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CENTRAL UNIVERSITY OF PUNJAB

VPO Ghudda 151401, Dist. Bathinda

Institutional Ethics Committee

General guidelines

1.

Institutional Ethics Committee of Central University of Punjab (henceforth called as IEC-CUPB)
is formulate to facilitate and regulate research related to human subjects and samples.
IEC-CUPB is Not Mandated to carry any clinical trials as Central University of Punjab is not a
medical institution/hospital rather an Institute of higher learning.

Applications can be submitted throughout the year through office of Dean Research of the
University.

Dean Research in consultation with research committee will forward the proposals, found suitable
upon scrutiny, to member secretary of IEC-CUPB.

At least 01 meeting in every trimester (minimum 4 meetings in a year) should be held in periodical
manner to review the newly submitted and earlier approved proposals

In case of emergency, separate meeting may be called anytime of the year with permission from
the competent authority (Vice Chancellor of the University).

Meeting procedure: with consent from Chairperson of IEC-CUPB, member secretary shall
request permission from the competent authority atleast 1 month before organizing the meeting.
Dates of the meeting should be fixed in consultation with all the members of IEC-CUPB to ensure
maximum attendance. Member secretary should notify the faculty about the upcoming IEC-
CUPB meeting and give 2 weeks to submit new proposal with a strict deadline. Member secretary
is responsible for making all the necessary arrangements for the meeting including
meeting/conference hall, TA and honorarium and hospitality of the experts etc. member secretary
should ensure that the submitted proposals along with agenda of the meeting are sent to members
of the IEC-CUPB at least 7 working days before the meeting. On the day of meeting, member

secretary should notify the applicants (or representatives) as they may be invited by IEC-CUPB



for any clarifications. Member secretary should record all the proceedings in detail apart from the
minutes of the meeting. Any clarification sought from applicants; the answers should be
submitted to [EC-CUPB in writing. After the review of the protocol, the committee should
separate all the accepted proposals while appropriate reasons/remarks should be provided for the
proposal which are either sent for revision or are rejected.

IEC-CUPB reserve the rights to decide and approve the submitted proposals based on (i) need
and importance of the proposed study (ii) potential benefits to society (iii) funding sources (iv)
harmful impacts on individuals/society. Chairperson and member secretary should ensure

maximum consensus via due diligence and detailed discussions in the IEC-CUPB.

Q=

Member Secretary (1IEC)

Director, R&D Cell €gistrar,
Genwpdd Jnixersity of Punjab
gore @-dtg Rvafyeraa, afder-151401
Central University of Punjab, Bathinda-151401



CENTRAL UNIVERSITY OF PUNJAB

VPO Ghudda 151401, Dist. Bathinda

Institutional Ethics Committee

Terms of Reference Institutional Ethics Committee (IEC)

As per the “National Ethical Guidelines for Biomedical and Health Research Involving Human
Participants” issued by Indian Council of Medical Research (ICMR) in 2017, the Terms of
Reference of Institutional Ethics Committee (IEC) of Central University of Punjab are given
below:

1. The IEC of Central University of Punjab is established to facilitate research related to

human samples.

2. |EC should serve as an independent regulatory body.

The IEC of Central University of Punjab is non-clinical in nature.

4. The members of IEC shall be appointed by the Competent Authority (Vice Chancellor)
of the University.

5. All the members of IEC should be aware of the latest policies related to Ethical
Guidelines published by ICMR/DHR, Govt. of India.

6. The tenure of IEC should be 2 years.

7. The members of IEC should be appointed for a term of maximum Two Years with one
extension (total 4 years). None of the member’s tenure (except member secretary)
should exceed maximum 4 years concurrently.

8. Member secretary of IEC can serve only one tenure of Two years. However, member
secretary may be included as basic medical scientist for another tenure of maximum 4
years concurrently. There should be a minimum of 6 years gap between reappointment
of faculty member as member secretary.

9. If any member of IEC is unable to continue due to their resignation or some other
reasons, concerned member should submit resignation through member secretary to the
Vice Chancellor. Upon acceptance of resignation, Vice Chancellor may appoint new
members as per the ICMR policy. Vice Chancellor has the power to expel any member,
in case of any misappropriations at any given time.

10. There should be minimum of two meetings of IEC every year. However, the number of
meetings may be increased as per the needs of the institute. It shall be the responsibility
of member secretary to ensure that periodic meetings of IEC are conducted.

11. It is the duty of Chairperson and member secretary to ensure IEC of Central University
of Punjab is functioning as per guidelines issued by ICMR.

12. A minimum of FIVE members must be present to meet the quorum requirement for
conduct of the IEC meeting. At least Two non-affiliated members (including the
Chairperson and lay person) must be present during the meeting.

13. The proposals for IEC approval must be submitted through office of Director, research
and Development Cell to ensure quality of research.
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14. The IEC may invite expert members (internal/external) towards better understanding
on need basis. However, such members shall not have decision making power.

15. Member secretary shall ensure record keeping including project copies, approved
protocols, details of the meetings, approved minutes of the meetings.

16. Member secretary as well as Chairperson shall sign the certificate upon approval of
proposals by the IEC committee.

17. IEC shall prepare detailed SOPs for preparation and submission of protocols for ethical
approval as well as guidelines related to sample disposal as per ICMR policies.

18. To ensure responsible conduct of research, TEC may visit different laboratories and
check the record related to approved protocols.

19. Latest guidelines issued by ICMR shall be consulted and considered final in case of any
discrepancies.

These criteria are subject to changes as per the latest regulations issued by ICMR.

Reviewed by:

v 2

Director, R&D Celi Member Secretary, IEC

Effective date: March 3, 2024 (With yearly review of the criteria)

Approved by:
Repistr
Ferufda /REGISTRAR
Yuld @ Ryafaem, afder151401
Ceniral University of Punjab, Bathinda-151401 o



CENTRAL UNIVERSITY OF PUNJAB

VPO Ghudda 151401, Dist. Bathinda

Institutional Ethics Committee

Standard Operating Procedures (SOPs) Institutional Ethics Committee (IEC)

As per the “National Ethical Guidelines for Biomedical and Health Research Involving Human

Participants” issued by Indian Council of Medical Research (ICMR) in 2017, the general SOPs

of Institutional Ethics Committee (IEC) of Central University of Punjab are given below:

1.

Submission and review procedures: All the proposals must be submitted to member
secretary through Director, R&D cell as per the format provided. Member secretary
shall classify the proposals into exempt, expedited or full committee review.
Exempted proposals must be issued approval after consultations between member
secretary and chairperson.

Expedited review can be conducted by Chairperson, Member Secretary and two other
members.

All proposals that are determined to undergo full committee review must be deliberated
and the decision about the proposal taken at a full committee meeting.

All proposals including exempted or expedited approval must be ratified by the full
committee meeting of IEC.

Agenda, record of attending members and other relevant details must be recorded by
member secretary.

IEC may give full approval/minor revision/major revision/reject decision based on the
deliberations.

IEC should ensure the relevant clinical documents including ethical approval from
collaborating hospital/institute must be under process.

Studies requiring human samples must have onboard clinician with relevant expertise

as Pl or co-PI of the study.

10. Ongoing research should be reviewed at regular intervals, at least once a year



11. All documentation and communication of an EC should be dated, filed and preserved
according to written procedures. All active and inactive (closed) files should be
appropriately labelled and archived separately in designated areas. All records must be

archived for a period of at least 3 years after the completion/ termination of the study.

These criteria are subject to changes as per the latest regulations issued by ICMR.

% Reviewed by:
@(‘% /Q/‘\\S’

Director, R&D Cell Member Secretary, IEC

Effective date: March 3, 2024 (With yearly review of the criteria)

Approved by:

Re :—/’/

FHaufud /REGISTRAR
vurd @-dla Reaferag, afier-151401
Central University of Punjab, Bathinda-151401



CENTRAL UNIVERSITY OF PUNJAB

VPO Ghudda 151401, Dist. Bathinda

Institutional Ethics Committee

Membership requirements for Institutional Ethics Committee (IEC)

As per the “National Ethical Guidelines for Biomedical and Health Research Involving Human
Participants” issued by Indian Council of Medical Research (ICMR) in 2017, the requirements
to be member of Institutional Ethics Committee (IEC) of Central University of Punjab are given
below:

1. Chairperson should be non-affiliated senior clinician (Preferable Professor rank) with

previous exposure to serve on Ethical Committee within India.
2. Member Secretary should be faculty member of Central University of Punjab and
must have experience in conducting research related to human samples.
Basic Medical Scientists should be from Central University of Punjab with prior
experience working with human samples.
4. Clinicians from non-affiliated as well as from the Central University of Punjab
(Medical Officer of University, if any) should serve as members of [EC.
5. Legal expert preferably non-affiliated should be appointed to be member of [EC.

. One faculty member from relevant social sciences/languages department of the
Central University of Punjab (social scientist/ philosopher/ ethicist/theologian) with
knowledge of local culture and actively engaging with society should serve as member
of the IEC.

7. A local non-affiliated lay literate person should serve as member of IEC.

LS ]

Membership criteria is subject to changes as per the latest regulations issued by ICMR.

Reviewed by:

@"%’”'ﬂ o

Director, R&D Cell Membrer Secretary, IEC
Effective date: March 3, 2024 (With vearly review of the criteria)

Approved by:

geaiag / REC STRAR
yoma =0y el Zfg= 151401
Central University of Pui ithinez- 151401
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CENTRAL UNIVERSITY OF PUNJAB

VPO Ghudda 151401, Dist. Bathinda

Institutional Ethics Committee

Criteria for selection of members of an EC

1. Members should be selected in their personal capacities based on their qualifications,
experience, interest, commitment and willingness to volunteer the required time and
effort for the EC. See Table 4.1 for further details.

2. Members are appointed to the EC for a particular role. They cannot substitute for the
role of any other member who is absent for a meeting. The role of Chairperson/ Member
Secretary is an additional activity to their primary responsibility based on their
qualifications. Hence, if the Chairperson is a lawyer, she or he can serve as both the
lawyer and the Chairperson.

These criteria are subject to changes as per the latest regulations issued by ICMR.

A

~

AP Reviewed by: s
R
g -
Director, R&D Cell Member Secretary, IEC

Effective date: March 3, 2024 (With yearly review of the criteria)

Approved by:

Ry

Registrar
Foarad /REGISTRAR
vura @ fRvafareaa, sidser151401
Central University of Punjab, Bathinda-151401



CENTRAL UNIVERSITY OF PUNJAB

VPO Ghudda 151401, Dist. Bathinda

Institutional Ethics Committee

General requirements for all IEC members:

Every TEC member must:

1.

(]

provide a recent signed CV and training certificates on human research protection and
good clinical practice (GCP) guidelines, if applicable;

either be trained in human research protection and/or GCP at the time of induction
into the EC, or must undergo training and submit training certificates within 6 months
of appointment (or as per institutional policy);

be willing to undergo training or update their skills/knowledge during their tenure as
an EC member;

be aware of relevant guidelines and regulations;

read, understand, accept and follow the conflict of interest policy of the IEC and
declare it, if applicable, at the appropriate time;

sign a confidentiality and conflict of interest agreement/s;

be willing to place herhis full name, profession and affiliation to the IEC in the public
domain; and

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

These criteria are subject to changes as per the latest regulations issued by ICMR.

Reviewed by:

e

Director, R&D Cell Member Secretary, [EC
Effective date: March 3, 2024 (With yearly review of the criteria)

Approved by:

_ Fadafie /RECIE TRAR
gyarE @y faafe JeT-151401
Central University of Punjab, ~athinda 01
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CENTRAL UNIVERSITY OF PUNJAB

VPO Ghudda 151401, Dist. Bathinda

Institutional Ethics Committee

Quorum Requirements for meeting of CUPB-1EC

A minimum of five members present in the meeting room.

2. The quorum should include both medical/clinical, non-medical or technical or/and non-
technical members.

3. Minimum one non-affiliated member should be part of the quorum.

Preferably the lay person should be part of the quorum.

5. No decision is valid without fulfilment of the quorum

[y

na

These criteria are subject to changes as per the latest regulations issued by ICMR.

N Reviewed by:
@ g

Director, R&D Cell Member Secretary, IEC
Effective date: March 3, 2024 (With yearly review of the criteria)

Approved by:

o

rar
$a‘ﬂ"%id / ST2AR p
3 ¢ B i 501 15440
Yo & JF b 4 4 |
\ iy ,an, Bathinoa-151401

Cer
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CENTRAL UNIVERSITY OF PUNJAB

VPO Ghudda 151401, Dist. Bathinda

Institutional Ethics Committee
Procedure for resignation, replacement or removal of members

1. If any member of IEC is unable to continue due to their resignation or some other

reasons, concerned member should submit resignation through member secretary to the

Vice Chancellor.

Chairperson/member secretary should submit resignation through Dean Research of the

University to the Vice Chancellor.

3. Upon acceptance of resignation, Vice Chancellor may appoint new members as per the
ICMR policy in consultation with Chairperson/member secretary.

4. Vice Chancellor has the power to expel any member, in case of any misappropriations
at any given time.

5. For any reason, if any member is required to be replaced, a suitable replacement may
be suggested by the IEC to Vice Chancellor. Vice Chancellor may accept the
recommendation or may appoint new members independent of 1IEC recommendations.

o]

These criteria are subject to changes as per the latest regulations issued by ICMR.

/ M Reviewed by:
s o
@Mi‘;' ’ - /

Director, R&D Cell Member Secretary, IEC

Effective date: March 3, 2024 (With yearly review of the criteria)

Approved by:

— -

strar

peyfag / REGISTRAR

vare 4 -a Rwafarem,  fvsi-151401
viversity of Punjab, Bathinda-151401
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CENTRAL UNIVERSITY OF PUNJAB

VPO Ghudda 151401, Dist. Bathinda

Institutional Ethics Committee

Standard Operating Procedures (SOPs) for vulnerable populations

As per the “National Ethical Guidelines for Biomedical and Health Research Involving Human
Participants” issued by Indian Council of Medical Research (ICMR) in 2017, the SOPs of
Institutional Ethics Committee (IEC) of Central University of Punjab related to research carried
out on vulnerable populations are given below:

1. Definition of Vulnerable populations - Individuals may be considered to be vulnerable
if they are:

a. Socially, economically or politically disadvantaged and therefore susceptible to
being exploited;

b. incapable of making a voluntary informed decision for themselves of whose
autonomy is compromised temporarily or permanently, for example people who
are unconscious, differently abled;

c. able to give consent, but whose voluntariness or understanding is compromised
due to their situational conditions; or

d. unduly influenced either but the expectation of benefits or fear of retaliation in
case of refusal to participate which may lead them to give consent.

2. Members of IEC should be aware of these populations and special care must be taken
while evaluating such proposals.

3. Only the full committee should do accord approval and perform initial and continuing
review of proposals involving vulnerable populations. No exception are allowed.

4. IEC must verify all the details including inclusion/exclusion criteria. Proposals
recruiting only vulnerable populations must have meaningful outcome beneficial to the
group.

5. Review of any such proposals shall be carried out every 3 months including periodic
record verification.

6. In some cases, IEC may invite expert member(s) with special permission from Vice
Chancellor. Such members shall have rights to vote in the final decision making

process.

13



7. Minutes of such proposals shall be separate from rest of the proposals and all the record
in such cases shall be maintained separately.

8. IEC shall a carefully determine the benefits and risks of the study and examine the risk
minimization strategies.

9. Protection of privacy. confidentiality and rights of vulnerable populations is required at
all times — during conduct of research and even after its completion.

10. Autonomy of such individuals is already compromised and researchers have to justify
their inclusion. ECs have to satisfy themselves with the justification provided to include
these participants and record the same in the proceedings of the EC meeting.

11. Additional safety measures suggested earlier in the guidelines should be strictly
followed by the ECs.

12. The informed consent process should be well documented. There should not be any
undue coercion or incentive for participation. A person’s refusal to participate should
be respected and there should be no penalization.

13. The EC should also carefully determine the benefits and risks of the study and examine

risk minimization strategies.

ICMR guidelines in such cases shall be binding and followed strictly. These criteria are subject
to changes as per the latest regulations issued by ICMR.

Reviewed by:

o 05 e

Director, R&D Cell Member Secretary, IEC
Effective date: March 3, 2024 (With yearly review oi"' the criteria)
Approved by:

' 4 ‘—_(
rar
Foaiug /REGISTRAR

boma B Rvafarey, 3151401
Central University of Punjab, Bathinda-151401
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CENTRAL UNIVERSITY OF PUNJAB

VPO Ghudda 151401, Dist. Bathinda

Institutional Ethics Committee

Policy regarding conflict of interest of Institutional Ethics Committee (IEC) members

As per the “National Ethical Guidelines for Biomedical and Health Research Involving Human

Participants” issued by Indian Council of Medical Research (ICMR) in 2017, the policy

regarding conflict of interest of Institutional Ethics Committee (IEC) members of Central

University of Punjab related to research carried out on vulnerable populations are given below:

ol S

L

Chairperson and Member secretary must ensure that none of the members of IEC
have any conflict of interest related to the proposals submitted for approval.

All the members must declare conflict (if any) during review of individual proposals.
In case of any such interests, the respective members must excuse from the meeting.
In case of review of any proposal submitted by members of IEC, members must
abstain from the meeting during review of their proposal.

In case of proposals submitted by Chairperson or member secretary, IEC with mutual
consent shall appoint another member as chairperson or member scuretdry and shall
discuss proposals in absence of the applicant.

Minutes of the meeting must have detailed description of such cases.

ICRM guidelines must be followed in case of discrepancies. Decision of Vice
Chancellor shall be final in such cases.

These criteria are subject to changes as per the latest regulations issued By ICMR.

/ v Reviewed by:

" ,‘/o'V

@W«L A" o ))/
\¢ R

Director, R&D Cell Member Secretary, IEC
Effective date: March 3, 2024 (With yearly review of the criteria)

’ Approved by:

RegiStrar
gﬁ-ﬁﬁﬁﬂ/ REGISTRAR
tuid @10 [Qvafiaraa, afder151401
Central University gf Punjab, Bathinda-151401



CENTRAL UNIVERSITY OF PUNJAB

VPO Ghudda 15140 1, Dist. Bathinda

Institutional Ethics Committee

Policy for training of members of Institutional Ethics Committee (IEC)

As per the «“National Ethical Guidelines for Biomedical and Health Research Involving Human
Participants™ issued by Indian Council of Medical Research (ICMR) in 2017. the policy for
training of members of Institutional Ethics Committee (IEC) of Central University of Punjab

related to research is given below:
Training for New [EC Members:

1. Orientation Program: Before participating in any of the IEC meeting, the new members
must attend an orientation program covering the following topics:
Overview of the I[EC's role and responsibilities.
o GCP Guidelines: Overview, Principles & [mplications
Declaration of Helsinki.
[CMR National Ethical Guidelines (2017)
New Drugs and Clinical Trials Rules, March 2019
EC Functioning and Responsibilities

The members must pass the examination and get a certificate of training in the above
mentioned topics. The certificate shall be submitted to the member secretary
New members are paired with experienced [EC members during their initial period.

" Hard copy of all SOPs must be provided to the newly inducted members of IEC. Member
secretary should ensure 1o update records on DHR website.

4. All the members must read the latest ICMR guidelines and submit‘an undertaking in this

(U5 T 9

regard.
Continued Training for Existing IEC Members:

. Member secretary and Chairperson shall ensure periodic training by organizing specialized
lectures for members of IEC. .
7. The university will provide a separate budget to facilitate the periodic training program of
[EC members by the experts.
3. The members will be encouraged to attend workshops or lectures covering the following
topics:
a” Updates to national and international ethical guidelines
b. Principles of research ethics, including respect for persons. beneficence, and

justice.
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¢. Procedures for obtaining and documenting informed consent.
d. Identifying and mitigating risks in research.
e. Ensuring confidentiality and privacy of research participants.
4. The members should submit certificates or proof of attending any training programs to the
member secretary

These criteria are subject to changes as per the latest regulations issued by ICMR.

Reviewed by:
e-v“\ )>\/
‘\Y .
97\\ /@ /B“I o= 2.“]
Director, R&D Cell Member Secretary, IEC
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CENTRAL UNIVERSITY OF PUNJAB

VPO Ghudda 151401, Dist. Bathinda

Institutional Ethics Committee

Standard Operating Procedure (SOP) for Categorization of Submitted Protocols for Ethics

Review

This SOP establishes a standardized process for categorizing submitted research protocols to
ensure efficient and ethical review by the Institutional Ethics Committee (IEC). The type of the
categorization process is in accordance with the

After the protocols are submitted by the PI. the member secretary in consultation with
chairperson categorizes the proposal based on the following criteria:

o Exempt Review: Proposals presenting less than minimal risk category can be exempted
from review. For example surveys or observational studies without sensitive data.
Howevef there are some exceptions for example, if the studies can identify the human
participant directly or indirectly, and any disclosure about his responses could subject the
participant to the risk of psychological harm or any civil or criminal or financial liability.

» Expedited Review: The studies involving minor risks. such as non-invasive procedures
or secondary use of data may be subjected to expedited review. The expedited review
should be done only in the following scenarios:

5 There is minor deviations from originally approved research proposal and the
revised proposal was earlier approved through full review by the IEC

If the approved proposals requires time extension where there is no additional risk

or no new participant recruitment is done or the extension is only asked for data

analysis.

The proposal involves research on disaster management after a sudden natural

calamity. Such research studies would be considered for €Xpedited review where

the full review will take time and the research has the potential to provide
immediate benefit to the affected participants and help frame governmental policies
for the affected populations.

« Full Board Review: Studies involving more than minimal risk, vulnerable populations.
or sensitive topics shall be subjected to full review by the IEC. The review should analyse
the risk/benefit involved in the sample collection.

These criteria are subject to changes as per the latest regulations issued by ICMR.

Reviewed by:
-
! \Y )\'
1)
ﬂ’\\ /12'- /3—\0—'2_\1
Director. R&D Cell Member Secretary, [EC
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CENTRAL UNIVERSITY OF PUNJAB

VPO Ghudda 151401, Dist. Bathinda

Institutional Ethics Committee

Standard Operating Procedure (SOP) for Agenda Preparation, Meeting Procedures, and
Minutes of IEC

This SOP establishes the administrative process to be followed for fixing the agenda for IEC
meetings, meeting procedure, the recording of minutes, review and distribution of minutes
among the IEC members.

Agenda preparation

L.

Member Secretary in consultation with chairperson will prepare the agenda for the IEC
meeting. The agenda may vary but would mostly include the following:

¢ New protocol presentations, reviews, and discussions

* Review of responses to previous queries.

e Discussion of protocol amendments. continuing review reports, completion reports,

and termination reports.

¢ Declaration of conflicts of interest,

* Any other matter referred for IEC opinion
At least one week prior to the meeting, the scanned copies of all the proposals will be
shared with the IEC members so that the members get sufficient tirhe to go through the
proposals

Meeting procedure

l.

(8]

A call for proposals requiring ethical approval will be made periodically. The IEC
meetings will be held once every 3 months.

A minimum of five members besides the chairperson and member secretary are required
to complete the quorum. Ideally, one social scientist, one lay person, one legal expert,
one basic scientist and one clinician should be present. The meetings could be postponed
i the IEC chairperson or member secretary is not available. In somé cases. an internal
IEC member from the university could assume the role of alternate member secretary
with approval of IEC.

The PIs are informed of the IEC meeting in which their submitted proposal is to be
reviewed. They may be asked to appear in person or in an online mode if the IEC needs
some further clarifications regarding their proposed study.

The menfber secretary is responsible for organizing the meeting and communicating with
all the concerned.

19



5. The chairperson calls the meeting to order and ask members to declare any potential
conflict of interest with the agenda items. The members with conflict of interest may be
asked to recuse from the meeting or leave the meeting when the concerned item is being
discussed.

6. During the meeting, the agenda is followed as outlined and each agenda item is
discussed. and decisions are made by consensus or voting.

7. The decisions of the meeting will include approval. disapproval, request for
modifications in the proposal, termination or temporary suspension of an ongoing study

Documenting the minutes and record keeping

1. Member Secretary will record and draft the minutes of the meeting. The minutes will be
disseminated to all the IEC members who will read and provide their approval. The
chairperson will review and finally approve the minutes.

2. All the proposals received for IEC approval, the comments of IEC members,
modifications by the PI and other documents related to IEC meeting will be maintained
by the member secretary. The records are kept confidential.

These criteria are subject to changes as per the latest regulations issued by ICMR.

Reviewed by:

1)/5"3 “\e-24
Director, R&D Cell Member Secretary, IEC
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CENTRAL UNIVERSITY OF PUNJAB

VPO Ghudda 151401, Dist. Bathinda

Institutional Ethics Committee

Standard Operating Procedure (SOP) for Continuing Review of study protocols

This SOP describes how continuing review of previously approved protocols should be managed
by the [EC. The objective is the periodic monitoring of the reviewed studies and to continue
ensuring the safety and welfare of the research participants,

1. All the PIs whose project has received ethical approval must submit yearly reports as per
the format attached with this SOP.

2. The submission of the annual Report cum Continuing Review Application form should
start exactly one year from the date of receipt of IEC certificate by the PI.
3. The member secretary should send periodic reminders to the PIs to submit the annual

report for continuing review of their protocols
4. If the PI does not comply with the Continuing review process, the PI will be intimated by
the member secretary to put recruitment of new research participants on hold and may be
asked to explain the reasons for non-compliance. Other actions may be taken as deemed
fit by the IEC.
The Annual Report cum Continuing Review Application form should include number &
typeof samples collected, brief update of the progress in the study, number of Serious
Adverse Events (SAE) and whether they were reported.
6. The Continuing Review submission may undergo expedited review if there is no change
in the protocol and there were no reported SAEs in the study
7. Ifthere is any modification in the protocol or any SAE has been reported, the proposal

N

may be put up for full review.

These criteria are subject to changes as per the latest regulations issued by [CMR.

Reviewed by:

@W‘VD"PV“ )),
y 2 BT faay

Director, R&D Cell Member Secretary, IEC
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Institutional Ethics Committee
Central University of Punjab

Annual Report cum Continuing Review Application form

IEC Project No.:
[EC Certificate Ref. No. & Date:

Project Title:

1. Principal Investigator (PI):

Designation/Affiliation:

Co-PI & Affiliation:

Co-PI & Affiliation:

Total no. & Type of samples collected:

Total no. of samples approved by the IEC for the study:
Duration of the study:

el T L S

Brief update of the progress in the study:

8. No. of Serious Adverse Events (SAE)- if any:
9. Were all SAEs reported to IEC: Yes/ No (if no, reason for the same) ~

Signature of Principal Investigator: " Date:

To be filled by IEC office only

Any remarks/observation:

Signature of Member Secretary with date:
22



CENTRAL UNIVERSITY OF PUNJAB

VPO Ghudda 151401, Dist. Bathinda

Institutional Ethics Committee

Undertaking regarding non-affiliate members in Institutional Ethics Committee (IEC)

The IEC may include any non-affiliate member as per the requirements from the list of 50 or
more non-affiliate members recommended by the IEC. The list shall be prepared by [EC

members and be finalized upon approval from the competent authorities.

* o\ Reviewed by:
A
0% e
\ /E/

Director, R&D Cell Member Secretary, 1EC
Effective date: March 3, 2024 (With yearly review of the criteria)

Approved by:

Re t(ﬂ_;_"/

Feaatad / REGISTRAR
qure @ -¢ra Rvaferey, afder-151401
Central University of Punjab, Bathinda-151401
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Research Ethics Review Committee
Central University of Punjab (CUP), Bathinda

Name of Principal Investigator:

Name of Organization:

Name of Sponsor:

Name of Proposal and version:

This Informed consent for has two parts:
e Information sheet (to share information about the research with you)

e Certificate of Consent (for signature if you agree to take part)

You will be given a copy of the full Informed Consent Form

Note: Please attach 1 page CV of PI(s) along with the application.

For Office Use:

Protocol number:

Date of protocol approval:
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Part I: Information Sheet

Introduction
Purpose of the research
Type of Research Intervention.

Objectives of the study:

Duration of the protocol:

Start of the protocol: suggested by Pl/ commencement of the project

End of the protocol: with conclusion of project/study or for maximum of 5 years (whichever
is earlier)

Note: Whenever there is any change in protocol, fresh approval should be sought by referring
to the earlier approved protocol.

Sample Collection:

Participant Selection

Inclusion Criteria

Exclusion Criteria

Voluntary Participation

Side effects:

Risks:

Expected outcomes and benefits of the study:
Reimbursements:

Confidentiality:

Sharing the Results:

Right to Refuse or Withdraw:

Who to contact: |

PI (Name, affiliation and Contact details)
Co-PI (Name, affiliation and Contact details)

Clinical Collaborators (Name, affiliation and Contact details)

Part I11: Consent Form
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Central University of Punjab
Declaration by Pl regarding IEC approval
for use of human samples in research

working  as in  centre for

hereby declare that:

I/we am/are submitting research proposal entitled

___for ethical approval in order to use human samples for research purposes.

I/we intend to use Human blood/ tissue samples solely for research purposes.

I/we shall be following the protocol as approved by Institutional Ethics Committee
(IEC).

I/we shall ensure that only authorized technician/collaborating medical personnel will
be drawing blood/ tissue sample.

I/we shall ensure that the proposal shall be duly approved by IEC of the host institute
of collaborator(s).

I/we shall ensure that samples collected will be used only for research purposes.

I/we shall ensure that after use, left over bio-hazardous material will be disposed of
properly as per guidelines of IEC.

I/we shall be responsible for proper conduction of the approved protocol.

Name and signature of the PI(s)

Date:
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CENTRAL UNIVERSITY OF PUNJAB

VPO Ghudda 151401, Dist. Bathinda

Institutional Ethics Committee

Standard protocol for Collection of blood samples from healthy

volunteers or patients.

- Individual Pl/researcher has to get approval for the consent form duly signed by the donor..

- A trained staff (Technician/ Nurse) should be collecting using minimally invasive techniques.

- All the protective measures should be detailed by the applicant Pl to be undertaken for the

sample collection, handling, storage, experimentation and biohazard disposal.

Protocol for collecting blood samples:

1.

10.
11.

12.

Trained staff should give details to the selected individuals about the work they are
undertaking and explain the consent form details in appropriate language.

Other necessary details of the donor should be collected at the same time.

After taking written consent from the donor, the person should prepare appropriate blood
vessel for sample collection by venipuncture.

A cotton swab dipped in spirit alcohol should be used to wipe the target area skin for
sterility.

A fresh (unopened) syringe needle should be used for drawing required amount of blood.
After drawing the blood a fresh alcohol dipped cotton swab should be placed on the site
of venipuncture and pressed gently till the blood flow stops.

The donor should rest for some time (5-10 minutes before leaving).

The blood sample should be immediately transferred to collection tubes (EDTA, Heparin
coated or uncoated) as per the needs of the experiment and stored in cold box).

The collection tube should be labelled as number (1,2 etc.) and date while the patient
details should be entered in a register with respect to the same number as written on the
tube.

The person collecting information and blood should sign in the record register.

The samples should be sent to the laboratory as early as possible and processed further for
coding/decoding procedure.

The staff collecting samples should wear appropriate lab coat and gloves and practice all
the sterile venipuncture precautions while doing the procedure.
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CENTRAL UNIVERSITY OF PUNJAB

Consent Form

I have been explained the possible risks and benefits and have understood the purpose
for which blood sample from me/my children is being sought by the centre for
Central University of Punjab, Bathinda.

| am free from any pressure whatsoever and herby give my own consent/consent of my

children(who are under 18 years of age today) to: (i) withdrawal of sample of about .............. ml

blood by veni-puncture; and (ii) to all types of analysis of my blood for non-profit research

purposes for acquisition of knowledge for the benefit of mankind by Centre for
or their collaborators.

| will have the right to know the analyzed results for my sample (samples) and | am not
giving my consent for disclosure of any personal information either direct or derived from the
analysis of my sample (samples) to any one without my further consent.

| hereby give permission to the investigators to release the information obtained from
me as result of participation in this study to the sponsors, regulatory authorities, Government
agencies, and ethics committee. | understand that they may inspect my original records.

| am aware of the fact that | can opt out of the study at any time without having to give
any reason and this will not affect my future treatment in the hospital. | am also aware that the
investigators may terminate my participation in the study at any time, for any reason, without
my consent.

| have been informed that my consent will be sought prior to any for-profit (including

filing of patents) that may be taken by the Centre for or their
collaborators on the basis of my blood sample.

Date:

Name: Sex: Age (YTrs):
Address:

Investigator Certificate

| certify that all the elements including the nature, purpose and possible risks of the above study
as described in this consent document have been fully explained to the subject. In my judgment,
the participant possesses the legal capacity to give informed consent to participate in this
research and is voluntarily and knowingly giving informed consent to participate,

Signature & Name of the Investigator: Dated:

28



LECIDRE]
, UoTTe iy fayfaeer grT forg Ig=a 9
T AR S I G & T AR SR § IS9P GHIfad SRIA Td A1y &1 Gt RS HY
A B 3R T I Wi THz g

T A AR &g a1 S0b Teaal gRT (i) IATUER (Venipuncture) Tafd gRT
IRIAR T BT THT oo Bl Yad FAran; SR (i) AFaar & fed & FHoH &
oY ST & IE2T Y W35 & T TR & fazao 37 &1 W Bt/ W 5=t (Rt
31T 311 18 AY ¥ HH &) B TgHd! gal/adl §; R I R fordll THR F1 Hls Ga1d 1ol g

T 3 T (T  faafa afkomd &) A &1 iR g1 iR § Sua
() & TIRIN0T ¥ T el 1 399 IAd Pig U I 31 &t Tgda o o foosht bl ot
Uohe H B YgHc Tal & BT g

T UdagRT 39 L B YT A4 & IRUTRGEY G 9 UTe Ja-1(3i) BT e,
M TR, TRHRT TRl auT = i B Udhe B &1 Ui
DI AT ST 5| H YU T § fob o TR gt Sifieral &1 FRIEmr ) 9ehd g

o ST § fop § 39 sremae § fpedt off gug fomr S8 SR Fare st Igvifiarn
AT R Tl §; 3R 3TY TR HT™ H g1 aral sars yuIiad gt 8l | H g8 W S-an g
& srgdum®al fea off I fed off FRU @ O Teadt & o 39 sremaa | IRt
T HIRTAT THI R Tahd & |

T gRd P s ge1 § % % 1 TTP AR GRI
TR G T3 & YR W Bt off ary (@ Usfird wam wfed) & forg 7t gd wenfa o
STQt|
fafd:
ATH: fofT: &I‘I’g(&l‘ﬁﬁ)
Udr:
YISl THTUT-UF

T YA Rl § o SURIG 37800 &1 U, S 3R YU SIRIH &1 SaRedT Haiferd
T BT B < T g1 B I H 39 3T H JgHIAIT ) Gid TgAfd U A &
fore TgyTft ST emaT Y@ § 3R 98 Wiess U ¥ 3R gl I19 & Ty 378 YT oA
&1 gford YeHld ¢ @18

STl o SXT&R Td AT feie:

29



AfaH3t gran

N Hare3s usfoui w3 afefoni Ias see i fapr A3 N -
----------------------- g, UArg Jedt gateafind =8 M3 7 A Sfow R ¥s ? wyd
B2 AE T HIT A AN T 3

N Buafard sgioddivamasdidm3 N L. adifed fHeisiecays
LT Fo LI Tl = 25 AR I — dwg A O Aidtest @8
HEe31 & IuTe B faprs Y3t {33 19 s © aHA © 99 371 © d9-Haeiq3
B »ifors et mryd Afartmmyd Sfent (gt € €1a »ia = fes 18 As Fufe
J) <t AfgH3t féer g

NE MU BHS (GHEHT) © »fis = 531 ATTs T I d=am w3 N At
»arQ AfaHt IS <13 g9 fHU AT 54 (@HfewT) = wifts It oS it ardt
et €l fadl AredTdl A6 39 ad6 < AfaH3t adi = faar!

N 87 ga3ret § for wfmis feg At mishss Fear 19 3 Y3 Areadt
faer gt 1 u3T I fa €I N st eraz=wi &t Aig ST HaR I5 |

H fer 39 3 are gt fa W fan <t mi fagt adt ags TR oA fods S9A 8 &3
AT IT 3 YIS feg I o Na Hgr<l femm 3 forer aul »ig &df u=ar 1 713
feg @ wreardt J fa 4a 9937 fan < M, fagt awt A9 TR »3 N9t Afo=t wdi9
fen »ifods arga feg Nt A3 ¥y3H 99 AaR I51

NG Areardt © {3t el A fa N3 Ya R 3HS ? wurg 3 fan & w19 T aran
(U2 TEIS 996 Afd3) § AT 3 UFAST - dag At
ErR Aidiers €8 Nt AfoHst o i3t At
i3t
OTH: fgar. g
(HT):
Y3
YAII3T T8 YH'E-U3d
H feg Yifes aaer It fa for Afonst U39 feg vad Qudas »ifts Iaa s 83
IR Fet, W3 w3 Aarfes y3fani mi3 ATd 3t 3 graft § AT Sa= fe3T fap 3|
Nd feard »igATg graft fer ¥ feg AHS I SEt Aaiga AfgH3t < © 9841 qu
o9 7HTE I w3 A=fEET 578 »3 AT I Aagd AfaHst = faar g,

YAII3T € TH3U3 M3 &TH: fist.

30



CENTRAL UNIVERSITY OF PUNJAB

VPO Ghudda 151401, Dist. Bathinda

Institutional Ethics Committee

Standard protocol for Coding/ decoding of the sample.

1. Coding/ decoding of the sample details:

- Coding of the human sample is required to safeguard the identity of the donor.

- A committee comprising of coordinator of same centre (or senior faculty) and
coordinator/senior faculty from another centre will be involved in coding of the sample. In
case of CoC is the PI, senior faculty from same centre and CoC/senior from another centre
will be involved in coding/decoding)

- Each sample will be assigned a random number (as mentioned in serial number 2 under
heading of sample numbering).

- Personnel information like name etc. shall be kept confidential and required information may

be released to the researchers like age and sex of the donor, clinical features etc.

2. Sample numbering: A number than may be given to the sample; eg. Human sample
collected in March 2014 can be coded as CUPB/HSB/14/03/----, where CUPB stands for
the university, HSB for human sample blood (or others like HSP for human sample prostate
etc.), 14 is the year 2014, 03 is the month March followed by 4 digit serial number for the
sample.

3. Criteria and procedure for disclosing the patient’s confidential record: Donor’s
confidential details shall not be revealed under any circumstances for the study or any other
gains. In case of any emergency, committee set up by the competent authority shall decide
whether to reveal the identity or any other details. Once the details are revealed the
particular sample should be immediately excluded from the study.

4. Emergency measures: if in case of any leakage of donor information the Pl or the
concerned person should immediately inform the office regarding the information leakage
and work should be stopped immediately. The committee will find out the source of
information leakage and the guilty should be penalized as per the University regulations.
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CENTRAL UNIVERSITY OF PUNJAB

VPO Ghudda 151401, Dist. Bathinda

Institutional Ethics Committee

Standard protocol for Disposal of biohazard waste generated from

blood samples.

. Personnel responsible for disposing of human samples must be appropriately trained and
qualified, and demonstrate due care and respect for the material at all time.

. All human samples to be disposed of should be autoclaved (at 131°C for 30 minutes)
prior to disposal using a separate clear autoclave bag designated solely for human
samples. The only exception to this is the disposal of formalin-fixed blood which must
not be autoclaved.

. Arecord of the autoclaving should be kept by the personnel responsible for undertaking
the procedure. These records should then be retained as part of the provision of an audit
trail of the fate of samples.

. Samples for disposal, once autoclaved, or formalin-fixed blood samples which should
not be autoclaved, should be placed into a thick gauge biohazard waste bag for storage
until subsequent disposal. If the material is hazardous, including formalin-fixed blood,
this should be separated from normal clinical waste and disposed of using appropriate
procedures for hazardous material

. When samples require disposal if there is no regular collection of clinical waste (e.g.

routine weekly collection), a clinical waste collection should be requested.
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CENTRAL UNIVERSITY OF PUNJAB

VPO Ghudda 151401, Dist. Bathinda

Institutional Ethics Committee
Mechanisms of reporting of Serious Adverse Events (SAE)

1. In case of any injury or serious adverse events during procurement of human samples, immediate

and appropriate medical aid by a qualified doctor should be ensured by principal investigator.

[

Since IEC-CUP is not mandated to approve clinical trial protocols, SAE in such cases should be

handled by the collaborating medical institute.

3. It is the responsibility of Applicant (Principal Investigator) to notify the member-secretary and
chairperson of IEC-CUPB immediately in case of any such event.

4. Vice Chancellor and IEC-CUP should also be provided with detailed incident report and analysis.

IEC-CUPB should discuss such events in detail and advice applicant accordingly to avoid any

h

such future incidences. .
6. Strict compliance with ICMR/DHR and DCGI guidelines is responsibility of the principal
investigator (applicant) of the study.

2

Member 'Sec-rctary (IEC)

)

Director, R&D Cell Registrar,
Central University of Punjab
gaafia /REGISTRAR

gyure @-uig favafeearey, afdsr-151401
Central University of Punjab, Bathinda-151401
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