, for

example, travel expenses and reimbursement for tme losL.

I'l. Confidentiality: Explain how the research team will maintain the confidentiality of data,
especially with respect to the information about the participant. Outline any limits there are to
confidentiality. Note that with focus groups conlidentiality cannot be guaranteed because what is
said within the group becomes common knowledge. Participants can be asked not 10 shane

outside of the group but this does not guarantee confidentiality.

12, Sharing of research findings: Include a statement indicating that the research findings will
be shared in a timely fashion but that confidential information will remain confidential. [T you

have & plan and timeling for the sharing of information, include the details,
3. Right to refuse or withdraw: Explain 2gain the voluntary nature of consent.

t4. Contact number and address of the researcher(s):

8



15, Mention —This research project is reviewed and approved by Shridevi Medical College
Ethics Committee. This is a commintee whose task it is to make sure that research participants

are protected from harm.
16. Contact details of ethics committes:
INFORMED CONSENT

| have read and understood the information/ it has been read to me and explained in an
understandable language about the research project : ----——-—(title). | have had the opportunity
to ask guestions about it and any questions that 1 have asked have been answered to my

satisfaction. | consent voluntarily to participate as a participant in this research.

Mame of Participant:

Signature of Participant:

Date:

=

Ifilliterate:

{A literate witness must sign (if possible, this person should be selected by the participant and
should have no connection 1o the research team). Participants who are illiterate should include

their thumb-print as well.}

I have witnessed the accurate reading of the consent form to the potential participant, and the

individual has had the opportunity to ask questions. | confirm that the individual has given

consent freely.

MName of witness: AND Thumh print of participant
Signature of witness: ’7
ok o
ke Y
oy R "
. _.l...
A Py
_,.l'



Diate:

Statement by the researcher/person taking consent:

I have accurately read out the information sheet to the potential participant, and to the best of
my ability made sure that the participant understands the procedures to be done,

I confirm that the participant was given an opportunity to ask questions about the study, and all
the questions asked by the participant have been answered correctly and to the best of my ability.

[ confirm that the individual has not been coerced into giving consent, and the consent has been

given freely and voluntarily. A copy of this ICD has been provided to the participant.
Mame of Researcher/person taking the consant:
Signature of Researcher /person taking the consent:

Drate:




Annexure 11: Informed Assent document for children(12-18 years age)
Mames of principal investigator:
Name of Organization :
Mame of Sponsor (Grant agency):
Mame of Project and Version:

Informed Consent Form has two parts: [

1. Information Sheet {to share information about the study) [
2 Certificate of Consent {for signatures if’ agree to participate)
The participant information sheet should contain the following headings:

1. Introduction: Briefly state who vou gre and explain that you are inviting them to
participate in research which you are doing. Inform them that they may talk to anyone they feel
comfortable about the research and that they can ke time to reflect on whether they want to
participate or not. Assure them that i they do not understand some of the words or coneepts,

they may ask questions now or later ,

7. Purpose; Explain insimple lay terms why the research is being done and what is

expected from the results. Explain why you need to conduct the research.

3. Type of research intervention: Briefly state the intervention.

4, Selection of Participants: State clearly why you have chosen them to participate in this
study.

3. Voluntary Participation: Indicate clearly that they can choose to participate or not and

reassure they will still receive all the services they usually do if they choose not to participate.. It
is important 1o state clearly at the beginning of the form that participation is voluntary so that

the other information can be heard in this context. Participans may also be more alert at the

beginning.
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. Procedure: Explain what each ol the steps or procedures involve. Indicate when the
research will take place and where, IT there are surveys, indicate where and how the surveys will

be collected and distributed.

7. Duration: Incluede a statement about the time commitments of the study for them.

Include both the duration of the study and follow=up.

8. Risks & discomfort:1{ there will be any discomforts state these clearly and simply. State
that thev should tell you and/or their parents if they are sick, experience discomfort or pain.
Address what may be some of the child's worries, for cxample, missing school or extra expense

loy parents.
o, Explain: Any risks or discomforis including any limits to confidentiality.

10,  Benefits: Describe any benefils o them, 1o the community, or any benefits which are

expected in the future as a result of the rescarch.

11.  Reimbursements: State clearly what you will provide the participants with as a result of
their participation, You will not be entitled to any compensation beyond reimbursements for
expenses incurred as a result of participation in research. The expenses may include, for

example, travel expenses and reimbursement for time lost.

2. Confidentiality: Explain how the research team will mainiain the confidentiality of data,
especially with respect to the information about the participant. Qutline any limits there are to
confidentiality. Note that with focus groups confidentiality cannot be guaranteed because what is
said within the group becomes common knowledge, Participants can be asked not to share

oulside of the group but this does not guarantee confidentiality,

13, Sharing of research findings: Include 2 staternent indicating that the research findings
will be shared in a timely fashion but that confidential information will remain confidential. If

you have a plan and timeline for the sharing of information, include the details.
14.  Right to refuse or withdraw: Explain again the voluntary nature of consent.

15.  Contact number and address of the researcheris):
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16, Mention —This research project is reviewed and approved by Shridevi Medical College
Ethics Committee. This is a commitiee whose task it is to make sure that research participants

are protected from harm,
17.  Contact details of ethics committee:
INFORMED CONSENT

I have read and understood the information/ it has been read to me and explained in an
understandable language about the research Project @ -mee—- .. -(title}. | have had the Opportunity
to ask questions about it and any questions that | have asked have been answerad to my

satistaction. | consent voluntarily to participate as a participant in this research,

Name of Participant:

Signature of Participant:

Date:

IT illiterate:

[A literate witness must sign (if possible, this person should be selected by the participant and
should have no connection to the rescarch teamn). Participants who are illiterate should include

their thumb-pring as well.)

I have wilnessed the accurate reading of the consent form to the potential participant, and the
individual has had the opportunity 1o ask questions. I confirm that the individual has given
consent freely,

MName of witness: AND Thumb print of participant

Signature of witness: = (




Drate:

Statement by the researcher/person taking consent:

| have aceurately read out the information sheet to the potential panticipant, and to the best of

my ability made sure that the participant understands the procedures Lo be done.

I confirm that the participant was given an apportunity to ask questions about the study, and all

the questions asked by the participant have been answered correctly and to the best of my ability.

1 confirm that the individual has not been coerced into giving consent, and the consent has been

given freely and voluntarily. A copy of this ICD has been provided to the participant.
Mame of Researcher/person taking the consent:
Signature of Researcher /person taking the consent:

Date:

Certificate of assent

Omnlv if child assents.

I have read and understood the information/ it has been read to me and explained in an
understandable language about the research project ; —---—-—-={title]. | have had my questions
answered and know that [ can ask questions later if' 1 have them. | agree to take part in the
research, OR

If the child don't assent .

I do not wish to take part in the research and | have not signed the assent

below._ (initialled by child/minor)
Name of child
Signature of child:

Dae:



A |iterate witness must sign (if possible, this person should be selected by the participant, not be
a parent, and should have no connection 1o the research team). Participants who are illiteratc

should include their thumb print as well.

I have witnessed the accurate reading of the assent form to the child, and the individual has had

the opportunity to ask questions. | confirm that the individual has given consent freely.

Name of witness (not a parent); AND Thumbprint of participant

Signature of witness

Daie

Statement by the researcher/person taking consent:

I have accurately resd out the information shect to the potential participant, and to the best of
my sbility made sure that the participant understands the procedures to be done.

I confirm that the participant was given an opportunity to ask questions about the study, and all
the questions asked by the participant have been answered correctly and to the best of my ahility.

| have accurately read or witnessed the accerate reading of the assent form to the potential
participant, and the individual has had the opportunity 1o ask questions. | confinn that the

individual has given assent frecly.

A copy of this assent form has been provided to the participant.
Name of researcher:

Signature of researcher:

Deate:
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Parent/Guardian has signed an informed consent _ Yes _ No (initialed by

researcher/assistant)

Informed parental consent form for research in children

MName of Principal Investigator :
Mame of Organization :
Mame of Sponsor :
MName of Proposal and version :
Informed Consent Form has two paris: Information Sheet and Certificate of Consent.

Part 1: In information sheet the information given to the parents should be described under the

following headings:

l. Introduection: Briefly state who you are, and explain that vou are inviting them to have their
child participate in research which vou are doing. Inform them that they may talk 10 anyone they
feel comforiable about the research and that they can take time to reflect on whether they want
their child to participate or not. Assurc the parent that if they do not understand some of the
words or concepts, that you will take time to explain them and they can ask questions now or

[ater.

2. Purpose: Explain the problem/research question in lay terms which will clarify rather than
confuse. Use clear,understandable, local and simplified terms for explanation. Recognize that
parents’ feelings about involving their children in research can be complicated . Give parents time

to reflect on whether they will consent 10 have their child participate.

3. Type of Research Intervention: Briefly state the intervention if you have not already done
son 4. Participant selection: State clearly why you have chosen their child 1o participate in this

study. Include a brief statement on why children, rather than adults, are being studied.

5. Voluntary Participation: It is important to state clearly st the beginning of the form that

panticipation is voluntary so that the other information can be heard in this context.Indicate



clearly that they can choose to have their child participate or not and they will still receive all the

services they usually do if they decide not to participate.

6.Procedure: Explain what each of the steps or procedures involve. Indicate when the research
will take place and where. If there are surveys, indicate where and how the survevs will be
collected and distributed.

T.Duration: Include a statement about the time commitments of the study for them. Include

both the duration of the study and follow-up.

8.Risks & discomfort:1f there will be any discomforts state these clearly and simply. State that
they should tell you and/or their parents if they are sick, experience discomfort or pain. Address
what may be some of the child's worries, for example, missing school or extra expense 1o

parents.
9.Explain: Any risks or discomforts including any limits to confidentiality.

10.Benefits: Describe any benefits to them, to the community, or any benefits which are

expected in the future as a result of the rescarch.

11.Reimbursements: State clearly what you will provide the participants with as a result of their
participation. You will not be entitled to any compensation bevond reimbursements for expenses
incurred as a result of participation in rescarch. The expenses may include, for example, travel

expenses and reimbursement for time lost.,

12.Confidentiality: Explam how the research team will maintain the confidentiality of data.
especially with respect to the information about the panticipant. Outline any limits there are to
confidentiality. Note that with focus groups confidentiality cannot be guaranteed because what is
said within the group becomes common knowledge. Participants can be asked not to share

outside of the group but this does not guarantee confidentiality.

13.5haring of research findings: Include a statement indicating that the research findings will
be shared in a timely fashion but that confidential information will remain confidential. If you

have a plan and timeline for the sharing of information, include the details.

&




14.Right to refuse or withdraw: Explain again the voluntary nature of consent.

15.Contact number and address of the researcher(s):

16.Mention —This research project is reviewed and approved by Shridevi Medical College

Ethics Committee, This is a committee whose task it is to make sure that research participants

are protecied from harm,

17.Contact details of ethics commitiee:

Part I1: Consent form:

| have been invited to have my child participate in rescarch of a new malaria vaccine. | have read
the faregoing information, or it has been read to me. | have had the opportunity o ask guestions
about it and any questions that | have asked have been answered to my satisfaction. | consent

voluntarily for my child to participate as a participant in this study.
MName of Participant:
Name of Parent or Guardian:
Signature of Parent or Guardian:
Date:
I illiterate,

I have witnessed the accurate reading of the consent form to the parent of the potential
participant, and the individual has had the opportunity to ask questions. I confirm that the

individual has given consent freely.

Name of wilness: AND Thumb print of parent

Signature of witness:

Diate:

HE




Statement by the researcher/person taking consent:

I have accurately read out the information sheet to the parent of the potential participant, and 1o
the best of my ability made sure that the person understood the things. | confirm that the parent
was given an apporunily to ask questions about the study, and all the questions asked by the
parent have been answered correctly and to the best of my ability. | confirm that the individual

has not been coerced into giving consent, and the consent has been given freely and voluntarily.
Name of Researcher/person taking the consent:
Signature of Researcher /person taking the consent:

Date:




Annexure 12: Informed Consent For Case Reports

l.- - -=(name of the patient'bystander of the patient’ parents

or guardians of the patient) herewith give my consent te use the data/case details/photographs!

other details of the case -{¢linical condition/disease) of mine /my

child { my --s-——em--{mention how the patient is related to you ), for presentation or publication,
The intended use of the case/data of mine is explained to me clearly, and 1 am aware that my
name (my child’s name) /personal identity will not be revealed in the presentations or
publications. | have had the opportunity to ask questions about it and any questions that [ have
asked have been answered to my satisfaction and | have voluntarily given my consent to the

same,

Name of Patient/ Participant

Name of Parent or Guardian {as applicable):

Signature of patient’ participant’ bystander (or Parent/ Guardian as applicable):

Date:
If illiterate,

A literate witness must sign (if’ possible, this person should be selected by the participant and
should have no connection to the research team). Participants who are illiterate should include
their thumb print as well. [ have witnessed the accurate reading of the consent form of the
patient/ (include other categories of persons here from whomsoever the consent is proposed 1o be
ohtained) of the potential participant, and the individual has had the opportunity to ask questions.

I confirm that the individual has given consent freely.
Mame of witness: Thumb print of patient

Signature of witness: ‘ ‘

Dhate:




Statement by the researcher/person taking consent:

| have accurately read out the information sheet to the parent / (include other categories of
persons here from whomsoever the consent is proposed to be obtained) of the potential
participant, and to the best of my ability made sure that the person understands procedures will
be done, T confirm that the participant was given an opportunity to ask questions about the study,
and all the questions asked by him/her been answered correctly and to the best of my ability. 1
confirm that the individual has not been coerced into giving consent, and the consent has been

given frecly and voluntanly.

A copy of this ICF has been provided to the participant.
Name of Researcher/person taking the consent:
Signature of Rescarcher (person taking the consent:

Drate: _

a1



Annexure 13! Definition of Risk (as per Ethical Guidelines for Biomedical Research on

Human Participants, Indian Council of Medical Research, 2017)

Less than mm;nTalnﬁL

I-"m'bﬁ'ﬁii'ii}' ol harm or discomfort anticipated
in the research is nil or not expected. For
example, research on anonymous or non-
identified daw'samples. data available in the
public domain, meta-snalysis, etc.

Minimal risk

Probability of harm or discomfort anticipated
in the research is nil or not expected. For
example, research on anonymous or non-
identified data’samples, data availzble in the

public domain, meta-analysis, etc.

Minor Increase Over Minimal Risk

Increment in probability of harm or discomfort
is only a little more than the minimal risk
threshold. This may present in situations such
as routine research on children and
adolescents; research on persons incapable of
giving consent; delaving 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

| tendemness, small bruises or scars, or very

shght, temporary distress, such as drawing a
smiall sample of blood for testing; trying a new
diagnostic technique in pregnant and
breastfeeding women, ete. Such research
should have a social value. Use of personal

identifiable data in resesrch also imposes

g




ndirect risks, Social risks, psychological harm
and discomfort may also fall in this category,

More than minimal risk

F&?E.Ehilﬂ}f of harm or discomfon anticipated
in the research is invasive and greater than
minimal risk. Examples include research
invalving any interventional study esing 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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Annexure 14: Agenda format Meeting No,

Date and Time of Meeting:

Venue of Meeling:

I. Ratification of the minutes of previous meeting:

II. List of Research proposals for full review:

11I. List of proposals for expedited reviews

IV. List of proposals exempted from review

V. Protocol deviations’amendments

V1. Study complelion /progress reports

VIl Reports of onsile monitoring

WVIIIL Reports of subcommitiees

IX. Any other issues

Annexure-8.2: Format for Minutes of meeting;
Meeting Mo

Date and Time:

Venue:

I. Members present and absent ; list with designations
Il. Guests or observers present : list with desighations
I1T. Name of the individual who served as Chairperson
IV, Ensuring of quorum by the Chairperson

V. Ratification of the minutes of the previous meeting
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V1. Research proposals for full review ; The proceedings are recorded as follows —

Protocol no.

Title af the
study

Mame of the
Pl

Remarks by

members(opinion/suggestion/other

remarks)

Approval
status

WIl. Research proposals for expedited review : The proceedings are recorded as follows ===

Protocol no.

Title of the study

Mame of the PI

Members present
during review
with their
remarks

Approval siatus

VIII. Research proposals for exemption from review : The proceedings are recorded as follows

Protocal no.

Title of the study

MName of the P

Mewlrevised

submission

Approval status

1X. Discussion of Protocol Deviations’amendments and actions taken :

Protocol no.

Title of the
study

Mame of the Pl

Protocol

deviation/amend ment

Approval status




1X. Discussion of reports of onsite monitoring

Protocol ne.

Title of the study

Mame of the Pl

Deficiency
observed during
ansite

maenitering

Approval status

%, Discussion of Progress Reports and Study Completion Reports :

Protocol no.

Title of the study

Mame of the PI

Remarks on the
submitted report

Approval status




Annexure 15: Decision letter

ey Shridevi Institute of Medical Sciences
(@D & Research Hospi Q
N pital, Sira Road, Tumkur - 572106 G
Ref No: SIMSRH/IEC/2022-23f ... ... Date: ........
To,
Dr./Mr/Mrs. .............
Principal Investigator
Department of .. .
Shridevi Institute of Mi'tilta] Sciences & Research Hospital
Tumkur

Sub: Approval of Research project proposal by IEC

Your research project proposal entitled * Sask s e e serass | S hesm dome
initial reviewed by Shridevi Medical Cuﬂege Ethics Committee am:l 11&5 taken the fulinwmtr decision.

a. Approved

b. Eevision with minor modifications

¢. Revision with major modifications for resubmission
d. Notapproved

You can commence/cannot commence your work on your research project proposal with the
following conditions:

1. Any other changes in methodology, Extension of Time, Changes in synopsis should be
intimated and get the approval for the same.

2. It is mandatory that a half yearly interim review report of the status of the project to be
submitted to [EC

3. On completion of the above Research project the Principal investigator is responsible for
submitting a brief summary of the results obtained to the Member Secretary of IEC.

4. The publication format of vour project must be sent to the TEC before sending it for
publication,

Member Secretary
SMCEC




e = AE = -_'. .|_ '.—_.'-I g

General Instructions:  a) Tick ane or mare options as applicable. Mark BA if not applicable
b1 Anach additional sheets il reguined

SECTION A - BASIC INFORMATION

ADMINISTRATIVE DETAILS : Date of submission: | |||

I, Mame of Pringcipal Tnvestigalir: s——-—
2, DepanmmentDivision e
3. Type of review requested' :
Excmiption from reviewD Expedited reviewlD Full commities rewiewd
4 Tihe of the studys oo ool
5, Acrvonymd Short tithe, (TFany ): ..o oo

6, Detnils of lnvestigntors:

Naimn e ignation amed partment and ddiress Tor commumication?
walificatian nstitution

Principal Investigaior/Giuide

Co-imvestigntorfstiudeno el low

7 [hiration of the study: oo

Ut e L Matiomal Ethicsl Cluidelimes for Rmisdicat and | eaich Reseaech Tovolveg Efunan Partcusards 2017 oo Page 36 Tabis 4. 2. for types of mview
Hnclude ickephonc/mirhile, Tix mambers md ermail id
#. Funding details aml budget:

{a) Total estimated budget: ——---—

{t) Funding method:  Self-funding] Tnstitutional funding] Funding agency (Specify)C]




(¢} IF funding by agency, Specify the detatls: . ......oo0vs

SECTION B - RESEARCH RELATED INFORMATION

1, OVERVIEW OF RESEARCH

{a) Layv summary” (within 300 words):

(b Twpe of study:{click on the wype of vour study)

Basic Sciences O ClinicalO Cross Sectionall]
Retrospectivel] Epidemiologicall] Case Controld
Prospectiveld Public Health[J Cobhort: O

Cualitative Socio-behavioural [l Systematic Reviewd
Cuantitarivell Biological samples’ Datal

Plized Methadl Any others (Specifil

2. Methodology:
(2} Sample sizef number of participants (as applicable); —-—-
(b} Justification for the sample size chozen (100 words); In case of qualitative study, mention the criteria used for
saturstion: {Summarize in the simplest possible way such that a person with no prior knowledae of the subject can easily

understand 1t




(c) Any
External laboratory/outseurcing involved for investigations?! YesO NoO MAO

¢d) Commenis of scientific committee:

l

-

3. Type of participants in the study:
| Healthy volunteersCd 2, Patiemts[] 3. Vulnerable persons/ Special groups b
&, Oihiers (Specifitl] oo s e s s e e e s e N M B

4. 11 vulnerable groups are involved, specify the type:

b Children under 18 yrs age L1 b. Pregnant ar lactating women] ¢ Differently abled {Mental/Physical/both) ]
4. Institutionalized employess/SudentsMNurses/Safff Elderly O
~ Economically and socially disadvantaged -RefugeesMigrants/HomelessL

F Terminally ill (stigmatized or rare diseases) [
fz. Amy other f.’j',rw:ﬁjﬂ e e R i AR B KB R R A

8. Provide justification for inclusionfexclusion ..........oocoe

B, Are there any additional salcguards to protect research participants?Vesil  Noll

=

1T yes, SPRCil . mmnin e s i A T

8. 1s there any reimbursement o the participanis?YesLl  Noll
If yes, Monetaryll Won-monetary [ Provide derailsC

{a) Are there any incentives 1o the participants?Yes 1 Noll
If ves, Monetary [ Mon-monetary 1 Provide detalls
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Yes O Wold
If ves, Monetary [ MNan=maonetary ] Provide defeils

8. BENEFITS AND RISKS
(a) L Arec there any anticipated physical/social/psychological discomforts/ risk to participants?
Yes [ Mo B
If ves, cateporize the level of risk® :
Less than Minimal Fisk(] Minimal risk[J

Mincr increase aver minimeal risk or low nskCJ Maore than minimal risk or high risk(

ii. Diescribe the risk menagement
EMMABEYY ~oichmrs s wosmak b S B A v m e T ey e L S s e ]

(k) What are the potential benefits from the study?For the

Yes Ma Ifyes, Direct Indirect
participant O .| 1 O
For the society/communicyy O O O O
For improvement in science O L - Ol
Please describe how the benefits justify the H . [ H
[ o R e R o B ol S M L Ay S S T
{e) Are adverse events expected in the study® 7¥es] NoO WAL
{diAre reporting procedures and management strategies described in the study?
YesO NoO  If Yes,
Specify

10, INFORMED CONSENT

(a) Are you secking waiver of consent?Yesll  Nol  Ifves, please specify reasons and skip 1o item no. #

) cafegories of risk refer to Nattonal Eiiveal Guidalines for Sismedical & Hewlth Rexoarch Firvadving Nwwan Participanis 2007,
FPage 6 Table 2.1

BT term adverse events in shis regard encomipais heth sevions and non-serious adverse v

{h) Wersion number and date of Partici pant Infoomation Sheet
Lz el R R AR i o e Y ) P R o e

Version number and date of Tnfarmed Consent Form
LR b s Ty e R L T e

ch Type of consent planned for -
1




Signed consent [ Verbal/Oral consent [ Winessed consentd Audio-Videa {(AV)

consenil]
Far children=7 yrs Verbal azzent frommino Written assent fhom minar
T-12 1 along with {1 3=1 & ywra) along with
VLAR ArEal FRN ¥ B
W canscnil] porental consent] parental consent O
Consent from LARD (11 a0,
specify from
L5 TE 1T 1 T
(Hher
PRI | 5 i i A e b, . e L [
() Whe will ghtain the informed consent?
Fice-1 O s/ Counselor [ Fesearch Sinfil] Other{ Bt [ i esiiiiusiamsssnapnmess
Any tools w0 be
{e) Participant Information Sheet (P15) and Informed Consent Form (TCF)
EnglishC] Local language[]
(f)  Provide details of consenl reguirements for previously stored samples if used in the shudy”

(g] Elements contined in the Panicipant Tnformation Sheet(PIS) and Informed Consent Form (1CF)
Limple lnnguape [hara’ Smmple sharing Compensation for siedy  relmied  mjury
Sfulermnenit ket eonsent s wobuidary

Risks anad discom ity Meed i o 'l'_' cdiieey  Denef bk

Alternagives to participation

Stutemen Uhat mvalvgs research
Right o withdraw Sty

Canfidentinlity Wae of phmogmphs’ [dentifving  dioa
Comtact infoomution of T oand Member
Bewsfis Seorclary 4TEC
Kiirage ol smples

Rewm of rescarch mesalis

Parpase and procedure Fayment for paniciparicn
(ithers{Specify}

11, PAYMENT/COMPENSATION
{a) Who will bear the costs reluted 10 panicipation andl procedures” ?

| T | [ither agenciesispeeif
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(b)) Isuhere o provision for free trepiment of research related injuncs® ey O Mol WALl

If" yves, then who will prowide the
R L - T i o o e W R R B S S B A R B e S S e S

(c] [Iszthere s pravision for compensaiion of research reloted SAETYes [ Hall WAL
I yes. specify,
Sponsar] Institutional Corpus fundD] Project grant] Insuransel]

(e} 1= there any provision fer medical traatment or management till the relatedness is detennined for injury to the panicipants
during the study period? Yes [ Wall MAld

If wes, specify,

eaabpprelt i e JER LR B R R S B TR S rraqeTF R AR, R R R e N T N A N N R O R S I B B A e e aeuy

{e] Is there o provision Tor ancillary cave Tor unrelnied illness during the sudy perdod? Yes O Mol Ml

{Fy  Irves, please specily,

rifuranioms w so-yussn’ requinsascy vos P fosed of et Bifice Goaalebars for Broecdcad o Moo Soaceeoh demborg, Hamen Parucpane 00 Faae 34 e Neomoy 38
Fiinciane koo om PF cowfrmmg e smme
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12 STORAGE AND CONFIDENTIALITY

{a) dentifying Infoomation Study Involves samples‘data, Yes O wel wrall

If ¥ex, specify

A nonymaous/Lnidentified [ Anomymized; Reveraibly codedl] Irieversibly coded [ Tdentifiable [

If identifiers must be retained, what sdditionn] precautions will he taken to ensure that acceds is limited [data i safeguarded?

(e.g. data stored in a cabinet, prssword profected comPUIEE S8} . ee st e s

{(b) Who will be maintaining the data pertaining Lo the
gy Y e s L vamne e S e St s R AR RS S e e e b R
{c) Where will the data be analyzed” unrlh}r
o L R B PR SN el A P B L N SRy

() For how long will the data be
BUOREAT  wvmrssrrmrn catba bt imra rmsm mmnms s bbb o4 8 s i s Ll br b o b b s s e e e oS e ey B it

() Do you propose 10 use slored samples/data in future studiesTVesl  Nall Maybe (1

If yes, explain how you might wse stored materialidala bt O TR st s e o Py i £ i e s R LR A Kt

EEGTIE}N D DTHEH IESLIEE
13, PUBLICATION, BENEFIT SHARING AND PR I55LES
fa) Wil the resalts of the study be reported and dissemimated? Yes[d meall WAL Ifyos, specify.

() Will you inform participants abot the resuls of the sty e o nall
(] Are there any arrangements for comtinued provision of the intervention for paricipants, if effective, once the saudy has

finizshed? Y] rnld NAL T ves, describe in bried (bax 50 words)

{d) Ts there any plan for post research benefit sharing with participants? Yesl Mol MNA O . Wyes, specifs
{&) Is ihere sy commercial valoe o o plan o patent/TPR isaues? Yesd Moll A O, 07 yes, please prowvide deinils

{f) Do you have any addisional information 10 add in suppon of the application, which is not included elsewhere inthe form?
Yeald Mo I yes. provide details,




"o CravEny, o GRILE SONFY FOORP, & PORCCC OOV L
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SECTION E: DECLARATION AND CHECKLIST

11, BECLARATION (Mease tick as appdicalile)

[ certify that the information pravided inthis application is complete and correct

I'We confirm that all investigntors have approved the subimied version of proposal/related documents.

I'We conflinm that this study will be condocted in aceordonce with the latest TOMB Mationgl Etvical Guidelines fios
Riomedical nnd Health Research Invnlving Humaon Participanis and ather applicable regulations and gulde-lines.

1'We comfinm that This sechy will be condocied in accondance with the Drops and Cosmetics Act 159940 and nsRales
1945 as pmended from time o time, GCP poidelines and other applicable regelations and guidelines.

1AW will comply with all policics and puidelines of the institute and affilintedcollabomting Instimtions wherethils
arudy will be conducted,

1AWe weill enswre that personne] performing this study are quealified, appropriately trained and will adhere iothe

provisions of the BEC approved protocaol .

I'We declare that the expendituse in case of injury related io the study will be taken care of,

IMWe confirm thal an underiaking of what will be done with the lefiover sumples is provided, if applicable,

1"We confinm that we shall submil any protocol amemdments, adverse cvents pepodt, significant deviabongfeom
protocols, progress repors dnd a final report and alss participate i any audit of the study i needed.

17 e conlirm that we will maimtain accurate and complete records of all aspects of the smdy.

L e il protect the privacy of panticipints and assure confidentiality of data and hiological samples.

1"We hereby declare that any of the investigators, researchers ini'or ¢lose relative(s), have no conflict afinteresd
[ Financial™on-Fipancial) with the sponsesis) and oucome of siudy,

1AWe have the following conflict of interest (PFLAC o=k

applicable.

1"'We declare'confinm that all necessamny povemment approvals will be eddained as per requirements whercv-er

{11 E 4] O I A (SN NS L P S =L LSk by

T4 AT o -

Mamie of Dol i

T 1V {1 T | o

Sigvnture:

e Bl N b o e s e e T U e e

SAGNARBET e
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ST hias firmarn are adaprrid s can be anadifiea by the Etice Cammuies mmsbers doperalig on fheir seeds el pegrrrenssintsd sbnow fadgement for Becegpiaf
Applicaton {Capy kb gravickd 1Y)

Version 240

(5
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12 CHECKLIST
5 WNa Tems Yes | Mo | MaA E“"'Ir:ﬁ""" nl[:::l.un._—f:[:;h ar
ADMINISTRATIVE REQUIREMENTS = = ik it R
| Cover beiler
2 BrielCY of all Inveaigaroes
3 o Clinica] Prastics (GOP) training of investipagess in Lase 3 years
4 Approval of ssientifie commiltee
5 EC cleursnce of ather cemlers®
& A precneens between collobesating partners®
7 BAT A hetween collabarating pariners™
i Insurance policyfcerificale
3 Evidence ol cxteral lharatory credentials in cass of an extemnally
autsourced labaraiary stndy QAN certifiention
i Capy sl comract or agrecment slgned with the sponsar of dondr sgency
Provide all sigmificant previows decisions (g those leading 10 @
i nepative  decision of mndified protocoel] by other ECeHegularory
mishorities for praposed smudy {whether in same location ar clhswherehand
madilicationis) o prowoced 1
PROPOSAL RELATED . e e = e | eI
12 | Copy of i detailed profoce”! N
K Investigatess Brochune (IFapplicabls for drugfbiclogicals/devies trials)
4 Tariclpan :Infarmutll.'ln Sheet (P15} and Participans Informed Consemborn
{HCF i English aned vranslated)
15 Assent form fir minoes (1218 years) (English and Transloted)
% Proferma/Questiormnaire / Case Report Forma (CRF ¢ Imerview guidesTiaides
for Focused Citoup Discussions (FU4) (English and transised)
i7 Adverisemenumaterial 1o recrait participanag {Niers, posters @c)
FERMISSION FROM GOVERNING AUTHORITIES R T s
. il prermissions Besquired M Rreemad | Apphed ddi - EA Hemurks
roquined Y
T e . i :
TR N = = |
0 | HMSC Dl R
21 | NAC-SCRT = == o
17 |Icscr = 3 _ |
_33 HCGM B — = =l _—
24 |oEac N | = B
[ 25 | Banc = B = =
_111 Tmliau.nl B B o = = !
At hhers (Speciiy) = = == =__
ANY OTHER RELEVANT HFORMATION DOCUMENTS RELATED TO THE STUDY L
Ty YVE= i LAY Encloss e mi, ELC remiairks
|
29

Py Eadlc ey recamle, )
AT Pt rif Fromfersprmermun, S TMLC sy Trs Bopes-luilr LY o bl iR
it e Sew o o Merorre b g Therpr 8 ST R-Sraidano doamatiog e S

. Foalils hifmiader s Soenenieg O wmreniron, W50 AT Moo A

Viu [ e ALYKE G8F CAo Tl e Afomaiiskatisey” CRRAT = semcfar Eryriies P
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Application Form for Expedited Review
N Shridevi Institute of Medical Sciences and Research Hospital
Shridevi Medical College Ethics Committee

Title of study: = = o e e i B ittt e e e et
Principal Investigator (Mame, Designation and Affiliation): e e e L R e e e

1, Chaose reasans why expedited review from EC is requested’™= ?
i, Invabhees mon-idenifiable specimen and human tissua from sources like blood banks, tissue banks and O
left-oeer clinical samples.
i Invalves clinical documentalion materiaks thal are non-identifiable (data, documents, records). O
. Madification or amendment 1o approved protocol (administrative changesicomrection of typographical [
errors and chandge in researchen(s)).
i¥, Revised proposal previously approved through expedited review, full review ar continuing review of O
approved proposal,
v. Minor deviation from ordginally approved research causing no risk or minimal risk. O
vl. Progressfannual repart where there is no addilional risk, for example activity limited to data analysis. O
Expedited review of SAEs/unexpactad AEs will ba conducted by SAE subcommittes.
vi, Far multicentre research where a designated EC has approved the proposal, a participating EC may O
review participating centre specific information and modifications in the study proposal through full
commilles meetinglexpedited roview depending on the importance of local consent retated issues involved

apecific 1o the centre.
vii. Research during emergencies and disasters (See Section 12 of ICMR Ethical Guidelines, 2017}, (W
i, JAny other [please SPECITY) s 11 e P e S S LU 1 AT
2. |5 walver of consent belng requesiad? ¥es [ Mo
3. Does ihe research involve wulnerable persons' 7 ves [0 Mo [
Y es Qv dBIRIIET s esss et et o i S i b S e e
Signature of PL o e s G L M R B S S R ERS RN AR E R A | | | |
Commants ol EC- Secretanat .. e ;
Signature of Member Sacrelany: ...k S LA i i I | | 1




L medar fo Nadional Ethical Guideines for Fomedios! & Heaith Resesnoh favohang Humah Pamiopants 2007, Fage 51 Tabie #.2
ey phaladls, refer to apolicebion far initial review, Sectian-C, Sfh]
* in cazs fhiy i et sudmission, leave U hlsak

Versian 2.0

1




Application Form for Exemption from Review

@ Shridevi Institute of Medical Sciences and Research Hospital
= Shridevi Medical College Ethics Committec

T O I . e o b im0 e ————— e RS yp—"—
Principal Investigator (Name, Designation and ARRELIONDE et ibba s s s s iere s o

1. Choose reasons why exemption from ethics review is requested™?

i. Aessarch an daia in the public domaln! systematic reviews or meta-analyses O
. Observation of public behaviod information recorded without linked identifiers and disclosure O
would ol karm the intarests of the observed person

i. Cruality control and guality assurance audits in the institution O

v, Comparisen among nstructional technigues, curricula, or classroom management methiods O

v. Consumer acceptance studies related 1o taste and food quality (]

vi. Public health programmes by governmen! agencies” O
wii. Any other (please specify in 100 words): S R 1 e L e | A e LY T £ B WL iz

Bigraturg Of PH e i st . | | j |
Commenis of EC Secrataniall e -
Signature of Mamber Secrelary . b R e A A 1 I !

Select Fa catagary that appies best fo your Studhy and Aty why pous e 2 shoaid be Exempted From revie, Foea detalled ndesstanding of the type
oF SHIMh=s (AL Fr8 xermet from reviie, refer o ationad Eitiead Ginde) el B Maaith Resaarch Imeolving Human Farticipants 2017, fage 51

Taihs 4,3,

112




18y e programme aeaiiieiion whive the salp purposa of the exennise. & refinemend sad morowement of Bhe prograrmme of menitosng fahens fhene are
no dnclioloe idferadiRans )
Wersion 2.0
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Continuing Review / Annual report format
Shridevi Institute of Medical Sciences and Research Hospital
Shridevi Medical College Ethies Committee

Titlea of study. e S ; P S i
Frincipal Investigator (Name, Designation and Affiliation): ......... - I — e
8 8 S 8 8 8 8 — L ‘l_ i i— ---------------------------------------------------------------- Ir ------- F-- --J]- T
Data of EC Approval; J I I I Validity of approval; I !
j et fny vy |
Crate of Start of study: Proposed date of Completion:
Pariod of Gontinuing Report: | | | | —— o | | | |
Cioas the study involve recruitment of participanta® vos O He O
{a) it yes, Total number expected........ . Number Screaned: e Mumber Enrallad: i
MumMBer ComPetonl ..o s s i b——————‘ Mumber on followupe. oo ¥
(b} Enrclment status - ongoing { completed’ stopped
{c) Report of DSMB ™ wee [0 Mo O mald
() Amy other remark.. ... i i TN P NPT P oot LR PR NI SL N LRI LR T te e P OS T LVES,,
(&) Hawve any participants withdrawn from this stedy since the last approval? Yes L1 Mo O Nall
if yes, lotal nember withdrawn and reasons: . S =TT
. Is the study likely to exend beyond the stated perdod 77 ves 0 Ne O

it yes, please provide reasons for the exlansion. . o e A e SR B b TR R o

. Hawe there baen any amendments in the research protocol/lnformed Consent Document (KGO during the past
approval pariod?
If Mo, skip to tem no, & ves [0 No O
(a) If yes, date of approval for protocol and 1CD : | I | |

{bs) In ease of amendments in the research protocol1CD, was re-consent sought from participants? Yes [ tolJ

It yes, whan §f BowW: o e B Ot Ot e kA o I 2 e b vy s | S i ek B

Arobiems
[T T
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singa thie fast continuing review appiication with respect o implermentation of tha protarol as claared by the EC

Version 2.0
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£ Iz any new Information available that changes the benefit - risk analysis of human participants involved in this
sludy? wes L No O

I yes, discuss in detail i B e L e = B T L PR B e e

Sl T el L L T T —

rimintal T i e

If wes, give delails... o ST . e . .

T B T I T T PO TR P, .

g {a) Hawe sny sdverse events been noted since the last review? vee OO Ne O
T A T o L e e e e L T s o A e e )

e B B B U NS N B TV PR T U T U U G0 8RS U S0 S 0RO 00 0 R0 0 NN Sk U BAE 0 U 0§ G R N U S U AN A R DA el B A e DR R e B bk e

() Have any SAE's occurred since |ast review? ves O Ne O
If yas, number of SAE'S 5. asesseas Type af SAE's: "

B TR T e e e e e e e e e R R e ]

(€} 15 the SAE related 1o the study? ves O no O
Have you reporied the SAE o EC? If no, state reasons ves LJ No [

A limd i AR S R LA R BRI LT NN E N R DU LR R Y L ey -y ey

e T e e e L T T R L e m g e

AR T e B

& Has there bean any prolocol deviationsiviolations that occurred during this period?

If wes, number of deviations e, TR e L et et g
Hawve you reported the deviations to ECY I no, stale reasons ves O Mo O

(IS TIPSR T T

SSBEASIEENBASH 1 RSN BN N NEY NN I PR DY P v

i i SR AR A § B R B BT IT Y E R e e 8 e e e g

PP PP —————— e ST T TI R R R TR T M S SRS E S Bt e bt LEE Bttt B EEE Ll

10 In case of multicentaric trials, have reports of off-sile SAEs been submitted to the EC 7 vos O Ma O na Ol

11. Are there any publications or presentations during this period? If yes give details

A Al BNEE EE BUE 18 EN TS T WY P 1 ey i s e e i o T D AL B Y M TETT YRR TTIOTTE

T R Y PR P o e i e e o 00 T U0 8 P i g e e s e 5 38§ 5 S LSHL S LS LI LR B L N ) P Oy pe e s e s R4 Liadivmim

Any  other comments:.... PRl e B s {4 P o

[ lmee] o ]

Signature of P; L e e e et S
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Application/Notification form for Amendments

@ Shridevi Institute of Medical Sciences and Research Hospital
Shridevi Medical College Ethics Committee
<o g e i e O L i L e d wlid Skl anyi s e ST
Principal Invastigater (Mame, Designation and Affllation): o
1. Date of EC approval | | | | Date of start of study
1 Defalls of amendmeni{s)
S.Ne Exigting Provision Proposed Amendmant Reason ﬁﬁnﬁgﬁ
3, Impact on  benafit-risk analysis ves O Mol
If was, describe in bref; R —
4, b5 any reconsent necossary? ves O naO
If yes, have necessary changes been made in the informed consent? vas O Mo
5 Type of review requested for amendmant:
Expedited review (Mo alkeration in risk to participants) O
Full review by EC (There 18 an Increased altaration in the risk o participants) O
& Version number af amended Protocollnvestigator's brochurafICD 2
Signatura of Pl i st | I I |
0 Tmos Y2 118
i o 13 || & |
% &k s
9 . oy - .-.-



HEncalion ANDVES RagE number i e JCOyprateos! where it amisndment & proposed.

Varzinn 2.0
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Shridevi Mr:dicnl College Ethics Committee

Protocoal Violation/Deviation Reporting Form (Reporting by case)
Shridevi Institute of Medical Sciences and Research Hnsp_i{l:;i]

1I

L EE

——trrraTERT

1. Date of EC approval | | | | Date of start of study | | | |
2 Parlledpant 1D ... i i s D808 of DCCUMMancs | l | |

3. Total number of deviations Niolations reported till date in the study: ....

4.

5. Is the deviation related to {Tick the apgropriate box) ;
Consenting O Source documentation O
Enrollmant O Staff O
Laborstony assassment O Participant non-compllance O
Investigational Product O Mhers fspeciie) o
Safety Repaorting a
6. Provide detlails of DeviationMiolation: L PR L ey g ML Ly A
7. Comective aclion taken by PIACo-1 y R S AR R o Bk
. Impaction (il any): Study pamicipant 0 Quality of data [J
9. Are any changes 10 the sludypratocol required? ves O nod
Iif yEE, e I i e e T s
Signature of Pl . BN o M Y e L | ]

DeviationNiolation identified by Principal Investigatorfatudy team [ SponsorMonitor [

SAE Sub CammiiesED [




Varzion 2.0
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THME GF BN oo s mmvrrrmwn v vmrhsemmrres s srsmes s v e 4 8 04 e 0 .

B R U VY VR S —— Y T VT ¥ R 3 § 18 B e ik B4 B 8 b 6 £ -0 5 8 8 it - o i i e o e A RS

e L L L AL L e Y 0 TN PP Y P VR S L R S R L B b 0 b 5 6 5 8 e e e i e i

2.
d.

4

Initials and 1D Age at the time of event Giendar Welght:,. .. (Kgs)
................................................................ Mate O Femate O Height:.................{cms)

TR e T e T e T L R e T e T e e T T L

Suspected SAE diagnosis: s
Date of onset of SAE: | | | | Describe the event ¥

-------- mreas e T T PR PR T )

Crate of reporting SAE: | | 1 | i

L e LT T T e e e e Y TR TR Py o

Dietails of suspected intervention causing SAE #

Fepart type: Initial CJ Fallow-up CJ Final O
It Faliow-up repaort, state date of Initial report | | | |

Have any similar SAE ocourrad previoushy in this study? If ves, pleass prowde details. Yes OJ noll

— m— e — i 1 Ly - i - - meaimaa Sa1mad 1AaaE IEEEE PEY 1 RS i Y -—
et e b im0 B L 0 DT T IR B ot £ ey £ 0 e e 8 R A S RSN LS L P LR LR P ey e ey
et o i b e i 80 B B 8 B LSS Y LR D DR Y F e £ e ey ] 8 6 o e e e e B R LA S B B Y N PRTANE - ——
H (B P = - Py U . = o a = T — — AL
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el Lo FESOATTH imtervention inehailing Basic, spoled and operational research or climcal ressarch, axcept for investipslional few Jrugs. I I & an

maernlicn Jorm and the
acadenthe ellnical brial, rante, indications, casage, BT SErEnghh oF bhe drugis) g 20

‘-IEF.'II




7. In case of a multi-centric study, have any of the other study sites reported similar SAEs 7

{Plaase list number of ceses with details if available)

P LT LT LT [T

e T N T R TR TR e ]

St s s IR I E TR e sy mm——

N LR

8. Tick whichaver is applicable for the SAE: [Kindly note that this refers to the Intervention being evaluated and NOT
disease process)
A Expected event 0 Unexpected event [
B.

Hospitalization O Increased Hospital O Death O Caongenital anoma- O
Stay lyibirth defect

Parsistent or signifi- O Ewentrequiting inter- O Eventwhich poses O Othars O
cant disability/inca- wention (surgical or thraat to life
pacity medical) 1o prevent

SAE

i iieadd B A . e ey eeeissss EESdEESdIEARTEIIPER PRy s s b e B R S AETYRETTY

In case of death, stale probable cause of death......... ot iy R I e A ! U ST

. Mo permanent’significant functicnallcosmetic impairment O
Permanent/significant funclionalicosmetic impairment O

Not Applicable (]
5. Daescribe the medical management pravided for adverse reaction (il any) 1o the ressarch participant. (Include infar-

miatton on who paid, how much was paid and Lo whom),

T e g e B e B R ST R R PSR e i m e S R T

10. Pravide deiails of compensation provided / to be provided o paricipants (Include information on who pays, how

much, and to whom... e R L e e e R e

11. Outcome af SAE
Fatal R Recoversd O
Continuing [ Unknown O
Recovering [l Other (speetyy O

12. Provide any other relevant information that can facilitate assessment of the case such as medical history

LEE3ERLEERELERY Shmani r e ———— s

R ————m T D] S Tt s




Signature of PL
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Premature Termination/Suspension/ Discontinuation Report Format
if‘{ ﬁ‘ - Shridevi Institute of Medical Sciences and Research Hospital
S

Shridevi Medical College Ethics Committece

B |

T o I s i i i b L e

e, T 1 P — PN LAY e T R L R ]

T L T e ————y PRSP TES S EEL i EE B LA B L 1 B o0 F e 8 oy s e e B 8 m a me  RR PETETET RE T

Tt ST p— ik nEnTETTIET B T W 0 000 00 e ke e i R b R B

Principal Investigator (Mame, Designation and Affiliation) —......... sl TR e e L

1, Dateof ECapproval | | 1 | Date of start of study: | | | |

7. Date of last progress report submitted 1o EC: | I | |

1. Date of lerminationfsuspension/discontimuatson: | I | i

4, Tick the appropriate
Premature Termination [ Suspension [ Digcontinuation [

Beason for Tarminstion/Suspersion/DIscontinUBtion: ... i

Action taken post Termination! SuspensionDiscontinuation (if 8NV i s
5. Plans for post study follow upiwithdrawal (iT BNy i s s e .

BE. Details of study participants:

Total participants 1o be recruited; omemmeeem— SoremeEd! oo Serean RS e i

[STaTie |- 1o e —— Concant Withdrawnl .. Reason (Bive detdils); ——eerimnns i

i e i i 8 1 B B Y e & e it 8 s I R il T TTrTa— A T T T R e e o e B T o o e e £ G RS £ PR p e n pe—n s e sy

LT T L= Tty ' = LR RO o |- -~ - v 3 1€ 11 detalls): e e e e




! Desorite post-LErmnSN oy SUSASTE Y (NSCONTINLRIN falon LD pians T any. Ao aeeonibe any wiEtidrawal phans fov e sludy.

Sy
S
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Active on treatrvent! et — Completed treatment @ e Farticipants on follow-up:

Farticipants lost to follow Up: e amimnesscssnne SO SRR mrmmsisiansasmee FSTEER OF et oS i cicemneaa

Reasons for each drop-ouwt:

e e 422 SR A THAT A TR

7. Total number of SAEs reported il date in the study:

L R R R N TR TR SN R R TN ]

Hawve any unexpected adverse evenis or ouicomes observed in the study bean reported to the EC?  Yos O wneD

8. Hawve there been participant complainis or feedback about the study? vee (1 Mol

It yes provide details:

AL B2 LR EEAE EEIT TR ERIEENd PR PP E

e LAY ST E PP

5, Have there bean any suggestions from the SAE Sub Committee? ves O Mol

If yers, have you implemented that suggestion? vae L1 Noll

10, Do the procedures for withdrawal of enrolled participants take into account thair rights and welfare? Yes O ned

{&.g., making arrangements lor medical care of resaarch paricipants) ITYes, provide details

sprpm—— e [P e B T T

e iy irlesul i e e e s e B T AR e LI P EEE

Summary OF fBUIRE (I B s st st i £ e 2 b o e b S e bbb st

_________ I T T T e —————————— e P P PR T PR EE R P R D

Y
e —nien r—rrra mmmmm e saa IIET I T T e et ¢ e o
skl e vas e pies ™" T LI e LR
........................... - fmmaa uaa - s S S T e A L
R T T T L e LT AR L R 1 ST 1 e s i o 1 S 8 R B A R e i e = -

Signatmre of Pl oo mimsismmmrir— [ I t |

"!'-"J'.LEEE i

: X
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Application Form for Clinical Trials
Shridevi Institute of M i ical Sciences and Research Hospital
Shridevi Med i;.gl College Ethics Committee
|"

§

—_—— -

Title of Study! .————. B e B T e T o | A P e R
Principal Invastigator {Mame, Designaticn and Affillation). — . e T e

O

vamrvemeren i FEGGISETATORN NS e

Type of clinical triad Fegulatory trial O Academic Lrial
CTRI registration numbes: ... MABH accreditation number ...

If regulatory trial, provide status of CRSCO permission lattar

Approved and letter attached O

Mot applied (State reason) O

Applied, under process [

i Tick all categories thal apply to your trial
FPhase - |

Phasea Il

Investigatonal medicinal products
Madical devices

Drug/davice comblination

Mon=crug intenvention

Indian systerm of madicine (AYLUISH)
Phytopharmaceutical drug

Others (Specily)

ogoo0ooooa

Phase Il O
Phasa IV or Post Marketing Surveillance [
Investigational Mew drug (m]
Mew innovative pracedure O
Bicavailabilitv/Bloeguivalence studies O
O

O

Repurpasing an existing interventiaon
Slem culls

Appravad drug Tor any new indication
ar new route of administration

O

4. Trial design af the study
|, Randamized
Naon randomized
Farailal
Crass-over
Clusier
Matched-pair

Oihears (specify)

OO0000oao

Factaoral

Eiratified

Addaplive
Comparnson trial
Supariorty irial
Mon-=inferiarity trial

oooogooo

Equivalence irial

I, if there is randomization, how will the parlicipanis b

g allocated to the control and study group{s)?
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5 Li=t the primarny / secondary outcomas of the trial,

E s there a Contract Research Organization {CRO) /Sile Management Organisation {SMO}) # Any other agency such
as public relation/human resourca? ves OO o O

¥ yas, Nama aid Combol otBlE. .t r——————————— A o PSSy F2s s R A g g e

e o e R T N PR ETERTE Y e e e L = e e N T R e T T e T e e T T R R LT PR PR L N e R L TR AR P E L T

State how the CROYSMOVagoncy will be involved In the conduct of the trial (tick all that appiy)
Project managemeant Clinical and meadical monitoring
Regulatory affairs Data managemeni
Statistical support Medical wriling
Sile managemant Audits, guality contral, gualily assurance
Finance management Recrultrmeant and training

Qihers (specify)

DOoO0000
OOOoooao

Adminisirallve suppon

7, Please provide the following details abaut the inervention being used in the protocol

. Drugls, devicels and/or biologics; i yes, provide regulatory approval details. ves CIne O na O

i i T R EE LR ] sasin EEEErmEEE

i, Aleady approved drugs or a combination of two or mora drugs with new indications | change in dosage fiwrrn
route of administration. i yes, provida delaiks, ves LMo O na O

___________________ e e L R e R R R R PR

IIl. Prowide contact details of who prepaned and for is manufacturing the drugls, devicels and bialogics.

IV, Pravida details of palent af the drugls, device/s and bislogics.

. Describe in brief any preparatory work of site preparedness for the protocol? ves e O na O

if yes, provide delails (T00WOrdS) e iism—— s N R L LR o i 8 e N

FTHIE P PP e T P TR R R P TTIR PP LT LIS AR EEE L LEL
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1, |5 theare an initial screening) use of existing databesea for participant selection? Yes o O na O

If Yes, provide details e e s e T PR RIEN Y ; SRR R T

[ — T —TTT O T RT3 TRy o et i8] . S S 8 8 5 T LA E B E N0 N & SR R

0 s thera any anticipated incidence, requency and duration of adverse events related to the intervention?

If yes, provide details of arrangements made 1o address them. Yes [ o O na O

i s prmEEErrraEEnEr rran s B idmewidobing bi kldddd gun i
[EET LI i . SR EEEE I AR R R T R A R IR N P TR e s i —
FEIREEI R i - =iy e B T T e L R R L T e R L L EE T P LT

11, Doas the study use 3 placabo?

If yes, justify the use of the placebo and risks entailed o paticipants. ves Mo O wa O

HE T B B o e i L T 1 L1 F1 1 F 17 S ey £ # 81 8 8 S e e - a T L T L L LTI e
_______ PRt s TR PE L S ——— T SR P T R PR A T e R PR L R E Lt R E L LR PR EEEE TR S P EE L R EE]
B o T e 8 B T T T T i i it 8 e AL .4 L0 S T e R R T

12, Will current standard of care be provided 1o the control arm in the study? yee O Mo O na O

i ha, please justify,

e o i i i S T R R TP T DR T LRI - = = =
i T e r——————S ] LSTLLTL T L I L L T e N P T VT TT N T mreey IEEEEETETES] G R EEE
B s = = = e T TR Y = TR e b e s e R R B LN TR TR R e e 6w

12 Are there any plans to withdraw standard therapy during the study 7 If yes, pleasa justify. ves O ne Ona O

g L i b it et A — AT - = = mre—— - - - = Lot
i . TR L e e L B I A O e i o U T e L -
T B TP ————————————— R T T ER PP LT TR N R T LSRR

14, Are there any rules 1o stop the profocel in case of any adverse events? H yas, please specily.  Yes One Ona DD

e bhd E S T E R e 1 8 . rhidaperrriddddpr ppem s skl E L L

15, Does the study have a Data and Satety Monitoring Plan? If no, please justify, ves O e O
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16. Farticipant Information Shaet{PIS) and Informed Consent Form {ICF)

English O Local language
{cerified that local version (%) isfare a trus translation of the English version and

Chaer{Specifyy [ ©8n be easily understood by the participants)

List the lenguages in which translations were done T 8 bk thid o i TR R R R eA L L

Justify if translation not done e e e L e

e — e T T AR U NGRS L U Rt 5 B 6 B o B 6 o i e g e

17, Involvement/consultation of statistician in the study dasign Yes O Me O nva O

18 Is there any insurance coverage of the rial? If yes, provide details. ves O Me O

e e e e L L R T T R R e T N R S R P L T e e e T e P T T R BT T T RN P P T I PP P TS E e e ey

1. Is the P reglstered with Medical Courcll of India (MC1) or the State Medical Councll reglstration?

Please provide details. Yes O Mo O

o i e e e e e e S R -0 4 70 e - et i | LY B I AT AN B E R AR B E ANE L. TE SR T ELIASAEEI 113 ALLIAKINISIREHEL

il, is the Pl rained in GCP in last 3 yeers? If yes, Please enclose certificate Yes O Mo O

Signature of Pl R e | | 1 |
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8}

L]
i

~ Serious Adm&mk&p@nanmm{ﬂm o
~ Shridevi Institute of Medical Sciences
@ = Shridevi Medical College Ex
ﬁ: 0l :

1d Rescarch Hospital
s Commitice

Title of study: o i e 15w P A A R e,
Principal Investigator (Mame, Designation and Al ation ) s sttt —eoeeeeessmeess e en —

1. Paricipant details ;

Initials and Case Mo/ Age at the time of event Gendar Weight............(Kgs)

Subject ID s e Pale a Height:_... ... fcms)

Famale (]

2 Report type: tnitial [ Fallow-up O Final 0

If Followe-up report, stata date of Initial report EZR | ]

Whal wias the assessment of relaledness 1o the thal n the Initkal repon?
ByPl- Related [] By Sponsor- Related [ ByEC- Related [
Unretaied [ Unrelatad [ Unralated [J

3. Describe the avent and spacily suspected SAE diaghnosis..

[Enw zum B LR R A S L B R L 1 P ) DA AN S N S S R SRR A AR E AR B AR I AEEE

..... et i | e e s ol R B e T I 1 s b e d ey R B e i e B s A e R

4. Date of onset of SAE: | | | | Date of reporting: | | [ |

5. Onset lag time afler administration of intervention; Location of SAE (ClnicWard/Homed/Other)

A, Detalls of suspected study drug/davicefinvestigational procedura causing SAE:

I. Suspect study drug fdnclude generc nams) devicentervantion: ... e

112 Indication(s) for which suspeact study drnag was prescribed o Teebed: i s

i, Route(s) of administration, daity dose and regimen, dosage form and strength :

IV, Therapy start date: | | | —]

7. Was study Intervention discontinued due to evenl

ves [ Mo O
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£ Did the reaction decline afier stopping or reducing the dosage of the study drug / procedurs? . Yes Ome Ol
Ir TE‘-E. prﬂ\'ldﬂ' dE!EiIE Ebﬂu‘tﬂ]ﬂ m-'ted dI:IEE ............................................................................................................................ [STSTST
g, Did the reaction reappear after reintroducing the study drug / procedure? ves O No O na O

It yes, provide delails Bbout the dOSE....... i e e e e e o o e T P

10. Concomitant drugs history and lab investigations:
I. Concomitard drug (%) and date of administration: I | | |

Il, Relevant testlaboratory data with dates: | I

T L Ll L e e T TR LR L R

ill; Patient relevant history including pre-existing madical condiions {(2.9. allergies, race, pregnancy, smoking,
alcohol use, hepaticd renal dy sTUNCHON B i i B i i e T e T e e et

YesONo O

11.Have any similar SAE occured previously in this study? If yes, please provide details.

12 Seriousness of tha SAE:
Death
Life threatening
Haospitalization=initial or prolonged
Disability

Congenilial amncamnaly

Required intervention 1o prevenl
parmanent impairment / damage ()
Oihers (specify) a

oooo

................................................................................................. TETETETETET R TR TETT AT AT e e T T T e T PR T B T

13, Describe the madical management provided for adverse reaction (if any) to the research participant (Include infor-
mation on who paid, how much was pald and to whom),

FE T T T I Ll LT ————— sidiiiies AEE IR T TR R TR R . e EE LT R CE PR R TR PR

a3 U S bt k1 1 L i i it s . B PR i it o o i s o e o e B e ot S B e o R

14, Outcome of SAE:
Fatal O Receversd
Continuing (| Linkmgwn

O Qther {specify)

o G

................................................................................................................................. EPTRETE TS BT TR TP A T ATR TR Y

15, Was the research pariicipant continued on the iral? ves Mo O na O
16, Provide details about PI's final assessment of SAE relatedness to trial.

17. Has this information been communicated o sponson'CROfregulatory agencies? ves O Ne O
Pravide details if communicated {including date)

1E. Does this report require any alteration in trial protocol? ves O Ne O

158, Provide delails of compensation provided /1o be provided the paricipants (include infarmation on who pays, how
ol Tt o B T B VBTl OO U SO TP e s ke 4 e R o B R el B e

Elgnaturea of Pl:
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Study completion/Final report format
Shridevi Institute of Medical Sciences and Research Hospital

@ Shridevi Medical College Ethics q_gmmiﬂen
g

L RN I | e 8 e ey i e o e A G M o N i il Bl it

Er T i sl i L T L P S D AR L s AL Ee= ey y e P o TR T

Principal Invesligator (Mame, Dasignation and Affiliation): o e, L

e T T e T T

[ T T e T T T e e e e e e Lt L et — il FEET UEEN IR AN TR T EER T EE O EE N G T e T T T L

1. Dateofl EC approval: | | | |
1 Date of start of study: | | | i Cate of study complation: | | | |

Provide details of;
a) Total numbear of study paricipanis approved by the EC for FectUitrment) .. i vimasrr s s s s s s

by Total nambar of atisdy Par I DaNE e i rerererttsrti 48 S i 8 8 8 68 8 8 1 £ taas i

c) Total number of participants withcdrawn from the study (IF a0y} e, B N PR o R L

Provide the reasons for withdrawal of participants® - e g T I b e

4, Describe in brief the publication’ presentation/dissemination plans of the study findings. (&lso, mention if both
positive and negative resuls Wil Be s amaOl ... e g e e et

||||||||||||||||||||| aib LT e LR R R LR RN R TT TRE PR U PP e ey e SRS AL DL EERS

me——— e TRl I SR N S0 R S § 8 b v a8 R R LAk FTE T P ey BT
e e i e e 8 e 8 e T T U RNN OO R AR AR SRR EEE [l = a e -

e e o | T VS v | B S e P e e e e e E e e R AT P EE AT L RN T i il o
rerrirrET) T ST sin T TR TR LN R R EE RS S b b e e e m o s i e e e 2 =

6. Siate the number (if any) of Devistiona/Vialations! Amendments made to the study protocol during the study period
BT F Ly R L ST R P . ] e P A — AmMentmEns e e

7, Bescribein brief plans for archival of records f recond retention. e
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= Explanation for the mifdrawsl of pacticinants whathar by self ar by the A1
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B, I% there o plan far post study follow-up? yes O neOd

I' z‘l'\l_",ﬁl dﬂscﬁbﬂ in tlrbﬂ'f' ............ FEFEA T FEP L 1T EE 0 r e e i e " aEn

------ [LE] LT arm " e e
LT m are 1er Tr LR T T P S TP e w B
||||||||||||||||||||||||||||||||||| = CL TP T x i T v i

a a - = = FRREEN Ezaad CE S B N e T Pl LY P ot rrege sl B oy =,

8. Do you have plans for ensuring that the data from the study can be shared! accossod easily? vea [0 Neld

If yes, describe in briel: — ... S LK 43 LS8 S S o

N T B o e B L B 5 B o o i o i e e i 1 B T L N . B B B

e e e e ey Y u [T e B Y T TR TTREE  B R R0 S5 5 63 6 b b n e 8

....... Fre e T LL T e T T 1] e . T ]

10.1s there a plan for post siudy benefit sharing with the study participants? ves OO wold
It ves, describe in brief: B L R N R R G J

TR O UL A R e FES N e e ey T FPT R Frek
[ETTETTET e (TH LT TR RN P s e ais ———
.......... i D T T T ] . SrerTrEEmAN
-------- - L (Lt ST aia AmmmmamE e meae ) PP ERAN ) PRESAEE R T e

11, Describe resulls (summany) with ConclEslon ™ § . i it s e s s s e st

12. Mumber of SAEs that occurred in the study: o AT P T TaT

13. Have all SAEs been inlimated to the EC 7 ves LJ mo

14, Is medical management or compensation for SAE provided to the panicipanis? yes O neO

I yes, provde demie e

e s e R R g R R R R L L e L TNt L L L LT T T s —— . amLL ST TEE TR RTHTTRTY W
||||||||||||||||||||| s T L L L T T o O P LF e - i
LIt L L T T TTEET T ey a— — ks dei "

Signature of Pl _ | | I T
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lum Vitae for Investigators
ical Sciences and Research Hospital
College Ethics Eﬁmmlﬁm

Format for Curri
Shriﬂtﬂ Institute of M
' Shridevi M&ﬂi&i

&

Mame:

Present affiliation fob ritle, departmeni, and organisation):

Address (Full work address):

Telephone number: Email address:

Qualifications:

Professional registration (Namte of body, registration number and date of vegistration):

Previous and other affiliations (Include previows affiliations in the last 5 vears and other curvent
affiliarionsi:
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Projects undertaken in the last 5 years:

Relevant research training/experience in the area ** :

Relevant publications (Give references to all relevant publications in the last five years):

Signature Diate:

= E . . - . . ; A 51
=2 Details of any relevant training in the design [ research, for example in the Ethics Training,
e

&

= 145
L1




FHuman participants” protection courses, Clinical Trials Regulations, Good Clinical Practice, consent, research

I.:uhi::s training or other training appropriate to non-clinical research. Give the date of the training.
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