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SOP 01: TO ESTABLISH AND CONSTITUTE THE INSTITUTIONAL HUMAN
ETHICS COMMITTEE

RESPONSIBILITY

Dean (Research & Allied Health Sciences) isresponsible for implementing this SOP.

PROCEDURE

1. Dean for Research and Allied Health Sciences of Sri Balaji Vidyapeeth (SBV) will
select and nominate the Chairperson and Member Secretary of IHEC.

2. The Members for the IHEC will be nominated by the Dean (Research & Allied
Health Sciences) in consultation with the Chairperson of the ethics committee.

3. Dean (Research & Allied Health Sciences) will send an official invitation to the
selected members to join the ethics committee (Document 1A & 1B)

4. Members will confirm their acceptance to the Dean (Research & Allied Health
Sciences) by providing all the requisite information for membership (Document
2); then Dean (R & AHS) will send them the appointment orders (Document 3A
& 3B)

5. The Dean (R & AHS) will ensire that the IHEC is established in accordance with
the applicable laws and regulations of the state, country and in accordance
with the value and principles of communities, they serve (Document 4A)

6. Dean (R & AHS) will designate and instruct the Chairperson of IHEC and Member
Secretary to conduct the regular proceedings of IHEC for the institute

7. Atregular intervals, Dean (R & AHS) will review the functioning of IHEC.

8. If there are any changes in the membership of the committee, the Dean (R &
AHS) will send a circular indicating the same (Document No: 4B)

9. The established ethics committee will be multi -disciplinary and multi - sectoral
with adequate representation of age and gender. About 50% of the members
will be non -affiliated or from outside the institution.

10. The number of members in ethics committee will be between seven to fifteen
and a minimum of five members should be present to meet the quorum

requirement.
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11. The ethics committee will have a balance between medical and non -medical
members, depending on the needs of the institution.

12. The IHEC will be re-registered with CDSCO at periodic intervals. The re -

registration detail is available online at the following link.
(htt p://www.cdsco.nic.in/writereaddata/pudMAHATAMA  -922%20RC.pdf)

SOP 02: PROCEDURE TO APPOINT SUITABLE MEMBERS OF IHEC,

RESPONSIBILITY

Dean (Research &Allied Health Sciences) and Chairperson of the IHEC are
responsible for implementing this SOP.

PROCEDURE
1. Dean (R & AHS) in consultation with Chairperson will nominate the members of
IHEC, who have the necessary qualification and experience to review and
evaluate the scientific, medical and ethical content of the proposed  study.

2. When needed, IHEC will invite subject experts to offer their  views.
3. The appointment of an IHEC member will be for a period of three years.

4. Dean (R & AHS) in consultation with Chairperson may renew the appointment
on the basi s oontribuboa. member 6 s

5. During the term, Dean (R & AHS) in consultation with the Chairperson can
disqualify any member if, the contribution is not adequate and/or there is a
long period of (member) no n availability.

6. The member will have the right to discontinue from membership of IHEC after
giving written notice at least one month in  advance.

7. Dean (R & AHS) can replace the member of IHEC as and wherrequired.

8. Each member is required to sign the declaration and confidentiality agreement
regarding IHEC activities (Document 2)

9. Whenever there is a need for a person with special knowledge to review in
certain situations, the same will be invited as an additional subject expert
during the review process.


http://www.cdsco.nic.in/writereaddata/pudMAHATAMA-922%20RC.pdf)
http://www.cdsco.nic.in/writereaddata/pudMAHATAMA-922%20RC.pdf)

SOP 03: RESPONSIBILITIES AND TRAINING REQUIREMENT OF MEMBERS OF IHEC

RESPONSIBILITY
Dean (R & AHS), Chairperson and members of the IHEC are responsible foimplementing

this SOP.
PROCEDURE
1. All IHEC members must familiarize themselves with the ICMR guidelines for

research involving human participants, Schedule Y of the Drugs and Cosmetics
Act, the Declaration of Helsinki, ICH -GCP guidelines, CONSORT and other
relevant guidelines. They are also advised to attend any workshop conducted in
this regard.

Any change in the relevant guidelines or regulatory requirements should be
brought to the attention of all IHEC members. All the members of the
committee should be aware of local, social and cultural norms and emerging
ethical issues.

The basic responsibility of an IHEC is to ensure protection of the dignity, rights,
safety and well -being of the research participants.

The IHEC must ensure the ethical conduct of research by the investigator team.

The IHEC is responsible for the declaration of conflicts of interest to the
Chairperson, if any, at each meeting and ensuring these are recorded in the
minutes.

The IHEC should perform its function 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 deliberation.

The SOPs are provided to all the IHEC members at the time of their appointment.

The Member Secretary shall fix the date of the meeting following discussions
with the Chairperson and other committee members; he/ she will send the soft
copies containing the details of the research proposals to all the members at
least ten days before the pl anned IHEC meeting; all the members are expected
to come prepared and should point out the lacunae and suggest ways to
improve the study.



9. After the meeting is over, all the Members should return the CDs /
documentation papers containing the research proposals to the Member
Secretary and should not retain any copy with them.

10. A member of IHEC is expected to attend all the IHEC meetings; in case, if
he/she is unable to attend, the same should be intimated to the Member
Secretary at least one day prior to the meeting.

11. All IHEC members are expected to declare competing conflicts of interest with
respect to research proposals or investigators, if any, prior to the
commencement of each meeting.

12. IHEC members are expected not to be present during the presentation of
proposals in which they are co -investigators/guides/co -guides unless requested
to answer clarifications; they may present proposals if they are principal
investigators, but in both situations should leave the room before IHEC
discussiors and decisions

SOP 04: PROCEDURE FOR CONVENING AND CONDUCTING IHEC MEETINGS

RESPONSIBILITY
The Chairperson and Member Secretary are responsible for implementing this SOP.

PROCEDURE
1 The Member Secretary, in consultation with the Chairperson may convene the
IHEC meeting once in every four months.

2. Additional review meetings can also be held with short notice as and when
required. Meetings will be planned in accordance with the need of the work
load.

3. All the IHEC meetings will be held regularly on schedu le dates that are
announced and notified in advance. Following are the tentative calendar dates
of IHECmeeting;

o February/March: Faculty project

o April/May: ICMR-STS project / Faculty project
0 August/September: New Faculty project
0

November/December: Postgraduate Dissertations /
Ph.D



4. All those protocols vetted by the IRC / Postgraduate scientific committee,
which are verified and received by the Member Secretary of IHEC are taken up
for IHEC review on the above scheduled dates.

5. All the proposals will be received at least three weeks prior to the meeting,
checked for completeness as per the checklist, initially by the office clerk,
subsequently by the member secretary.

6. Members will be given notlesst han 10 daysd time in advan
proposals and the relevant documents.

7. Minutes of the IHEC meetings, all the proceedings and deliberation will be
documented.

8 Signatures of the Chairperson and the Member Secretary will be obtained in the
minutes of the meeting document. The minutes will be circulated to all the
guides /HODs in case of student proposals.

9. The Applicant or investigator may be invited to present the proposal or
elaborate on specific issues.

Independent subject experts may be invited to the meetings or to provide written
comments, subject to applicable confidentiality agreement. They will not have a role
in decision making.

SOP 05: PROCEDURE FOR SUBMISSION OF RESEARCH PROJECT FOR REVIEW
BY ETHICSCOMMITTEE

RESPONSIBILITY

All investigators are responsible for implementing this SOP. All the research proposals
must be submitted in the prescribed application form, duly filled, along with the
necessary documents for the review.

PROCEDURE

A. Fresh Research Project Proposals:
1 The Member Secretary will send a circular inviting the submission of
proposed research proposals for the ethical clearance.

2. Within the next three weeks, the Principal Investigator of the project has
to necessarily submit one hard copy and one soft copy (CD) of the proposal
and other necessary documents. (Document Nos. 5,6,7,8 & 9). All research
proposals must be submitted in English language only.



3. Project proposals can be submitted to the office of the Member Secretary,
IHEC, MGMCRI, Pondicherry on anyorking day.

4. Every project proposal submitted to the IHEC will be provided registration
number, which will be utilized for all future correspondence and reference.

B. Forreview meetings:

1 The Member Secretary will send a circular inviting the submission of ongoing
projects for review.

2. Within the next three weeks, the Principal Investigator of the project has to
submit one hard copy and one soft copy (CD) of all the necessary documents
(consent forms, data sheets) to the office of the Member Secretary, IH EC,
[Constituent College] , on any working day.

SOP 06: PROCEDURE FOR INITIAL SCRUTINY OF PROPOSALS

RESPONSIBILITY

The office of Member Secretary of IHEC of the constituent college is responsible for
implementing this SOP.

PROCEDURE

1 Only those proposals which are initially scrutinized and approved by the
Institutional Research Committee will be considered for review by IHEC.

2 It is mandatory that all the suggestions by IRC is incorporated in the proposal
before submission to IHEC, the member secretary of IHEC will ensure that all
the modifications as suggested by IRC are incorporated. The checklist for
completeness of the protocol has to be furnished to the office of ethics
committee (Document 13)

3. Every proposal will be collected and compiled by the Inst itute Ethics
Committee office.



4. An office staff nominated by the Member Secretary will verify the proposals for
completeness.

5 In case of incomplete data, the investigators will be informed by the office
(following consultations with the Member Secretary) to make the necessary
corrections and resubmit.

SOP 07: PROCEDURE FOR DECISION MAKING REGARDING THE RESEARCH PROJEC

RESPONSIBILITY
All members of IHEC are responsible for implementing this SOP.

PROCEDURE

In making decision on the application for the ethical review of any research
proposal, IHEC will consider the following:

1. A Decision should be taken only if the quorum is complete (five out of
twelve members), with following representations:

(0]

(0]
(0]
0
(0]

Basic Medical <ientist (one Pharmacologist)
Clinician

Legal Expert

Social Sientist

Lay person from the Community.

2. The quorum should include both medical, non -medical members, minimum
of one non-affiliated member should be part of the quorum. Preferably the
Lay person should be part of the quorum. The quorum reviewing regulatory
clinical trials should be in accordance with the current CDSCO requirements.

3. The Decision on a protocol is taken only if the application is complete (with
all the required documents).

4. A decision would only be taken when sufficient time has been allowed for
the review and discussion of an application, in the absence of non -members
(e.g. Investigator) from the meeting.

5. Only IHEC members who had patrticipated in the review and discussion will
participate in decision making.



6. Wherever possible, the decision will be arrived through consensus.
7. Types of decisions by IHEC,;

0 Approved-with or without suggestions or comments

0 Revision with minor modifications/amendments -approval is given
after examination by the Member Secretary or expedited review, as
the case may be

o Revision with major modifications for re -submissionthis will be
placed before the full committee for reconsideration for  approval;

o Not approved (or terminated/revoking of permission if applicable) -
clearly  defined reasons must be given for not
approving/terminating/revoking of  permission.

8. IHEC does not approve any project post-facto.
SOP 08: REVIEW OF PROTOCOL AMENDMENTS

RESPONSIBILITY

Member Secretary is responsible for implementing this SOP. Investigators may amend
the contents of proposals from time to time.

PROCEDURE

1. The amendment documents are prepared by the Principal Investigator.

2. Upon receipt of the amendment documents, the Member Secretary of IHEC
checks for completeness of the document.

3. The Member Scretary later forwards the documents to the members of
IHEC and chairperson after incorporation of suggestions.

4. The Chairperson of the Ethics Committee decides whether the proposal
requires an expedited or full review.

5. The Amendment review process will be done by the IHEC Member Secretary,
members and Chairperson.

6. The Member Secretary will send a signed and dated minutes copy to the
Principal I nvestigator for their records.

7. The Principal Investigator should then provide a copy with bold and strike
though which would be checked by the Member Secretary and internal
members and external reviewers as mentioned in the minutes. Further a
ocleandéd copy (without bold and strikethr
documents should be submitted by the P rincipal Investigator to the M ember
Secretary.
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8. Pl ace t he original compl et ed document s,
protocol and related documents in the protocol file with the other
documents pertaining to the amendment.

SOP 09: PROCEDURE FOR COMMUNICATING THE COMMENTS OF IHEC TO THE
INVESTIGATOR

RESPONSIBILITY
Member Secretary is responsible for implementing this SOP.

PROCEDURE
1. IHEC will review the progress of all the studies for which a positive decision has
been reached from the time of decision till the termination of the research.

2. The Progress of all the research proposals will be followed at a regular interval
of at least once a year. But in special situations, IEC will conduct the follow up
review at shorter inter vals based on the need, nature and events of research
project.

3. All the requirements and procedures for follow up review will be similar to that
of initial and main review.

4. The comments of the IHEC will be communicated to the applicant in writing,
within 10 days of the meeting at which the decision was taken in the specified
format (Document No.12).

5. The communication of the comments will include:
a) Name and address of IHEC.
b) The date and place of decision
c) The name and designation of the applicant.
d) Title of the research proposal reviewed.
e) The registration number of the project
fy Comments about the progress of the study/adequacy
of documentation/maintenance of data sheets
g) Signature of the Chairperson and Member Secretary with date.
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SOP 10: PROCEDUR FOR COMMUNICATING THE DECISION OF IHEC TO THE
INVESTIGATOR

RESPONSIBILITY

Member Secretary is responsible for implementing this SOP.

PROCEDURE

1. A decision of the IHEC will be communicated to the applicant in writing, within
10 days of the meeting at which the decision was taken in the specified format
(Document-10).

2. If a project is approved, the E thics Committee will issue an approval certificate
(Document No.11) signed by the Chairperson and Member Secretary. The
applicants can get the same from the office of the Member Secretary, within
one week of intimation, after duly signing in the prescribed form.

3. All the approvals will be valid for only three years or for the duration of the
project whichever is less.

4. The Investigator has to get his or her project re -approved after three years if
necessary.

5. The communication of the decision will include:

a) Name and address of IHEC.

b) The date and place of decision.

c) The name and designation of the applicant.

d) Title of the research proposal reviewed.

e) The clear identification of protocol number

f) A clear statement of the decision reached.

g) Any advice by the IHEC to the applicant.

h) In case of conditional approval, statements/suggestions regarding the
changes to be made

i) In case of rejection of the proposal, reason(s) for the rejection will be
clearly stated.

]) Signature of the Member Secretary with date.

12



SOP11: PROCEDUREORDOCUMENTATIONAND ARCHIVINGOF
DOCUMENT&ND COMMUNICATIONS OHEC

RESPONSIBILITY
The Member Secretary is responsible for implementing this SOP.

PROCEDURE

1.

All the documents and communications of IHEC will be dated, filed and
archived in a secure place.

An only person, who is authorized by the Chairperson of IHEC will gain access
to the various documents.

All the documents re lated to research proposals will be archived for a minimum
period of 3 years in the Institute, following the completion /termination of the
study.

No document (except agenda) will be retained by any IHEC member.

At the end of each meeting, every member mus t return all the research
proposals and documents to IHEC office staff. They will archive one copy in
IHEC office and other copies will be destroyed after one year.

The following documents will be filed and archived with proper label being
displaced at the top of the file for easy identification of  proposal.

a) The constitution, written standard operating procedures of the IHEC,
and regular (annual) reports.

b) The curriculum vitae of all IHEC members.

c) A record of all income and expenses, if any, of the IHEC, including
allowances and reimbursements made to the secretariat and IHEC
members.

d) The published guidelines for submission established by the IHEC.

e) The agenda of the IHECmeetings.

f) The minutes of the IHEC meetings.

g) One copy of all material submitted by an applicant.

h) A copy of the decision and any advice or requirements sent to an
applicant.

i) All written documentation received during the  follow -up.

]) The notification of completion, premature suspension, or premature
termination of study.

k) The final summary or fin al report of the study.
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SOP 12: PROCEDURE FOR COMMUNICATING THE COMMENTS OF IHEC TO THE

INVESTIGATOR (ONGOING RESEARCH PROJECT)

RESPONSIBILITY
Member Secretary is responsible for implementing this SOP.

PROCEDURE

1.

IHEC will review the progress of all the studies for which a positive decision has
been reached from the time of decision till the termination of the research.

The Progress of all the research proposals will be followed at a regular interval

of at least once a year. But in sp ecial situations, | HEC will conduct the follow
up review at shorter intervals based on the need, nature and events of

research project.

All the requirements and procedures for follow up review will be similar to that
of initial and main review.

The comments of the IHEC will be communicated to the applicant in writing,
within 10 days of the meeting at which the decision was taken in the specified
format (Document No.12).

The communication of the comments will include:
h) Name and address of IHEC.
i) The date and place of decision
J) The name and designation of the applicant.
k) Title of the research proposal reviewed.
[) The registration number of the project
m) Comments about the progress of the study/adequacy
of documentation/maintenance of data sheets
n) Signature of the Chairperson and Member Secretary with date.
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SOP 13: THE PROCEDURE FOR REVIEWING THE RESEARCH PROPOSALS
INVOLVING VULNERABLE POPULATION.

RESPONSIBILITY

All members of IHEC andinvestigators are responsible for implementing this SOP

PROCEDURE
1 The term vulnerable persons are those individuals who are relatively or
absolutely incapable of protecting their own interests because of
personal disability; environmental burdens; social injustice; lack of
power, understanding or ability to communicate or a re in a situation
that prevents them from doing so.

2. Vulnerable groups can become participants only if the study is designed
to protect or advance the health of this population and for which the
non- vulnerable group would not be suitable participants

3. Vulnerable populations have an equal right to be included in research so
that the benefits accruing from the research apply to them as  well.

4. 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.

5. In vulnerable population, when potential participants lack the ability to
consent, a LAR should be involved in decision making.

6. Speci al car e mu s t be t aken t o ensur e
confidentiality, especially because breach of confidentiality may lead to
enhancement of vulnerability.

7. In case of trials involving children, the assent of the child should be
obtained (Children aged 7-18 years); in addition, consent should be
obtained from parents/guardi an.

8 Rights and Welfare of pe ople who are unable to provide | nformed
Consent must be protected. Informed C onsent should be obtained from
legally authorized representatives in the presence of impartial withess
and also with adequate explanation of risks and benefits.
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10.

14.

16.

17.

Expert opinion of additional members would be obtained if necessary.

The researcher must justify the inclusion of a vulnerable population in
the research to IHEC.

The IHEC must satisfy themselves with the justification provided and
record the same in the proceedings of the IHEC meeting

Additional safety measures should be strictly reviewed and approved by
the IHEC.

The informed consent process should be well documented. Additional
measures such as recording of assent and reconsent, when applicable,
should be ensured.

As potential participants are dependent on others, there should be no
coercion, force, duress, undue influence, thereat or misrepresentation
or incentives for participation during the entire research  period.

Research on sensitive issues such as mental health, sexual
practices/preferences, HIV/AIDS, substance abuse, etc. may present
special risks to research participants.

Researchers should be cognizant of the possibility of conflicting
interests between the prospective p articipant and LAR and should be
more careful.

Participants may be prone to stigma or discrimination, specifically when
the participant enrolled as a normal control or is recruited from the
general population in certain types of research.

Protection of their privacy, confidentiality and rights is required at all
times, during conduct of research and even after its completion.

The research involving vulnerable population under various categories
like pregnant and lactating women, children, sex workers, cognitively
affected, participants with psychiatric illnesses and terminally ill
patients are reviewed by the IHEC as per National Ethical Guidelines for
Biomedical and Health Research involving Human participants, ICMR
2017 guidelines.

16



SOP 14: INFORMEBCONSENT PROCESS AND REVIEW OF INFORMED
CONSENT DOCUMENT

PURPOSE:
To summarize the process involved in documenting Informed Consent and the
process utilized to review the Informed C onsent documents maintained in the
i nvestigatords research pr ot ocliddrmed dohsensis pr oc e d
obtained and documented as required by the Good Clinical Practice and ICMR

guidelines.

RESPONSIBILITIES

The Chairperson of IHEC and Members of Ethics Committee are respnsible for
verifying the appropriate documentation of informed consent for a Il research studies
carried out.

PROCEDURES

1. Obtaining Written Consent from the subiject (or the legal representative):

Obtaining written Informed C onsent from the study subject (or the legal
representative) and in some case, an impartial witness signature may be
required. All consent signatures must be collected prior to initiating any study
related procedures.

Ensure that the most recent, stamped and dated, version of the IHEC -approved
consent form is used.

Review the Informed Consent form with the subject (or legal representative) in
a location that provides as much privacy as possible.

Allow the subject (or legal representative) to have sufficient time to read the
document and ask questions. Encourage input from family members and other
care providers, if appropriate.

Special circumstances or needs:

Subjects who do not understand English should be presented with an Informed
Consent document written in a language understandable to them. A translator
may also be used to assist in the consent process.

17



Ensure that both the subject (or the legal representative) and an impartial
witness (when required) sign and date the informed consent document that has
been translated into the language of the subject and approved by the IHEC.

Subjects who cannot read may have the informed consent document read to
them unless prohibited by the protocol.

Documenting the Informed C onsent process

After consenting to participate in th e clinical study, ensure that the subject (or
legal representative) and impartial witness (when required) signs and dates the
document in the required sections of the consent form.

It is highly recommended that the time of consent be noted adjacent to the
signature and date on each signature line on the consent form.

Provide a signed copy of the informed consent form document to the subject
(or legal representative)

Document and date the procedure for obtaining written informed consent in
the subject's r ecord.

Place a signed copy of the consent form in the subject's medical record.

Revisions to the Informed Consent Form

Assess the needfor revising the Informed Consent F orm based on changes
to the protocol, events occurring within the study which incre ase risk to
the study subjects, or as directed by the sponsor.

Submit the revised informed consent form with changes requested by
the sponsor* and/or investigator to the IRB for approval.

When directed by the IRB or sponsor, re-consent previously enrolled
subjects with the revised, IHEC approved version of the informed consent
form.

Exceptions from general requirements for informed consent.
Waiver and exemptions of informed consent.

The IHEC may approve a consent procedure that does not include, or
which alters, some or all of the elements of informed consent. The IHEC
may waive the requirements to obtain informed consent if the IHEC finds
that the research meets the specific criteria.

18



Vulnerable populations

Video recording of consent procedure is done in sponsored clinical
trial or regulatory clinical trial, if it involves vulnerable population or
HIV patients.

Consent of children

If the subject is considered to be a legal minor, obtain consent from one or
both parents, or legal guard ian.

Obtain consent from the legal minor if they turn 18 years of age during the
duration of the study.

Follow all procedures for obtaining and documenting the informed consent
process as outlined above.

Provide a copy of the I nformed Consent form to the parent(s) or legal guardian(s).

Consult with the IHEC regarding their requirements for the assent of minors

Develop a form to be used by children (Assent Form) to be used by children
for their verbal or written consent for their participation in the s tudy that
describes the risks and benefits in age -appropriate language. Follow all
procedures for obtaining and documenting the informed consent process
outlined above.

Provide a copy of the I nformed Consent form to the child and parents
or legal guardian.

Pregnant Women and Fetuses

The following may be involved in research if certain conditions are met and
not prohibited by the protocol:

e Pregnant women or fetuses prior to delivery

» Fetuses after delivery

e Fetuses of uncertain viability

* Nonviable fetuses

Cognitively impaired

Studies involving subjects who are decisionally impaired may take place

over extended periods taking into account
and the condition of the individuals to be included (i.e.; subjects with

progressive neurological disorders) periodic reassessments and re-

consenting of individuals should be considered to ensure thatt Subj ect 6s
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continued involvement is voluntary. Decision -making capacity has not
diminished.

. Review of Informed Consent Forms:

The Informed Consent document will be reviewed for the presence of the
following documentation

1. The signature o f t he subject or t he
representative.

2. Signature of the consenter who must be current with IHEC training and be

listed as approved study personnel on that specific study.

Dates written adjacent to each signature, in the hand of the  signatory.

4. Narrative documentation in the case history regarding the informed consent
process.

5. Presence of the IHEC approval stamp date at the bottom of the informed
consent document.

6. Utilization of the correct version of the IHEC approved consent form for
each subject (Appendix-6,7,8 & 9)

7. Determination that Informed Consent was obtained prior to th e initiation of
any research related procedures.

w

2.1 Requirements for submission of Consent Forms:

1. For all continuing reviews conducted by the IHEC, investigators must submit
copies of the last three consent forms that were obtained for the study. If a
non-English consent form is being used for the study, investigators also
submit the last three signed copies of these documents in addition to the
English consentforms.

2. The Ethics Committee Members (EC) monitor the copies to determine if
documentation of consent appears appropriate. If there is a problem noted
with the three consent document, the EC members request that a larger
sampling of the informed consents be submitted.

3. The EC members may request consent copies if there has been a change in
the Principal Investigator and / or study personnel approved to issue the
informed consents.

4. The EC members reviewInformed Consent documents as part of a routine or
for cause review.

. Actions taken after review:

The EC members will take action if any of the  following concerns are noted:

a) Consent Forms not signed and dated by the investigator or authorized study
team member.
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b) Use of an out-dated Consent Form

c) Blanks left unfilled in the Consent Form

d) ConsentForms submitted, do not match the number of consented subjects
as stated on the Continuing Review Application

e) Lost or missing Consent Forms

f) Extemporaneous modification of the Informed Consent document, i.e., a
change made to the Consent document by the investigator without the
approval of IHEC.

The EC Member may decide to take any of the actions below:

a) No further action needed

b) Additional training for study staff

c) A comprehensive review of all study records on the selected study or
additional studies being conducted by the investigator

d) Action related to non-compliance (as outlined in SOP on handling issues
related to non-compliance)

SOP 15: FOLLOWUP OF THE RESEARCH PROPOSALS WITH RESPECT TO
SERIOUS ADVERSE EVENTS AND MAKING AN OPINION ON COMPENSATION

RESPONSIBILITY
All members of the IHEC and the investigators are responsible for implementing this
SOP.

PROCEDURE

1. IHEC will monitor the Serious Adverse Events related to the study or a product
/ device in the follow up of the research  proposal
2. IHEC will review the exact nature of Serious Adverse Event and the time of
reporting by the investigators and whether the Investigator followed the
procedure regarding the medical and financial management of Serious Adverse
Event as mentioned in the research protocol.
3. The following events shaosl|l Adbersepaveadsa
investigator.
a. The death of a study subject, whether or not related to an
investigational agent
b. A life-threatening adverse drug event
c. Inpatient hospitalization or prolongation of existing hospitalization for
More than 24 hours (excluding elective hospitalization for conditions
unrelated to the study)
d. A persistent or significant incapacity or substantial disruption of the
ability to conduct normal life  functions
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e. A birth defect in an offspring of a study participant, regardless of the
time after the study the congenital defectis diagnosed

f. Important Medical Events (IME) that [not resulting in death, be life
threatening, or require hospitalization] may be considered an SAE
when, based upon medical judgment, they may jeopardize the
participant and may require medical or surgical intervention to
prevent these events listed in the definition.

g. Any Serious Adverse Event should be reported to the sponsor within
24 hours and to the IHEC within 7 days (in the format given in
Schedule Y, Appendix Xl). In case of death, it should be reported to
IHEC within 24 hrs.

h. All other Adverse Events that are not fatal or life threatening must be
filed within 14 calendar days. The details will be evaluated and
discussed during the review meetings.

. A decision of this follow up review will be issued
and communicated to the applicant indicating
modification/suspension/termination/continuation of the project

4. Mechanism of providing compensationin the eventof SAEQ3 s

a) The research participants who suffer physical or psychological injury
as a result of their participation are entitled to financial or other
assistance to compensate them equitably for any temporary or
permanent impairment or disability. In case of death, their
dependents are entitled to material compensation.

b) Obligation of the sponsor to pay; The sponsor whether a
pharmaceutical company, a government, or an institution, should
agree, before the research begins, in the a prior agreement t o
provide compensation for any physical or psychological injury for
which participants are entitled or agree to provide insurance
coverage for an unforeseen injury whenever possible.

5. Quantum of compensation in case of clinical trial related deaths IS
determined by the formula,
Compensation=B x F x R/99.37 where,

B=Base amount (i.e.8 lacs)

F=Factor depending upon the age of
Compensation Act

R=Risk factor depending upon the severity and seriousness of the disease
and ranges from 0.5 up to 4.0
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The quantum of compensation paid will be as per CDSCO guidelines
available during the event of SAE.

6. Quantum of compensation in case of Clinical Trial related SAE other than
death is determined as under:

a. SAE causingpermanent disability to the  subject
Compensation=(C x D x 90)/(100 X 100) Where,
D=Percentage disability the subject has suffered
C=Quantum of Compensation which would have been due for payment to
the subjectds nominee in case of death

b. SAE causingCongenital Anomaly or birth defect

Congenital anomaly or birth defect in a baby may occur due to
participation of any one or both the parents in clinical trial. Following
situation may arise due to congenital anomaly or birth defect.

i. Still birth

i. Early death due to anomaly

ii. No death but deformity which can be corrected through

appropriate intervention.

v. Permanent disability (mental or physical)
The compensation in such cases would be alump sum amount such that
if that amount is kept by way of fixed deposit or alike, it should bring a
monthly interest amount which is approximately equivalent to half of
minimum wage of the unskilled worker.

In general, the lump sum of compensation paid is a maximum 4 Lacs.

In case of birth defect leading to (c) or (d) above to any child, the
medical management as long as required would be provided by the
sponsor or his representative which will be over and above the financial
compensation.

7. Anal ysi s o imecBaAigrospayament of compensation and medical
management.

a. The participants of the clinical trial are requested to nominate their
legal heirs at the time of giving Informed Consent, and also specify who
will be entitled to receive compensation on behalf of all the legal heirs,
to be distributed among them.
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It is the legal duty of the sponsor/ investigator/ institution to take all
steps necessary for providing medical treatment to the patient in the
hospital at their cost, exercising due care and caution till the SAE is
resolved. This is done without getting into the technicalities of whether
the SAE is related or unrelated to the clinical trial. The cost of
treatment till resolution of SAE is exclusively borne by the sponsor/
investigator/ institu tion.

If any adverse effect (AE) or Serious Adverse Effect (SAE) occurs during a
clinical trial, the sponsor, investigator/ institution is responsible for
providing medical treatment and care to the patient in his / her cost till

the resolution of AE/SAE. This is given irrespective of whether the
patient is in the control group, placebo group, standard drug treatment
group or the test drug administered group.

. Any SAE arising in the group receiving the placebo in place of standard
treatment is also compensable, if the SAE is related to the use of
placebo.

. In order to ensure uniformity in reporting data, the format is provided by

the Central Drugs Standard Control Organization (CDSCO) should be
filled by the pharmaceutical company highlighting the pro file of the
drug/ biological approved by the Drugs Controller General of India
(DCGI).

All SAEs occurring during the use of product should be reported by trial
site/ institution/ clinician (or even by patients immediately after the
occurrence of the SAE) to DCGI within 48 hours of their knowledge.

. The provision for Medical Management of SAEs of participants in a
clinical trial is an exclusive responsibility of trial site/ institution/
clinician till the SAEs are resolved. Also, provision for payment of
compensation for injuries to participants that are related to such trials,
and compensation to the heirs of the participants who die because of
SAEs related to clinical trials is a responsibility of the trial site/
institution/  clinician.

. The opinion of the in vestigator/ sponsors on the causality issue will be
subjected to review by the IHEC committee of the institution. The IHEC
within its powers will seek the opinion of experts before taking final
decision which will be forwarded to the DCGI.
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i. If the sponsor or his representative/ investigator are aggrieved by the
decision of the IHEC on the causality, he/ she have the right to seek a
review of the decision within 14 days of the receipt of the
recommendations of the IHEC. The said review petition will be decid ed
by the IHEC at the earliest possible, either by rejecting the review
petition or by modifying its earlier decision after due  consideration.

] In case where the causality of death or injury is proved to be related to
the clinical trial, it is the duty of I HEC to examine whether the
compensation determined by the sponsor/ his representative/
investigator/ institution is calculated in accordance with the norms in
vogue or the rules prescribed by the appropriate authority (After
obtaining a review report from CDSCO). The IHEC will also ensure that
the compensation is paid within the prescribed time limit; and in the
event of delay in payment of compensation, it will decide on the rate of
interest payable in addition to the compensation to the participants/

heirs.
Prepared by: Verified by: Approved by:
Member Secretary -IHEC Dean (R & AHS)SBV Chair Person, IHEC
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Document 1 A

FORMAT TO INVITE A PERSON TO BE THE CHAIRPERSON OF INSTITUTIONAL
HUMAN ETHICS COMMITTEE

To
(Name of the person & address)

In consultation with the Vice -Chancellor of Sri Balaji Vidyapeeth and the Dean
(R & AHS), | the Dean (R & AHS) of the Si1 Balaji Vidyapeeth, invite you to be the
Chairperson of our Ethics Committee.

Our Ethics Committee, established five years before, is following the ICMR 2006
guidelines and other similar standard guidelines. Our Ethic s Committee policy is not to
allow Clinical Trials with conflict of interest.

The duration of this post will be for a period of three years, which can be extended
thereafter on mutual consent.

During this period, the following are expected from you.

a) Be conversant with the provisions of C linical Trials, Good Clinical Practice
Guidelines for Clinical Trials in India and other regulatory requirements to
safeguard the rights,

b) To attend all the IHEC meetings

c) To asses in detail all the proposals allotted to them, and give their suggestions /
comments to improve the research project

d) To attempt in all possible ways to protect the rights of the  participants

You will be paid honorarium as per our University norms.

If you are willing to accept our invitation to be the Chairperson of our Ethical
Committee, kindly send your reply in the attached form along with a copy of your CV;
we will send you the formal appointment later.

Thanking you,

DEAN (R &AHS), SBV
Date:
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Document 1A contd.

CV OF THEETHICAL COMMITTEE CHAIRPERSON

Name

Address

Quialification

Member ds Specialty
(Primary/scientific/non -
scientific)

Member ds affiliati on

Organizational title (in the Ethics
Committee) (Chairperson / Member)

Telephone number

Fax number

E-mail

Mailing address

Research experience

Experience of being a Member / Chairperson
in any Ethical Committee so far

Training in 0Bioethigc




Document 1 B:

FORMAT TO INVITE A PERSON TO BE THE MEMBER OF INSTITUTIONAL HUMAN
ETHICSCOMMITTEE

To

(Name of the person & address)

In consultation with the Chairperson of the Ethic s Committee and the Dean (R & AHS),
| the Dean (R & AHS) of Sri Balaji Vidyapeeth, invite you to be the Member of our
Ethics Committee.

Our Ethics Committee, established five years before, is following the ICMR 2006
guidelines and other similar standard guidelines. Our Ethics Committee policy is not to
allow clinical trials with conflict  of interest.

The duration of this post will be for a period of three years, which can be extended
thereafter on mutual consent.
During this period, the following are expected from you.

1. Be conversant with the provisions of clinical trials, Good Clinical Pr actice
Guidelines for clinical trials in India and other regulatory requirements to
safeguard the rights,

2. To attend all the IHEC meetings

3. To asses in detail all the proposals allotted to you, and give your suggestions /
comments to improve the research project
To attempt in all possible ways to protect the rights of the  participants

You will be paid honorarium as per our University norms.

If you are willing to accept our invitation to be the Member of our ethical committee,
kindly send your reply in the attached form along with a copy of your CV; we will send
you the formal appointment later.

Thanking you,

DEAN (R &AHS), SBV
Date:
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Document 1B contd.

CV OF THE ETHICAL COMMITTEE MEMBER

Name

Address

Quialification

Member ds Specialty
(Primary/scientific/non - scientific)

Member ds affiliati on

Organizational title (in the Ethics
Committee) (Chairperson / Member)

Telephone number

Fax number

E-mail

Mailing address

Research experience

Experience of being a Member / Chairperson
in any Ethical Committee so far

Training in 0Bioethi

C
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Document: 2

FORMAT FOR ACCEPTING TO BE THE MEMBERHAIRPERSOQIF INSTITUTIONAL
HUMAN ETHICS COMMITTEE

To

The Dean (R & AHS),
Sri Balaji Vidyapeeth
Puducherry.

Sir,

In response to your letter dated  --------------- hereby | give my consent to be a
Member / the Chairperson of your Ethics committee.

| shall update my knowledge in the field of research regularly.

| shall regularly participate in the IHEC meetings to review and give my unbiased
opinions regarding the ethical issues.

| shall not keep any literature or study related document with me after following the
discussion and final review.

| shall maintain all the research project related information confidential and shall
not reveal the same to anyone other than the project related personnel.

| herewith enclose my CV.

Thanking you,

Date:
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Document 3A:

FORMAT TOAPPOINT A PERSON TO BE THE CHAIRPERSON OF INSTITUTIONAL
HUMAN ETHICS COMMITTEE

To

(Name of the person & address)

In consultation with the Vice -Chancellor of Sri Balaji Vidyapeeth and the Dean (R &
AHS), | the Dean(R & AHS) ofSri Balaji Vidyapeeth appoint you to be the Chairperson
of our Ethics Committee.

Our Ethics Committee, established five years before, is following the ICMR 2006
guidelines and other similar standard guidelines.

The duration of this post will be for a period of three years, w hich can be extended
thereafte r on mutual consent. Our Ethics Committee policy is not to allow Clinical
Trials with conflict of interest.

During this period, the following are expected from you.

1. Be conversant with the provisions of clinical trials, Good Clinical
Practice Guidelines for clinical trials in India and other regulatory
requirements to safeguard the rights,

2. To attend all the IHEC meetings

3. To asses in detail all the proposals allotted to them, and give their
suggestions / comments to improve the research project

4. To attempt in all possible ways to protect the rights of
the participants. You will be paid honorarium as per
our University norms.

Thanking you,

DEAN (R &AHS), SBV
Date:
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Document 3B:

FORMAT TO APPOINT A PERSON TO BE THE MEMBER OF INSTITUTIONAL HUMAN
ETHICS COMMITTEE

To
(Name of the person & address)

In consultation with the Chairperson of the Ethics Committee and the Dean (R & AHS),
| the Dean (R & AHS) of Sri Balaji Vidyapeeth, appoint you to be the Member of our
Ethics committee.

Our Ethics Committee, established five years before, is following the ICMR 2006
guidelines and other similar standard guidelines.

The duration of this post will be for a period of three years, which can be extended
thereafter on mutual consent. Our E thics Committee policy is not to allow C linical
Trials with conflict of interest.

During this period, the following are expected from you.

a) Be conversant with the provisions of clinical trials, Good Clinical Practice
Guidelines for clinical trials in India and other regulatory requirements to
safeguard the rights,

b) To attend all the IHEC meetings

c) To asses in detail all the proposals allotted to them, and give their
suggestions/ comments to improve the research project

d) To attempt in all possible ways to protect the rights of the  participants.

You will be paid honorarium as per our University norms.

Thanking you,

DEAN (R &AHS), SBV
Date:
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Document - 4 A

CONSTITUTION OF THE COMMITTEE

Date:

OFFICE ORDER

| herewith establish and constitute an Ethics Committee of [Constituent College
Name], to ensure a competent review of all ethical aspects of project proposal
received and execute the same free from any bias and influence that could affect the
objective.

The following members will constitute the Institutional Ethics Committee (Human
studies)

1. Chairperson

Designation, Affiliation

2. Member Secretary(Convener)

Designation, Affiliation

3. Member

Designation, Affiliation

4. Member

Designation, Affiliation

5. Member

Designation, Affiliation

34



6. Member

Designation, Affiliation

7. Member

Designation, Affiliation

8. Member

Designation, Affiliation

9. Member

Designation, Affiliation

10. Member

Designation, Affiliation

The tenure of this membership will be for a period of 3 years from the date of
appointment.

Signature Dean(R & AHS), SBV
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Document - 4 B

CHANGES IN THE ETHICS COMMITTEE

OFFICE ORDER

-- --- of the existing IHEC, can no longer continue to

exist as

Chairperson / Member of the commit tee, their names are replaced with suitable

members. The following will be members of the revised committee.

1. Chairperson

Designation__Affiliation

2. Member Secretary (Convener)

Designation__Affiliation

3. Member

Designation Affiliation
4. Member

Designation Affiliation
5. Member

Designation Affiliation
6. Member

Designation Affiliation
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7. Member

Designation Affiliation
8. Member
Designation Affiliation
9. Member
Designation Affiliation
10. Member
Designation Affiliation

The tenure of this membership will be for a period of 3 years from the date of

appointment.

Signature Dean(R & AHS), SBV
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Document-5

SRI BALAJI VIDYAPEETH

PROTOCOL TO BE SUBMITTED TO THE IHEC FOR
APPROVAL OF RESEAROPROJECTS / PG
DISSERTATIONS /HD., THESIS

Name of the candidate:

= Phone No.
Email ID
2. | Course to which admitted:
3. | Month and year of admission:
4. | Month and year of appearing for the final examination
5. | Month and year of submission of dissertation
Name of the
6 Guide: Designation
Phone Number:
Email:
Name of the co-guide (s):
7. Name Designation Phone No. email ID
8. | Departments involved:
9. | Place of Study
10. | Title of dissertation:
11. | Introduction(1 -2 pages)
12. | Aims and Objectives:
13. | Relevant review of literature (not more than 5 pages)
14. | Research question or hypothesis
15. | Methods (include a Diagrammatic representation)
16. | Study parameters(outcome measures) being monitored
17. | Whether procedure involves Animals / Humans or both
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18. | Type of study
19 Number of groups to be studied (If Randomized, mention the method of
" | Randomization)
20. | Sample size in each group (with justification)
21. | Inclusion criteria
22. | Exclusion criteria
23. | Drugs used, if any
24. | Procurement of investigational drugs and storage, if any
25. | Methods of statistical analysis
26. | References:
27 Prelim!nary work done a}lready, if any (prepa.ration qf Questionnaire,
"| collection of patient detail sé)
Ethical issues involved in the study Clinical examination, blood sampling,
subjecting the patient for some investigations or procedures, asking them to
og. | come for review (to hospital) periodically, trying a new drug, utilizing the
details of the disease & i nvesti gations of the pat
29 Procedure involved for obtaining informed consent from the patient or
" | Guardian & assent from the children
30. | Procedure involved for recruiting volunteers, if any
Officer designated by the department for quality control (HOD or other
Professor in case if the HOD is the Chief Investigator or Guide)
31 Designation
Phone
Email
32 Procedure for termination of study
(If untoward results are obtained / if the study is completed)
Publication policy
33 It is our Universityds policy not to
the final year results are published. Do you agree or not?
34 a. Sponsors for the study, if any (with address, contact number and email)

b. Outside funding, if any
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INVESTIGATORS DECLARATION

We have read and agree to comply with the procedures detailed in the document. All
the relevant standard procedures will be adopted to conduct this study with the
highest ethical standards.

We have read ICMR guidelines, ICPGCP guidelines / CDCSO /CPCSEA guidelines / and
other applicable guidelines and we give an undertaking that we will follow them
strictly in performance of this study.

The study will be perf ormed as per approved protocol only. If any deviation is
warranted, the same will be presented to the ethical committee and permission will
be sought.

We also give an undertaking that the study will be terminated immediately in case of
any unforeseen adverse consequences and we will inform the same to the ethical
committee immediately.

Name Designation | Signature Date

Candidate

Guide

Co-guide

Co-guide

Co-guide

HOD
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Document - 6

INFORMATION SHEET FOR THOSE WHQAN TO PARTICIPATE IN THE
RESEARCH PROJECT

NAME OF THE RESEAREBROJECT:

We welcome you and thank you for having accepted our request to consider
whether you can participate in our study. This sheet contains the details of the
study; the possible risks, discomfort and benefits for the participants are also
given.

You can read and understand by yourself; if you wish, we are ready to read and
explain the same to you.

If you do not understand anything or if you want any more details we are  ready
to provide the details.

Information to the participants:

What is the purpose of the study?

Who / where this study is being conducted?

This study is being conducted by , a Post
Graduate Medical / Dental student belonging to department
under the guidance of

Why | am being considered as one of the participant?
Because
Should I definitely have to take part in this study?

No. If you do not wish to participate you will not be included in this study. Also you
will continue to get the medical treatment without any prejudice.
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If | am participating in this study, what are my responsibilities?
You may have to follow some simple rules.

These are:

Are there any benefits for me / public?

Yes.

Will there be any discomfort / risks to me?

No risks. But some discomforts may be there like giving few mls of blood for
investigation, undergoing some medical examinations.

Will | be paid for the study?

No. you will not be paid.

Will my participating in th  is study, my personal details will be kept confidentially?

Yes, confidentiality will be maintained.

Wi | | I be informed of this studyds results an
Yes, if you want you can get the details from us.

Can | withdraw from this study at any time  during the study period?

Yes. You can withdraw at any time during the study period.
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Document 67

SRI BALAJI VIDYAPEETH

FORM FOR GETTING INFORMED CONSENT FOR THOSE PARTICIPATING IN THE
RESEARCH PROJECT

Name of the Research Project

I have been informed about the details of the study in
own language.

| have understood the details about the study.
| know the possible risks and benefits for me, by taking part in the study.

| understand that | can withdraw from the study at any point of time  and even then, |
will continue to get the medical treatment as usual.

| understand that | will not get any payment for taking part in this study.

| will not object if the results of this study is getting published in any medical
journals, provided my pe rsonal identity is not reviewed.

| know what | am supposed to do by taking part in this study and | assure that | will
give my full co -operation for this study.

Signature/Thumb impression of the participant (Name/Address)

Signature/Thumb impression of the witness (Name/Address)

Name & Signature of the investigator

43



Document No: 08

COMMENTS OF THENSTITUTIONAL HUMAN ETHICS COMMITTEE

(IHEC)
Dated:

Letter / Circular No: IHEC/SBV ----- /2013.
The IHEC meeting of our College was held on ----------------- y At —m-memmmmeeeeeee
------------- , Sri Balaji Vidyapeeth. Besides the Chairperson -------- -==--- ==-=-=mneom--
-------- , and Member Secretary------ -- , the following members
were present.
1. -mmmmmmmm e 2. -mmm e 3. 4 e
The Agenda of the meeting was:

1. Presentation of the ----- protocols by the respective students and faculties

2. Discussions on theprotocols

3. Decision on the protocols
Of the proposed discussion on ---- protocols, ------ protocols were not discussed, as
the concerned candidates did not attend the meeting.
The following resolutions were passed in the meeting:

1. Out of the ------ protocols taken up for discussion, ------ have been approved as

such. (see the annexure). They can collect their approval certificates on =~ ------ ---

2. --m-me- protocols_have been approved with minor modifications (see annexure);
the suggestions / modifications can be incorporated and should be re-submitted
to the Member Secretary, within three days. If the revision is satisfactory, the
approval certificate will be issued on = --------m--m-ommeemeo after consulting the
Chairperson of the committee.

3. ----- protocols have not been approved and the reasons are given (seethe
annexure)

Date:

MEMBER SECRETARMEC
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Document 08: contd.
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