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CODE OF ETHICS FOR RESEARCH

Pacple’s Univarsity, Bhopal, India, established in 2011, which follows the highesat
degree of ethical standards in its daily operational functioning. To ensure this
People's University follows these ethical standards:

1, OCrientation in athics is given intermittently to its faculty,

2. Guesl lectures by esteemed s peakers are arranged on ethics.

3. Need bazed in-house training on ethics is provided from time to tima

4. Staft is motivated to attend external lrainings on ethics outside the

organization,

Ethics being inbuilt in all the operations of People's University utmost care is taken
that there is no ethical violation on any count, Ethical funetioning of People's
University is reviewed through review of the research and other proposals and their
follow up at all levels Constructive, positive criticism is invited from coworkers in
internal open house sessions, and the suggested corrections are noted down and
implemeanted.

The People's University believes that all its coworkers have the duty to uphold the
ethical standards in high esteem and follow these meticulously in its daily
cperations.

Impartance of the Code

The People's University pursues a research ethos which encourages excepfional
acquaintance and ethical respensibility in its research work. Excallznt researchers
are reguired to strive for the highest standards of excellence and marality in all
research activities. The Code of Ethics for Research serves as an important
guideline to inspire researchers at the Peopla's University

Focus of the Code

The Code identifies key valuess characterizing the ethos which the People's
University pursues. It highlights the rights and responsibilities of researchers are
applicable in rezearch environment.

Terminology

Research freedom: |t entails the complete protection of independence of
investigation, data gathering, thought, expression and publication of resulls.

Research misconduct: Practice that constitutes a serious deviation from what is
generally accapted within the scientific community in the submission, peformance
and reporting of research.

Animal experiments; Procedure that includes use of live animals for testing &
hypothesis, information collection, research pruﬁntiun. transfer of knowledge,

eallection and testing of product.
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Compensation: All compensation that is received for services provided. This
includes salaries or farm of remuneration, goods, shares andfor other items of
significant economic value.

Conflict of interest: Conflict of interest arises when the indiidual's private or
personal interest and professional obligations are contrary fo such an extent that an
independent observer may have doubt as to whether or not the individual's
profassional actions are influenced by personal considerations, financial or
otherwise

Consultant: A member of Institute who renders advice in his/her professional field
to an outside person, group or organisation against payment.

Contract research; All research procedures carried out for outside crganisations
as part of the researcher's service dispensation in ferms of the provisions of the
Rules for Contract research work of the PLU

Copyright: The proprietorship and control of intellectual property in inventive works
captured as a-pliable form of expression from which it can be viewed, reproduced or
othanvise communicated, whether directly or by means of 8 machine or device.

Experimental animals: All living non-human fetus of a verebrate, nan-human
vertebrate, or any other species which, in the opinion of the Ethice Committee (EC)
concerned, has a nervous system that can experience pain in the same way as a
vertebrate.

External activities: All research activities parfarmed by a member of staff acting as
a consultant and including outside worlk. Contract research is excluded from this
definition since it forms part of tha researchar's senvice dispensation.

Fundars of rasearch: Instifutions or individuals that provide financially support
research in part / full.

Human participants in research: A living individual on whom the researcher is
conducting research by:

(a) collecting data by intenvention or interaction with the individual, or

(b} obtaining identifiable private information.

"Intervention” includes physical proceduras by means of which information is
gathered, along with manipulation of the parbicipant or the participant's environment
for rezearch purposes.

Integrity: Constant maintenance of ethical values in words and behawior.

Member of staff: Any person in fulltime (permanent full-time / temporary full-time)
or part-time appointment at the PEOPLE'S UNIWVERSITYand who is entitled (o
benefits andfor a salary or wage for histher defined responsibilities. Including
undergraduate and postgraduate students appainted fo perfarm work as part of a
grant or contract and whao are fully or partially responsible for reporting on research.

Minimum risk: The risk of harm anticipated in the projected research does not
exceed, given probability and extent, the risk that would be come across normally in
daily life or during the prasantation of routi physical and psychological
examinations or tests. IZ
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" COpen research environment: This safequards that, a= far as possible and taking
into account ethical guidelines and the nghts of evervhody involved, siudents are
given unlimited exposure to ideas and data, and as far as possible be given
unlimited cpportunities to become involved in rezearch and to publish results.

Qutsida work: Work performed by researcher with or without remuneration cutside
Peaple’s University work. which does not form part of the course and extent of their
service to the PU/ PEOPLE'S UNIVERSITY, for which they have obtained
PEMMISSIonS.

Research [ research activities: Every systematic examination aiming to
contributing and or developing to, knowledge that can be generalized, Activities
complying with these requirements are regarded as research, regardless of whather
they are nomally described as "development”, "demanstration” or by any other
term.

Researcher: Includes any full-time /part-time Scientist, Faculty, Research assistant
{RA). Senior Research Feliow (SRF), Junior Research Fellow (JRF), undergraduate
{UG) or postgraduate (PG) student of People's University or other Institute taking
part in any research activity.

Tangible research goods: Items such as biological materials, computer soffware,
databases, prototype devices and diagrams. It differs from immaterial tems or
intellectual property such as inventions, patents, work subject to copyright and
trademarks subject to other policy guidalines,

People’s University resources: These include, but are not limited to, all facilities.
staff, equipment, materials, expertise, information and confidential information of the
People's University and its research projects,

PREAMELE

The People's University gives high priority to research as one of the primary
research institute of the PU. It pursues & research ethos that promotes excellence
as well as ethical responsibility in the search for and the creation. conzenvation and
transfer of knowledge Consequently, researchars at the People's University are
required to pursue the highest standards of excellence and ethical behavior in all
their research activities.

+ KEY VALUES

Thesa include:
» Reszearch freedom
Acadamic environment conducive to research
The availability of facilities, services and other resources of the PU
Social responsibility
Justice
Benevalanca
Respact for the individual ?
Professionalism ! ﬁ ]
Refraining from discrimination WA e (’f/j
Refraining from the abuse of supervisorv authaoritv LN Y
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«  Fefraining from gender harassrment

THE RIGHTS OF RESEARCHERS

The right to research freedom

Researchers at People’s University are free to choose the subject of their studies
ralated o thrust area of People's Universily and to seek support for their research
from any appropriate source, Researchers have the right to information reguired for
their research, in so far as there is no legal or moral limitation en furnishing such
information. They have the right to disseminate the resultts of their research. without

supervision or alterations by external funders, unless this has been stipulated in
advance by a signed contract.

The right to research environment conducive for research

People's University has the responsibility to create an environment that promotes
research and fosters good researchers. People's University will create an
anvironmant in which research can flourish, by, among other things, visionary
policy, innovative programmes, sound support services, appropriate incentives,
effective financial management and the mobilization of funding.

The right to the facilities, services and other resources of the PU

The Institute has the responsibility, in so far as it is feasible, to make facilities,
equipment and services available to researchers for use in research, with a view 1o
the creation of an environment which is conducive to research. Where the People's
University does not have sufficient resources to give effect to this right, it should
endeavor to obtain resocurces from other sources and to allocate them Lo
researchers, Researchers are allowed to negotiate facilifies, funds and other
resource from elsewhere for research programmes in case of limited availability of
resceurces, With due pamission from Head of Institution,

THE RESPONSIBILITIES OF RESEARCHERS

Researchers are obliged and responsible to follow key valuss in their research
Social responsibility

Researchers should accept that they form part of a broader community and that
their responsibilities therefore go beyond the academic environment. Consequently,
they should be attuned to the needs and problems of local, national and
international communities in which they are functioning. Research should contribule
to the development of prosperous, free and just communities,

Justice

Fair treatment of all individuals involved in research should therefora h)a one of the
most important objectives of researchers and research institutions. |' P
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« Contractual justice refers to tha fairmess of specific agreements and
transactions between individuals andfor representatives of institutions involved
in research,

« Distributive justice refers to the faimess of the distribution of benefits for a
specific community among its members.

» Contributory justice refers to the fairness of the contributions requested from
individuals and organizations.,

+ Retributive or affirmative justice refers to the fairness of punishment imposed
for crimes perpetrated or offences committed, or the compensation requested
for rectifying offences, By the IQAC of Institutions.

Benevolence

In order to conduct research in an ethical way. all parties invalved should not only
be protected from harm, but efforts should also be made to ensure their well baing
This falls under the principle of benevolence. The term 'benevolence refers to
generous or charitable behavior that is not compulsory for everybody.
‘Benevolence' or ‘goodwill’ does, however, refer to an obligation that comes into
effect in two general rules that are mutually complementary: Do not cause harm,
and increase possible benefits and reduce possible harm.

Do not cause harm

This principle can be applied to various spheres of research to indicate that
individuals, animals, the environment, etc. should not be harmed for the sake of
research, regardless of the benefits that may result from such research.

In the case of specific research projects, researchers and other members of staff of
Pecple’s University are obliged to give prior consideration to maximizing the
benefits and reducing the risks that may result from the research. Since the aim of
research should always be the improvement andior the promaotion of the quality of
life of humans as well as animals, care should be taken net to encreach upon the
rights of humans and animals during the research process. Researchers should try
not only to minimize future harm, but also to eliminate injustices and harm from the
past.

Respect for the individual

It can be divided into two moral duties;
+ The duty to recognize the autonomy of the individual, and
s The duty to praotect persons with reduced autonomy.

Professionalism

Researchers shoukd ensure that they comply with the professional standards of the
ocoupation. They have the following professional responsibilities:

+ Integrity: The individual integrity of every researcher should be irreproachable
at all times, since the collective integrity of individual researchers conslilutes
the very comerstone of science.

« Quality: Researchars are responsible for the academic character, accuracy
and reliability of their own research and of anything done under their
supervision. Researchers should always apply the highest sjandards of
excellence with regard to the planning, implementation and,' reporting of

-research. l‘ﬁul -.'m_f e
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= Accountability: Individual researchers should be held responsible for the

originality of their work, for the complete disclosure and reporting - to the

ok Research community as well as peers, journal editors, funding agencies, grant
authorities and other scientific organizations concerned like CTRI.

Refraining from discrimination

Discrimination is any action resulting in the services, benefits, opportunities andior
facilities of the People's University being withheld from someone on the grounds of
race, gender, pregnancy, marntal status, family status, ethnic or sosial angin, colour,
old age, disability or medical condition, religion, conscience or beliefs, culture,
language and birth. Discrimination also includes any communication, whether
verbal, written, electronic or non-verbal, that promotes a lack of respect of
intolerance towards specific individuals or groups, The Peopla’s University strives to
create a work environment that will support and reward its members of staff and
students on the basis of applicable factors such as work performance and research
success, Discrimination has a negative effect on this environment and should
therefare be avoided at all costs by researchers.

Rafraining from abusing supervisory authority

Abusing supervizory authority includes misuse of authority in any form of
canditional, or apparently conditional, granting of services, banefits, cpportunities or
facilities on the grounds of pedformance or events not related to the research
achievemnent or work performance of the person being supervised. This practice
haz a negative effect on the research envirenment and should be avoided at all
costs by researchers.

Refraining from gender harassment

The People's University is a research institution stnving for the creation of non-
dizcriminatory work, living and lzarning environment for avanybody, wheare it will be
possible for evervbody to realize hisher full potential. It recognizes that the
protection of human dignity and the discouragement of offensive actions form an
integral part of such environment and recognizes that gender harassment is an un-
accept able encroachment on the core values of human dignity, privacy and mutual
respect, and Is a form of unfair discrimination, The commiftes involved o ensurs
this is Grievance Redressal Cell, People's University.

APPLYING THE KEY VALUES

The key valuss should be applisd within the varous refationships in which the
researcher oparates. VWithin these wvarious relationships, more specific rights and
responsibilites are applicable. The People's Universily is committed to carry out
research that will contribute to the well-being and quality of life of all. They should
therefore recognize the right of the community to have access to research findings
and information in as far as it does not encroach upon the right to confidentiality aof
clients, funders or participants in research,

Fessarchers should be aware of the priorities concerned as identified by the
government aof the day (since these keep on changing according to national
policies) and should try to contribute to the national well-being and sperity.
Howewver, they must not be forced to confine their activities only to the Wm?ldiate
d va ™3
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priorities of the government of the day. The essence of tha People's University as
an instifution lies in its capacity to combine excellence in the creation and
sonsarvation of knowledge with the establishment ef life skills and values, with a
view to ensuring the responsible and effective use of knowledge to the benefit of the
local and worldwide communities. Researchers have the responsibility to promote
knowledge as well as wisdom by pursuing truth with regard to all aspects of life,

The environment where a scientific investigation involves the physical or biological
environment as subject of investigation, the researcher should go out of hisher way
to prevent any irresponsible intervention in such environment, Where a scientific
investigation includes the use or the production of hazardous substances, care
should be taken to ensure that the nsks to the environment, to community life and
to human beings and animals that may come into contact with such substances
after conclusion of the investigation, are kept within acceptable limits. Wherg an
investigation involves viruses, micro-organisms or plants, the objective thereof
should be ethically justifiable. Procedures should make provision for the required
level of biosafety in the given circumstances and for the protection of the
envirenment and human beings or other erganisms that may be expozed to risks
dunng the investigation,

Researchers and Funders of Research

Conflict of interest

Any conflict of interest should be avoided, and all researchers are requested to
make known any potential conflict of interest. Interference by clients or funders that
could compromise the integrty of the research is unaceceptable. Information
regarding the identity of participants in contract research will not be made available
to funders, unless the individual participants agree,

Confidentiality of research results

Agreements with clients and funders of research are subject o the principle that the
People's University undertakes to make research results freely available to the
public within a specified and limited time framework and in a responsible manner.

Financial obligations

Remuneration agreements for participants and researchers should be set out in the
contract or in the conditions of grant / funding application, as well as other approved
budgetary items. Funds should be spent within the confines of the contract or grant,
and in the event of any overdrawn account it is the responsibility of the project/
pragram leader to redeem this overdrawn account by transferring the necessary
funds to an appropriate account.

Funds for new fields of research

The costs of the preparation of research proposals and other activities in support of
new fields of research may not be offset against funded projects or project costs
intended for other purposes, Such costs should be recovered fromy other free
sources. The costs of proposals with regard to continued research |E;3,r be offset
against the funds of the existing projects. f
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RESEARCHERS, PEOPLE'S UNIVERSITY AND THE BROAD SCIENCE
COMMUNITY

Researchers must not abuse their position and authority for any persenal gain.
Although they may consider their own secondary interests, these interests may
never hamper or compromise their freedom of investigation. Research should
always be conducted in a particularly academic and responsible manner.

Researchars should accept responsibility for:
« the design, methodology and execution of their research;
« the planning of research in such a way that the findings will be credible and
valid;
« reporting their findings, and the limitations therect, so that such findings can
be subjected to peer evaluation and be made available to the public; and
» pointing out alternative interpretations where this may be applicable.

The results and findings, researchers should subseribe to the principles of honesly,
completeness. intelligicility, clarity, accountability, and exposure 1o public testing
Where applicable, the authority of professicnal codes in specific discipiines should
also be recognized and respected. The People's University has the right to submit
to audit procedures the quality of research, the ethical acceptability of rezearch
procedures as well as the financial aspects of the research. Researchers should be
prepared to submit themselves to procedures in this regard established by the
People's University or by clients of the PU, as well as to peer evaluation to ensure
the excellence of their work.

Resaarch misconduct

Research misconduct should be considerad within the framewark of the definition of
miseonduct in the Statutes of the PU. Misconduct within the research environment
should be avoided at all costs. If a researcher is found guilty of academic
misconduct. suitable action against the person concerned will be taken as set out I}
the People’s University conditions of senvice and disciplinary code.

The following actions should be avoided:

 Failure to give proper acknowledgement to the inputs of collaborators,

« Fraudulent inclugion or reporting and manipulation of factual infermation,

» Plagiarism as the appropriating of literary work, or partions of such work, by
someone else, and the presentation therecf as if it were the guilty person's
T WOk,

« Un-guthorised use of confidential research results (research theft) where this
s not in accordance with acceptable academic or collegial behaviour,

« Unacceptable acquisition, allocation and abuse of funds allocated for
research purposas.

s+ Relribution of any nature against a person who has acted in good faith in
reporting suspected or alleged academic misconduct or in giving information

in this regard. Ay

« Unlawful and un-authorised use of People's University 71pertj,.r and
equipment. T'.,\L g

« \iolation of copyrights or any other form of IPR. e

: Vice Chagcalior
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« Abuse of research by faculties, scientists, researchers, post graduate
students for their own purposes.
Failure to comply with research tasks forming part of work duties.

Undermining other individuals' fundamental rights in the execufion of
research.,

Canflict of interest

Academic mambers of staff may not allow other professional or cutside activities to
distract their attention from their primary responsibilities towards the People's
University. They should maintain & significant and professionslly acceptable
presence when on active duty. Helidays and leave should be in accordance with the
People's University regulations.

They should create an atmosphere of academic freedom by promoting the open
and timely disclosure of the results of their academic activities, by ensuring that
their advice to students and postdoctaral associates is not influenced by personal
interests, and by disclosing external activities that could affect the free flow of
academic information between themselves, students and colleagues.

Fesearchers may use resources, including facilities, staff, equipment, information or
confidential information as part of contract work, provided that the People's
Univarsity is compensated in terms of the provisions of the Rules for Contract Work.
Researchers may not use resources for any purpose other than purposes related to
teaching, research or service, unless prior permission has been obtained from head
of the department or higher authorities, as provided by the regulations.

Researchers should dizclose in good time all potentially patentable inventions that
have been discovered or created in the course and within the ambit of their service.
Ownership of such inventions should be dealt with in accordance with the policy.
Researchers should inform the People's University whether they have consuitation
agreements or work in an outside insfitution, before the following proposed
arrangements or agreements between such institutions and the People's University
will be approved: a) gifts; b) funded projects; c) technology licensing agreements;
and d) allocations, In such cases formal People's University permission will be
reguirad before the proposed arrangements or agreements can proceed.

Intallectual property

Researchers should be aware of all the provisions and should submit themselves to
all the control mechanisms and guidelines of the PU. The mora imporant principles
underlying this are:

+ Promotion of free and creative work to the benefit of science and society as a
whola, The conservation of traditional university practices and privilegas with
regard to the making available and publication of academic works

« Establishment of ethical standards and procedures with regard to intellectual
property

» Promotion of creative and innovative research and ccoperation by the
establishment of mechanisms recognizing the rights of all the parties
concermned, promoiing the acquisition of bensfits from research, and
guaranteging the equitable distribution of benefits from research by
establishing principles and procedures for distributing revaque from
inventions and creative work (as per the funding agencies); F’rut&‘l?iinﬁ and
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marketing the University's assets, including its Intellectual Property, 1o the
benefit of all interestad parties.

RESEARCHERS AND THEIR COLLEAGUES OR COLLABORATORS
Authaorship

Since academic work is informed by a multitude of sources offering concepts and
information, it is essential to emphasize rightful acknowledgement in the
presentation of ideas and the publication of manuscripts. Authorship should be
awarded only to those persons who have made an original and significant
contribution to the conceptualization, design, execution and interpretation of the
published work. Individuals who have made smaller contributions by for instance
giving advice, performing analyses or providing subject material, or who have
supported the research in some other way, should be acknowledged.

The principal authar should determine whether or not these individuals should be
included a@s authors, Sometimes wntten permmission has to be obtained for
acknowledgement in the published work. In the case of co-authorship, guestions
arise as to the criteria for inclusion as author, the ability of @ach author to evaluale
all aspects of the study and the sequence of the list of authors. Authors should
dizcuss these questions openly and should make appointments before undertaking
the project. The author submitting the work, or the principal authar, is responsible
for coordinating the completion and submission of the work and for ensuring that all
the contributions and all the collaborators are given proper acknowledgement. Al
authors should approve the final version of the manuscript and should be prepared
to accept responsibility for the work in public. Each auther / co-author is responsible
for the compilation, revision and verification of thoze pars of the manuscrpt,
publication or presentation representing histher contribution, All co-authors are
entited to making their own copies thersof, including figures and atfached
documents,

in factual or scientific reports, authors should go out of their way to quote applicable
data, including those data not supporting the hypothesis proposed. It is the
responsibility of the author(s) to be au fait with other appropriate publications and to
gquete from them. It is unethical, and harmful to the PU, to present as one's own the
work of others, whether in part or in full, to fabricate research results or to omit or
changs information. Authors who wish to quote information obtained al a personal
level or from unpublished written material should obtain written permission from the
source. It is inappropriate and unacceptable to submit extracts from research, or
reports on the same research, to more than one publisher, unless such action has
been approved by the editors of each publication or multiple submission is the
acceptable standard practice in the specific discipline or figld. In the complete report
on the work in gquestion, reference should be made to preliminary extracts from
wark that has already been published.

Selecting research partners

Researchers have the right to select research partners on the grounds of the value
and quality of the work of other researchers in the field, provided that both partners
are able to make a significant contribution to the joint project. Resea hers ara
encouraged to undertake joint research projects with colleagues of ﬂﬁr local |

fareign institutions and to proemote inter imultidisciplinary researc ¥ In such
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ingtances, researchars should ensure that they are familiar with the contents of the
refevant policy documents of the institutions concerned, for example the intellectual
property policy, and that effect is given to the applicable provisions thereof,
provided that this is not in conflict with the Peoples University policy and
regulations.

Assisting with the research of others

Researchers should strive 1o assist and support other researchers from
disadvantaged communities and social groups by means of advice, information and
cooperation, A researcher who takes part in the research of another researcher,
whether it is a Peoples University colleague or an outside person, does so as a
professional person and is therefore accountable for his/her actions.

The decision to take part must be based on the following information:

= Research protocol

« Procedures for obtaining a patticipant's permission

« Extent of inputs reguired from the researcher, A researcher who takes part
as collaborator in the research as a fieldworker or data collector (and who did
not take part in the planning) is obliged —

« Towork according to the research protocol;

» Toreport on any additional information that was collected in the course of the
field work and that may influence the resaarch;

» To stick to the research schedule, and

» To give notice in good time if is/her involvement is going to be ferminated.

The researcher is entitled to terminate histher invelvement in the research in due
course after consultation or after giving notice and taking into consideration specific
commitments. If the researcher is more than a fieldworker or collector of data and
alzo takes part in the planning of the research and/or analysing the data, his/her
contribution should be acknowledged in any resultant publication. The aextent of the
acknowledgemant should be negotiated in advance. Ressarch partners should be
informed of the outcome of funding applications and of the ressarch findings and
outputs.

RESEARCHERS AND STUDENTS UNDER THEIR SUPERVISION

Supervising students’ academic work

The People's University is responsible for teaching Undergraduate (UG) and
postgraduate (PG) students and prepanng them to enter society and to practice
their disciplines according to high ethical standards. The People's University and its
staff have an obligation towards the broad academic community, the students and
the public to ensure that all students involved in academic and research activities
do so with responsibility and with respect for the highest professional standards.

Study leaders, research leaders and administrative heads share the responsibility
for providing an open and equal research environment to persons undergoing
training. They must ensure that students are given fair acknowledgement for
onginal work, that students are not taken advantage of for the study leader's own
research purposes, that demands made on students are reasonable anq, that they
are treated as peers with the same protessional courtesy. Opportunities £huuld be
created for students who feel that their supervision or training is |ndde1u tes Study
L (F. P .‘-I
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and research leaders should regularly meet with students, colleagues and other
collaborators to evaluate the work and progress being made. They should
encourane students to critical and independent thought and to share ideas and
infermation with other members of the academic community. They should ensure
that the exparience gained by the students will contribute to preparing them for their
future as independent researchers.

Training of PG students in research ethics and integrity

Ethical issues in the camying out of research should form an integral part of the
training of all senior UG and PG students. A study leader should require students to
have at least a basic understanding of research ethics and should encourage them
to be able to identify and deal with the ethical issues relating to their research,
results and publications. Every study feader Is responsible for the establishment
and execution of the principles of research ethics among students and research
staff under his/her supervision. Study and project leaders should also serve as role
models for students in the manner in which they conduct their research

RESEARCHERS AND HUMAN PARTICIPANTS IN RESEARCH

The ICMR guidelines for Biomedical Research are being followed
{fAnnexure-1)

Basic principles

In their relationship with human participants in the research process, researchers

v should consider the principles of respect for parsonal autonomy. benevolence and
justice. It is important to understand that these ethical principles do not exist in
isolation from each other. Furthermore, good judgement and sensitivity are required
in the application of potantially conflicting principles, as are often found in this type
of research. An awarensss of potential conflict should lead to the development of
useful strategies for combating conflict.

Applying the principles: Evaluating risks and benefits

The researcher must always consider the ethical applicability and foreseeable
consequences of the ressarch. Detsrmining the risks and benefits of the research
requires a careful collection of relevant data and, in some cases, alternative
methods for achieving the benefits aimed at in the research. The researchar should
care about the interests of vulherable participants such as children, disabled
persons and the aged,

The nature and extent of risks and henefits

The requirement that research can be justified only on the basis of a favorable
risk/banefit evaluation is closely related to the principle of benevolance. Risks and
bensfits of research may have an effect on individual participants/ the families of
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indmidual participants and the community as a whole (or specific groups of
participants in the community) Various types of possible ham and benefits should
be considered, The researcher should protect participants in research against
foresesable physical, psychological or social harm or suffering that may be
expenenced in the course, or as a result, of research. When research has
unforeseen or undesirable conseguences, the researcher is responsible for
identifying and, where possible, rectifying these consequences.

The systematic evaluation of the risks and benefits

The ideal of a systematic, non-arbitrary analysis of the risks and benefits should be
pursued as far as possible. This ideal requires that those persons taking decisions
regarding the justification of the research are thorough in the collection and
evaluation of information conceming all aspects of the research, and that atternative
possibilites should be considered systematically.

In the evaluation of the justification of the research, at least the following
considerations should be taken into account:

« Brutal, inhuman treatment of human participants is never morally justified.

« Risks should be reduced to those nisks that are essential for achieving the
objective of the research. It should be ascerained whether it is indead
essential to use human participants. It will probably never be possible to
completely eliminate risk, but risk can be reduced by careful consideration of
glternative procedures.

« When research implies a congiderable rigk with regard to serious harm, ECs
should put exceptional emphasis on the justification of the risk.

« When vulnerable communiies are involved in research, the applicability of
their involvement in the research should be indicated. In this judgement, &
number of variables are important, including the nature and degree of the
risk, the condition of the community or individuals concerned, and the level of
expected benefits.

= Risks and benefits to be expected should be clearly indicated in documents,
and procedures should be applied to obtain informed permission.

« Research and the pursuit of knowledge should never be seen as the highest
objective at the cost of other personal. secial and cultural values

Informed consent

Eatisfactory standards of informed, understeod, witnessed, signed consent should
be complied with. Before participation in research takes place, a clear and equitable
agreement with paricipants should therefore be arrived. The process of consent
should include the elements of information, understanding and voluntary
participation.

Information

It should ensure that sufficient information is given to paricipants. The research
procedure, the objective thereof, the risks and expected benefits, alternative
procedures (in the case of therapy} and a statement making it clear that the
participant has the opportunity to put questions and withdraw from the research at
any time without giving any reason. Information on how participants are selected
and particulars of persens responsible for the research may be addgy. The extent
and nature of the information should be such that persons, even if ﬁ:ﬂqknnw that

F &



@ PEOPLE’'S UNIVERSITY"
- T PEglabishad by MO Act fvo. 18 of 30711 & appreved uin 2 f] &F LGS Ace 10540
FEOYFLE'S 1RO SO0 & 2008 Coertified

e —

the procedure is not essential for them to be cared for, and even if they do not
understand everything, are able to take a reasoned decision concerning their
participation in the promotion of knowledge. Even if the procedure implies direct [
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benefit to them, paricipants should understand the degree of the rizk and the
+ voluntary nature of participation.

Understanding

The way and the context in which the information is conveyed are as important as
the information itself. Since the participant's ability to understand is & function of
intelligence, rationality, maturity and language usage, it is essential 1o adapt the
presentation of information according to the participant's  abilities. Special
precautions should be taken when understanding is considerably limited, for
axample in cases of illiteracy, immaturity, minority or mental deficiency

Each class of participants having a lack of understanding (for example, babies or
young children, mentally deranged patients, terminally ill persons and patients in a
comajshould be treated in their own terms, Even for these persons, respect
requires that they are given the oppertunity, to the extent to which they are capable,
to choose whether or not to take part in the rezearch. Respect for persons alzo
requires that the pemission of other parties be obtained in order to protect the
participants from any harm. The third parties selected should be a person who is
well acguaintad with the paricipant’s situation and who can and will act in hisher
best interests. The person with the authority to act on behalf of the participant
should be given the opportunity to observe the rasgarch as it oceurs, in order o be
able to withdraw the participant from the research if this is in the best interests of
the participant.

Veluntary action

An agreement to take part in research is considered to be valid consent only if it is
given voluntarly. It requires circumstances free of coercion and of undue
influencing. Unjustifiable pressure usually takes place when people in positions of
autharity or great influsnce — especially where possible sanctions are involved —
demand certain action from a participant. The researcher should respect the right of
the individual to take part in the research and to withdraw at any slage.

Selection of participants

The principle of benevolence in risk/benefit evaluation, the principle of justice brings
to the fore the moral requirament that there should be fair procedures and
outcomes regarding the selection of the participants in there search.

Justice applies at two levels regarding the selection of participants: the social and
the individual level, At the individual level, it 18 required that researchers should
exercise fairmess in the selection of participants: they should tharefore not offer
potentially beneficial research only to certain patients enjoying their favour, or they
=hould rot select "undesirable” persons for potentially dangerous research, At the
social level, justice requires that a distinction be made between groups of peopls
that should not take part in the research concemed becausze the loa would be too
heavy for them or because they are already overloaded, and grnugg whera this is
not tha case and who should therefore take part in the research. U\\,‘m
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Certain groups, such as racially based minority groups. the economically less
privileged, seriously il persons and institutionalized mentally deranged persons,
students, should be protected against the danger of being involved in research
merely for the administrative convenience thereof, or because they can be easily
manipulated because of their iliness or sociceconomic positian,

Privacy and confidentiality

Privacy enjoys high priority, not only because certain informaticn can be regarded
as humiliating or in other ways injurious to the participant, but also because privacy
Is essential for infimate, personal and spiritual relationships (i.e. those relationships
that are sometimes regarded as "holy"). When a participant in rezearch confides in a
researcher. the researcher is obliged not to share this information with others
withaut the participants permission, except if there are laws to protect the public
interest (for instance, the compulsory nofification of child abuse). Breach of
confidence can cause irreparable harm in the relationship of trust betwean the
researcher and the padicipant, as well as in the relationship with other individuals
and parties. In order to understand what information can be regarded as private and
confidential by prospective participants, it is essential to have a participant-onented
perspective.

Researchers should always be aware of applicable legislation within their
jurisdiction and should make themselves acquainted with the expectations that
participants may have with regard to privacy and confidentiality. In view of the rapid
development of information technology, researchers must take suitable steps to
ensure that confidential information is safeguarded, Thare is considerable public
interest in the extent to which researchers are allowed to have access o certain
private information, not only to expand knowledge, but also to achieve a number of
social objectives, such as the establishment of adequate public healthcare
programmes and maintenance of the democratic process.

ANIMALS USED IN RESEARCH
The CPCSEA guidefine are being followed fAnnexure-il)

In dealing with experiments with animals, strategies fo refine the methodology and
operative procedures should be applied as a fundamental obligation with a view to
reducing the number of animals used and, where possible, replacing the use of
animales with an alternative approach or experimental system. People invalvad in
research with animals furthermore have the obligation to respect the interests of
laboratory animals and 1o recognize that they are sensitive to pain, that they may
become anxious and that they may experience fear if they remember such
EXPENENces.

Applying the principles

Planning and preparation

An experiment with animals should be planned carefully and scientifically in
accordance with the available knowledge regarding the problem being studied and
the guestions being put. It should be designed in such a way that the results,
whether positive or negative, will not result in the justification for the experiment
being questioned. Initially, a written protocol should be prepared as a document for

approval by the relevant EC of People's University and also by a relepant research
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committee where this is required by the faculty, No experiment or tuition invelving
animals may commence before such approval has been obtained

Selection of experimental animals

The selection of the most suitable animal species for a given research objeciive is
fundamental to the successful design of the experiment. It is recommended that
persons with expertise in the biology of laboratory animals and their health and
diceaze conditions be consulted before a final selection is made. The use of in vitro
biological systemns and theoretic modelling systems should for ethical, practical and
financial reasons be considered as an alternative to the use of laboratory animals if
it can produce data of equally good or even better quality.

Avoiding f minimizing discomfort, anxiaty and pain

A humane approach in animal experiments relates to the elimination or minimizing
of the pain, anxiety and discomfort that may be caused by the experimental method
applied. Caring for experimental animals should thersfore be the responsibility of
persons who are well qualified by training and experience {veterinarians or qualified
laboratory animal technologists) and who are sensitive o the manifestation of pain,
fear, discomfort and anxiety in commonly used laboratory species. Laboratory
animals may not be subjected to pain, discomfort or anxiety in animal experiments,
except where the information cbiained from such sxperiments is of exceptional
importance. In such a case, a thorough ethical evaluation will be the decisive factor.

Limited use of laboratory animals

Animals that have already been used in an experiment may not be subjectad to any
further procedures, except if the first procedure was of & minor and non radical
nature and the use of such animals in further projects has been sanctioned by the
relevant EC of the PU.

Euthanasia

Euthanasia may be essential at the conclusion of an experiment either to get rid of
animals or ending their pain and anxisty, that cannct be relieved by medicines or
ather treatment. or where it may be expectsd that the pathological changes caused
by the experiment could be accompanied by serious disease or radical physical
changes and disability (for example the growth of tumaors and the collection of body
fluids). Terminal points for such experiments should be determined in advancs and
critefia should be established for the determination of such terminal points,
Research protocols should offer guidelines for the application of euthanasia to
animals during / at the conclusion of experiments. Methods of euthanasia should be
described in detail in the résearch protocol.

Euthanasia should be compulsory in the case of an experimental procedure that
fajls or if anything happens that may compromise the validity of the collection of
research data from experimental animals. In the last-mentioned case, the collection
of data from the animal should be terminated for scientific as well as ethical
raasins.

species involved and the objectives of the protocol. Euthanas should be
' fl

The selection of specific agents and metheds for euthanasia will d;ﬁend on the
i
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performed by members of staff who are competent in the methed appropriate to the I
species concerned. It should be performed in a professional and merciful marnner.
Animals killed by euthanasia may not ba removed before a careful clinical ]

examination has determined that the animal is dead.
Minimizing pain, anxiety and discomfort

When an experiment causes unavoidable pain, anxiety and discomfort, analgesic or
other suitable medicines should be used to prevant or reduce such conditions. In
the event of radical operation procedures, the use of anaesthetics as prescribad in
velerinary practice is compulsory.

Animal care and accommodation

The clinical care of animals used in expariments should be under tha direct cantrol
of a qualified veterinarian as per the law of the land.

Famning with animals should be on a high standard and the animals’ need for water,
food, sanitation, sleep and waste removal and the control of diseases should be
taken into account. Animals should be cared for daily by a qualified person,
including during weekends and holidays, to ensure their well-being and to comply
with research requirements. Emargency veterinary services should be available
after office hours and during weekends and holidays, In an emergency, security
personnel should be able to contact persons responsible for caring for the animals,

Care should be taken to eliminate diseass. injury, overpopulation and stress factors
and to protect animals from infection with ecto- and endoparasites. Consideration
should also be given to the animals' social needs in terms of physical contact and
communication by means of wvisual, auditive and olfactory signals. Where
applicable, animals should be kept in social groups.

Training

It is the responsibility of the head of the academic section where the ressarch on
animalz is conducted, to ensure that the persons performing animal experiments
are well qualified. This requires that such persons should receive formal training in
the laboratory care of animals and also, where necessary, use the programme
offered by the Institute to teaching and research staff,

Public policy statements regarding the use of labaratory animals

Principles for the care and use of animals in tests, research and training have been
establishad by CPCSEA, New Delhi, India. These statements contain detailed
information on the standards of keeping, canng for and using animals, It is
mandatory to follow the enshrined standards.
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