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Preamble

CUK views research ethics as the concrete manifestation of the researcher's sense of
responsibility and commitment to the society at large, fellow human beings and to the
research community. The ethical dimension of research involves values, attitudes, norms,
knowledge and skills to conduct, present and communicate research as a humanistic
activity that synchronises with social, cultural and economic realities. Researchers need to
be aware of the responsibilities placed on them in understanding and sensitive handling
of the human, social, cultural and scientific issues involved in research. CUK expects every
researcher to link his/her research to the highest ideals and objectives of knowledge
production and communication. All research and related activities in CUK will be informed
by the following:

Values: Truthfulness, trust, openness, progression, freedom from dogma,

Attitudes: Cooperation, friendliness, acceptance of critical inquiry, self reflection and
criticism, acceptance of the other, commitment to common cause, commitment to the
vulnerable sections of the society.

Morms: Being lead by professional norms and bench-marks, conventions and
recommended practices at national and international level, incorporating subject-specific
standards

Knowledge: Knowledge of social, cultural, ideological and political issues involved in
research, knowledge of good practices in research, knowledge of the scientific and
systematically organized ways of research, knowledge of channels of knowledge
communication, knowledge of the problems and stakes of people involved in research
(researchers and subjects)

Skills: Knowledge acquisition skills, knowledge generation skills, knowledge
communication skills, skills to use new knowledge in practical situations, skills to identify
social, economic, cultural and scientific problems and generate knowledge accordingly,

CUK expects every researcher to develop a deep understanding of its vision of the ethics
of research and to ensure that their research is informed and guided by the foundational
principles and objectives outlined in this document.




1.0 Foundational Principles

The philosophy and vision of CUK regarding ethical conduct of research are expressed as
four foundational principles; Awareness, Commitment, Interpersonal Relations and

Professional Conduct.

1.1 Awareness

1.0.1

1.0.2

1.0.3

1.04

1.0.5

Researchers need to be aware of the ethical, humanistic, social,
cultural and ideological issues involved in research in general and in
specific instances of research they undertake.

Researchers need to be sensitive about the stakes, problems,
difficulties, expectations and apprehensions of fellow researchers,
participants and users of research generated knowledge.

Researchers need to be aware of the economic implications of using
public funds for research and be prepared to ensure that the fund is
used in a productive, positive and beneficial way to the society.
Researchers need to be aware of the norms and standards prescribed
for research by national and international bodies and also rules and
regulations that relate to various aspects of research.

Researchers need to be aware of the potential uses and users of
research generated knowledge and products of research and ensure
safe practices in this regard.

1.1 Commitment

111

1.1.2

1.1.3

Researchers need to be committed to the ultimate goal of social and
economic development of the country and be able to align all
research activities to this end.

Researchers need to be committed to the ideals of honesty,
transparency, generation of knowledge and upholding professional
standards.

Researchers need to be committed to the socially, culturally and
economically vulnerable groups and be prepared to use research to
benefit them.

1.2 Interpersonal Relations

121

1.2.2

Research is to be conducted in a setting that promotes trust, mutual
respect and openness between all participants including the
researcher, research students and support staff.

Researchers are expected to ensure that participants in research are
not exploited, put to psychological, economic or physical harm and are
informed of their rights and possibilities of making choices.

1.3 Professional conduct



1.3.1 Researchers are expected to maintain the highest standards in the
conduct of research process, documenting and communicating
research and in supervising research.

1.3.2 Researchers are expected to develop a deep understanding of the
skills and competencies required for research and acquire and apply
them in research activities.

1.3.3 Researchers are expected to conduct research in a transparent way
and open it up for critical evaluation and scrutiny.

1.3.4 Researchers are expected to systematically document research and
make research data available for application and further studies.

1.3.5 Researchers are expected to ensure that their research no way
prejudices the interests of others, cause harm or social
embarrassment, or has detrimental economic or political effects

2.0 Professional Standards of research

a)

b)

c)

d)

Researchers are expected to operate on the basis of a deep and professional
understanding of their discipline and methodologies and procedures of research.
Researchers are expected to ensure that he/she has the full competence to perform
the activities, processes, experiments and techniques that are part of the research
undertaken.

Researchers are expected to have a thorough understanding of the standards and
bench-marks prescribed by professional and academic bodies in the particular field
regarding research, experimentation, testing, analytic techniques and
measurements, and to apply them in their work.

Researchers shall uphold intellectual property rights and will abide by the legal
regulations of copyright.

3.0 Researcher’s professional integrity and honesty

a) Researchers shall not use research activities and expertise in a way that compromises

professional ideals of research.

b) Researchers shall not sensationalize research findings for personal gain.

c) Researchers shall not exaggerate research findings, measurements and observations.

d) Researchers shall not involve in research for malicious or illegal purposes.

e) Researchers shall not accept grants or sponsorships that involve a conflict of interest

with their professional integrity and principles.

f)  Researchers shall not unfairly criticize or defame the work of other researchers.

g) Researchers shall not misrepresent or falsify the work of others for personal gain or with

malicious intent

h) Researchers shall undertake only those activities for which they have competence.

i)  Researchers shall not act in an arbitrary and biased way

4.0 Sense of justice and social commitment



a) Researchers shall ensure that their research is guided by the ultimate aim of
social beneficence.

b) The beneficence to those who participate in the research will be a prime
concern for researchers.

c) Researchers shall ensure that the research outcome provides sufficient
compensation for the resources invested in the particular research by the
society.

5.0 Transparency and openness

Transparency and openness are key aspects of research ethics. They relate essentially to

verifiability, usability, authenticity and truthfulness of research and all processes involved in

research.

a)
b)

f)

g)

h)

j)

k)

The reporting of research should follow the criterion of transparency in all aspects.
The aims of research, methods used, data collection techniques, nature of data,
sampling strategies, outcomes and application potential of research are to be stated
in a full and clearly understandable form.

Data and information required for reduplication and cross checking of experiments
and observations by other researchers are to be spelled out completely and clearly.
Limitations of research and possibilities for experimental or analytical error are to be
discussed in a frank and professional manner.

The extent to which ideas, theoretical formulations and analytical techniques are
drawn from other sources is to be made clear.

How the basic data is stored and can be accessed by other researchers for
verification and cross-checking are to be clearly spelled out.

Where confidentiality criteria are applied, other possible norms for the authenticity
of data are to be spelled out.

Details of location and dates of data collection, researchers and other staff involved
in data collection, procedures adopted, information on the sample (without
compromising on the confidentiality criteria) are to be recorded and maintained by
the researcher and the Department concerned and to the extent relevant, stated in
the report.

Work books, laboratory log books and registers are to be maintained systematically
by all Departments and are to be made available for the purpose of verification and
cross-checking by future researchers.

Wherever possible and applicable, video and audio recordings of experiments,
research procedures, observational settings and data collection process are to be
made and maintained.

Researchers need to be transparent in the use and distribution of all resources of
research including physical facilities and money.

6.0 Interpersonal relations in research



6.0 Dealing with participants as valued equals

a) Researchers need to establish friendly and open relationships based on trust,
with fellow researchers and participants.

b) When researchers are in a position to guide, direct and influence the activities of
others involved in research, they will respect the individuality, rights and
autonomy of the participants.

c) The dignity of the participants needs to be protected at all costs.

d) Researchers shall ensure that all the participants are not exposed to situations
causing embarrassment or annoyance or negative feelings. Researchers need to
ensure that their actions, relations and decisions are free from bias based on
culture, language, gender, nationality, caste and religion.

e) Where research involves cultural and social aspects, researchers need to take
every precaution to avoid such prejudices and biases in the conduct and
reporting of research.

6.1 Non-exploitation

“Certain groups, such as racial minorities, the economically
disadvantaged, the very sick, and the institutionalized may continually
be sought as research subjects, owing to their ready availability in
settings where research is conducted. Given their dependent status and
their frequently compromised capacity for free consent, they should be
protected against the danger of being involved in research solely for
administrative convenience, or because they are easy to manipulate as a
result of their illness or socioeconomic condition”

The Belmont Report 1975

a) Constitutional rights of each participant will be protected. Researchers shall not
use their authority to impose on participants and fellow researchers decisions
that are discriminatory.

b) When research is conducted on students and subordinates as participants,
researchers shall ensure that their participation is guided by freedom of choice
and not by perception of indirect consequences or rewards.

c) Incentives offered to participants shall be of such nature that it compensates for
the time and effort the participants expend, and shall not be used as bribes.

d) Voluntary participation is the basic ethics of participation in research. It is
waived only when the research is based on archival or published material.

e) Researchers shall not use positions of authority to persuade others to participate
in research.



f) Researchers shall not target vulnerable groups or socio-economically deprived
groups to participate in research involving potential psychological and physical
stress or harm, using their deprived status to get consent.

6.2 Professional courtesy

a) Researchers shall give due respects to fellow researchers, students and
all those who work in the team

b) Researchers shall not unfairly criticize or defame the work of other
researchers, scholars or authors.

c) Researchers shall not involve in any action that undermines the
professional dignity of other researchers.

d) Research directors and supervisors shall make every effort to protect all
team members/students from possible harm or ill effects that may result
from participating in the research.

e) Researchers shall extend help and assistance to fellow researchers.

f) Researchers shall take care of equipment, data, materials and
infrastructural facilities.

7.0 Documentation of research
7.1 Principles of research documentation
An essential aspect of scientific research is replication and verifiability. It is assumed
that when research is replicated the same result as that of the original researcher is
obtained. The authenticity of research is dependent also on openness to verification of
all aspects of research such as design, experimentation and measurements, data
analysis and recording. Maintaining research records is hence an important part of
ethical practice in research.

a) All aspects of research must be recorded in appropriate format and maintained
for a relevant period by the researcher and/or the university.

b) Workbooks, laboratory logbooks and worksheets are to be carefully preserved.

c) Data collection methods, details of field work, collection of samples and physical
objects and details of audio/ video recordings made in connection with the
study are to be maintained.

d) Details of human participants are to be maintained remaining within the
confidentiality criteria agreed upon.

e) Each department will set up a system for making available research records for
verification by other researchers taking into consideration the commitment to
openness and sharing and on the other hand, the intellectual property rights of
the researcher who conducted the study.

7.2 Data Management

a) For each research, who will hold the data after the research is over will be
decided in advance. Data can be held by the individual researcher, principal
investigator, the Department /University or it can be in the public domain.



b) How long data will be held is to be decided based on the nature and relevance
of the data, confidentiality criteria, potential for misuse of data and
intellectual property rights.

c) University/departments will specify who can access the data and conditions
for use.
d)

8.0 Authorship

Responsible authorship practices are an important part of research.

Which colleagues should be listed as authors or co—authors, and which

colleagues should instead receive acknowledgement is to be decided on

grounds of objectivity and fairness. Proper authorship practices are

deemed necessary in order to protect the work and ideas of genuine

authors and prevent research fraud.

a)

b)

d)

Authorship credits for research and publication will be in accordance with the
contribution made. Who are listed as authors and who receive acknowledgement for
contribution shall is to be decided based on systematic criteria. (For example, The
International Committee of Medical Journal Editors (ICMJE) has issued the following
guideline: Authorship credit should be based only on 1) substantial
contributions to conception and design, or acquisition of data, or
analysis and Interpretation of data; 2) drafting the article or
revising it critically for important intellectual content; and 3)
final approval of the version to be published. Conditions 1, 2, and 3
must all be met. Acquisition of funding, the collection of data, or
general supervision of the research group, by themselves, do not
justify authorship.)

Credits will be given to those who have contributed to the research/publication by
way of materials, data, analysis, review, suggestions and specialized help such as
language editing, statistical analysis, expert opinion on specific aspects or collection
of specimens.

Intellectual property rights (copy rights and patents) will also be decided on the
basis of an objective and just assessment of the actual contribution made:
researchers shall not use their position of authority or position to deny the rights of
fellow researchers or students who contribute to the research.

The consent of those who will be acknowledged should be obtained, to prevent the
situation where they are perceived as endorsing research for which they are not
responsible.

9.0 Confidentiality

a)

b)

Researchers are bound to keep confidential data, details of participants, opinions,
and any other information collected from the participants for the purpose of
research.

Confidentiality procedures to be followed will form part of informed consent.



c) Unless the participant has given voluntary consent to use his/her name in the data,
the researcher will refer to the participant in strict anonymity in reporting and
publishing the research.

d) When data is stored after the research is over, the researcher is bound to ensure that
future users of the data are also bound by the original confidentiality agreement.

10.0Research Misconduct

Responsible conduct of research devoid of fabrication, falsification, and
plagiarism 1is necessary for maintaining the integrity of the research

process and autonomy of the research community.
10.0.1 Plagiarism

The intentional copying of ideas, text, data, graphics or any such intellectual, linguistic and
artistic creations/products of others comes under plagiarism. This includes also
self-plagiarism and salami slicing to increase the publication count. From minor plagiarism
(such as using a few lines of another author without acknowledging, using creative phrases
or descriptions and terminology coined by other authors without acknowledgment) to major
plagiarism involving copying of extensive material, plagiarism is an act which goes against
the fundamental spirit of research. Academics and researchers are bound to acknowledge
the source/authorship of whatever is not original in their work. This includes;

a) Textual material- words, phrases and sentences that are taken from another source
or drawn from conversation, interview or personal communication.

b) Ideas- Concepts, theories, findings, analytical approaches.

c) Methodologies- Procedures, experiment designs

d) Psychological tests, questionnaires, rating scales

e) Graphics and pictures- Pictures, illustrations, images, graphs, visual representations,
diagrams

f) Data- statistical data, language data, tables, source materials.

g) Linguistic creations- Technical terms, neologisms and phraseologies, when these
have not passed into regular use, but are special cases relating to a particular author

h) Examples when they are not part of common knowledge.

Piracy is often discussed as a higher and more serious form of plagiarism. This refers to the
appropriation of ideas of others without acknowledgement. Unlike plagiarism, ideas
appropriated from another source can be hidden to a great extent by altering, restating or
translating the ideas into another language. Researchers and research supervisors need to
exercise special caution to avoid this problem. The major aspects of doctoral research in
progress need to be published in journals of standing and any feedback or criticism
regarding piracy need to be carefully examined.



A problematic area of plagiarism and piracy relates to use of unpublished research material

to which a researcher gains access in his/her capacity as reviewer or research supervisor.

Each researcher needs to critically evaluate his/her thinking process and ensure that he/she

is not using ideas gained thus even in an unconscious way.

10.0.2

10.0.3

10.0.4

Falsification

Falsification is defined as the wilful alteration/manipulation of data for whatever

reason. It includes the following:

a) Distortion of data to support a particular hypothesis or analysis or to
arrive at a particular finding/conclusion

b) Suppression/omission of parts of data to suit the analysis

c) Statistical inflation of data

d) Improper presentation of data to hide certain tendencies

e) Making references to non-existing sources

f) Using incomplete references

g) Relying on experimental observations/data not firmly established
through cross checking and verification

h) Using non-random samples and representing it as random sample

i) Generalization without sufficient evidence

j) Sensationalizing and claiming unsubstantiated importance for the
research

Fabrication

Fabrication is making up of data, observations or results not actually attested.

a)
b)

c)

d)

e)
f)

Blowing up the sample size

Conducting interventions for certain data sets alone and reporting for the
complete set

Correcting  data/observations to match with earlier/standard
observations

Reporting results without conducting the specified number of
trials/experimental cycles

Wilfully introducing factors that alter experimental outcomes

Reporting results not actually observed

Obfuscation

The intentional obliteration, mystification and darkening of research and ideas in

reports and publications with a view to create a sense of importance or gravity is

known as obfuscation. Researchers and authors often resort to this practice with

a view to hide the actual quality of their work and provide it with a more

serious, lofty and creative appearance. This is a serious problem which of course



cannot be regulated by law or norms, but every researcher needs to be aware of
the ultimate disrepute that this practice brings to the particular piece of
research and the researcher, and how it erodes the values of the research
profession. Researchers need to be on guard against the following obfuscation
tendencies;
a) A style of discussion, explanation and analysis that obliterates the main
ideas and concepts
b) Unnecessary reference to theories or elucidation of theories and ideas
not actually relevant in the context.
c) Using difficult or impenetrable language on purpose
d) Not clearly defining and explaining the concepts and scientific terms used

10.0.5 Destruction/withholding of data/ Denying access to information

a) Wilful destruction of data to prevent future verification or cross
checking

b) Not providing data to sponsors of research where warranted by the
terms and conditions

c) Denying access to information or sources of information to fellow
researchers and students

d) Destroying or making inaccessible, databases and recorded data

e) Defacing or cutting out pages from books and journals

10.0.6  Bibliometric inflation

Listing in the bibliography, books and journals not actually consulted or
referred in the text.
10.0.7 Redundant/Duplicate Publication

a) Republishing the same or substantially same part of earlier
publication in another journal.
10.0.8 Personation/Ghost writing

a) Using the services of persons other than the author(s) to write parts of
the research report
10.0.9  Violation of intellectual property rights

a) Researchers shall uphold intellectual property rights and shall ensure that all
activities in research and publishing research are according to the rules and
regulations relating to intellectual property rights. ( ‘Intellectual Property’
means any invention, discovery, improvement, copyrightable work,
integrated circuit mask work, trademark, trade secret, and
licensable know—how and related rights. Intellectual property
includes, but is not limited to, individual or multimedia works of
art or music, records of confidential information generated or



maintained by the University, data, texts, instructional materials,
tests, bibliographies, research findings, organisms, cells, viruses,
DNA sequences, other biological materials, probes, crystallographic
coordinates, plant lines, chemical compounds, and theses.
Intellectual property may exist in a written or electronic form, may
be raw or derived, and may be in the form of text, multimedia,
computer programs, spreadsheets, formatted fields in records or
forms within files, databases, graphics, digital images, video and
audio recordings, live video or audio broadcasts, performances, two
or three—dimensional works of art, musical compositions, executions
of processes, film, film strips, slides, charts, transparencies,
other visual/aural aids or CD-ROMS. University of Minnesota,
Intellectual Property Policy)

10.0.10 Interfering with or impeding the work of others

a) Sabotaging the work of others, interfering with experimental procedures

11.0 Communication and sharing of research data and findings

11.0 Scholarly communication
11.1Public communication
11.2Publication

12.0Accuracy and authenticity of data

a)

b)

c)

d)

Research based data, findings, analyses and interpretations are taken into general trust
by the public and the research community and form the basis for further research and
knowledge production. Inaccuracies and mistakes in research may not be noticed by all
future researchers. This will in turn reflect on further research, and substantial
resources and human capital tend to be lost and false knowledge claims become part of
the discipline at least temporarily. Considered from this angle, the researcher’s
responsibility to maintaining a high level of accuracy in measurements, experimental
observations and interpretations become a paramount ethical consideration.

Researchers need to own up responsibility for the accuracy and authenticity of data,
observations and interpretations that are part of their research, including data,
measurements or observations taken from other sources.

Researchers need to be aware of the possibilities of cross checking and independent
verification of the data and use them wherever applicable.

Procedures followed to ensure accuracy and authenticity of data, interpretations and
observations need to be laid down in detail.

Factors that may affect experimental measurements, data recording and processing are
to be analyzed systematically and are to be laid down in detail along with steps adopted
to minimize or negate the effect of such factors.



e)

f)

g)

h)

j)

Information required to verify, re-check and compare measurements and observations,
needs to be specified in research reports.

When errors, mistakes and inaccuracies are found or reported in the research,
researchers shall take steps to bring them to the notice of the research community by
issuing correction statements.

Researchers need to ensure that research reports and articles are free from misleading
statements or statements or analyses that offer the scope of misinterpretation.

Where possible, measurements and observations are to be submitted for peer review
and verification before publication.

Where generalizations are drawn based on samples, rationale for fixing the sample size,
characteristics of the population and other relevant factors are to be discussed to help
the potential users of the research study to know the extent to which generalization is
possible in the particular piece of research.

Where consolidated data alone is provided in the research report, actual recorded data
and worksheets are to be filed in the department/research centre for other researchers
to cross check the data and findings.

13.0 Ethical standards in human subject research

a) Researchers shall consider the human participants in research as being under their
care, and shall assume responsibility for their well being and upholding their rights.

b) Researchers shall not subject the participants to experiments and procedures that
are known to cause physical or psychological harm, even with informed consent
when the qualitative and quantitative outcome of the intervention cannot justify the
use of such procedures; in other words, such procedures are to be used only when
an overwhelming benefit is evident.

c) Research that exposes human subjects to potentially harmful or stressful situations
and stimuli may be taken up only when there are no alternatives to study the
particular question and when the research outcome has an unquestioned beneficial
value.

d) Researchers shall follow all State and Central Laws and Regulations and the
guidelines of competent professional bodies in the conduct of human subject
research.

e) Experiments must be based on authentic theoretical study and prior testing

f) Experiments must be conducted by suitably qualified personnel.

g) Researchers shall not use procedures or interventions that are inhuman, unlawful, or
dangerous.

h) When unexpected complications, harmful or painful side effects or discomfort are
evident, the research intervention must be immediately terminated.

i) All measures, including specialist services should be made ready to protect the
participants from any harm or pain or other negative consequences.

j) Deception in research may only be used when no other alternative is available and
when the outcome of the research is of unquestioned beneficial value. (APA’s “Ethical



Principles and Code of Conduct” provides the following guidelines about use of
deception. (1) Deception is not allowed unless it is justified by the
study’ s scientific, educational, or applied value, and when
alternative means that do not employ deception are not feasible. (2)
Deception is never allowed if full disclosure of the nature of the
study (potential harm, risk, discomfort, or unpleasant emotional
experience) would alter the participants’ willingness to take part
in the study. Deception and its purpose must be fully explained to
the participants following the conclusion of the experimental session

or, at the latest, at the conclusion of the research project.)

14.0 Ethical standards in animal research

Regardless of where one may stand on this issue, animal research does
continue, and it is governed by ethical guidelines much the same as
research involving human participants is regulated. Naturally, there is
no informed consent or debriefing, but the psychologist is still under
obligation to treat all animals subject ethically and to weigh the
cost—benefit ratio carefully while planning the research project.

a) Research involving drug testing on animals, exposing them to painful, stressful and
unnatural stimuli, keeping them under prolonged deprivation and movement
restriction or any similar kinds of interventions should be taken up only when it is the
only source for generating knowledge on a crucial question and when the value of
the outcome justifies the conduct of the study.

b) Animals should be treated with utmost care and humane consideration, and used in
experiments as sparingly as possible.

c¢) No animal should be subjected to continuous battery of interventional tests, but
subject selection should follow a rotational policy to give each animal time and rest
to recover from the effects of testing.

d) All efforts should be made to minimize pain and suffering during tests.

e) When surgical procedures are involved, anaesthesia is to be administered and if
needed assistance from qualified professionals may be sought.

f) Animals must be well fed and comfortably housed.

g) When animal life is to be terminated it must be done as quickly as possible, causing
minimum pain and recommended procedures must be followed.

Institutional framework for implementing the code of ethics for research
2.1. Ethics committee

The overall responsibility for ensuring that all research activities in CUK are in accordance
with ethical principles and rules and regulations is vested with the Research Ethics
Committee of the University.



14.0.1 Constitution of the Research Ethics Committee
14.0.2 Responsibilities of the Research Ethics Committee

a) The Research Ethics committee is not a fault finding body but guidance
and advisory body to uphold the highest ideals of research and academic
practice.

b) The ethics committee shall examine all aspects of research conducted in
the university, to ensure that highest ethical principles are upheld by all
researchers.

c) When research involves human subject research, animal research and
research with vulnerable sections, ethical committee can ask the
researchers or research supervisors to make a presentation and discuss
all aspects of the research, to set down ethical guidelines.

d) The ethics committee is empowered to call for records or ask for
researchers to present research proposals before the committee, even in
those cases where ethical review is not mandatory.

e) Ethics committee is empowered to recommend modifications/alterations
in any aspect of research including research design, experimentation,
data collection and procedures.

f) Where major violations are observed, the ethics committee can
recommend appropriate penalties including stoppage of research,
discontinuation of research grant, debarring a particular researcher and
other suitable measures.

14.0.3 Major ethical issues to be examined by the ethics committee.

a) Protocols to be followed in research involving human
participants
b) Animal subject based research
c) Confidentiality criteria
d) Informed consent
e) Professional integrity practices
f) Plagiarism and acknowledgement of sources
g) Professional norms and standards
2.2 Responsibilities of officers of the university in implementing the code of ethics

2.2.1 Responsibilities of Departments

a) Departments (acting through Research Committees/Doctoral
Committees) are expected to conduct the preliminary ethics audit of
each research proposal.

b) A prime responsibility of the Departments is to conduct an evaluation
of subject specific aspects of ethical code for each proposal.



d)

e)

f)

b)

d)

Departmental committees need to take into confidence the
researcher and research supervisor and discuss all aspects of the
research and evaluate specific ethical concerns involved in each
research proposal. Where applicable, specific norms and guidelines
are to be drawn up.

Departments are responsible for complying with research
documentation guidelines. In each case the department will take a
decision on whether research documents and data after the research
will be held by the department or the individual researcher, how long
it will be held, how it can be accessed by other researchers for
verification ad further study and on maintaining confidentiality
criteria.

While the research is in progress, the Department shall ensure proper
maintenance of research records including workbooks, lab logbooks,
data collection schedules, expenditure statements and consent
forms.

In cases where research does not include animal or human
participant research, drug testing (on animals or humans) or
deception based data collection, the Departments can give Ethical
clearance, subject to ratification by the Ethics Committee. All other
cases are to be submitted to the Ethics Committee with suggestions
and recommendations of the Departmental Research Committee.

2.2.2 Responsibilities of Research Supervisors

Research supervisors have the responsibility for sensitizing the
student with all aspects of ethical code and also in evaluating the
specific ethical issues in a proposal.

Research supervisors shall guide the student in conducting the ethical
self audit and in bringing to the attention of the Departmental
committees and Ethical committee, those aspects that require
further scrutiny and discussion.

Research Supervisors shall ensure that the student follows the spirit
of the ethical code of CUK and its norms, provisions and guidelines in
all aspects of research.

Research supervisors shall strive to assess each process of ongoing
research to identify any ethical issue involved and shall advise the
student to adopt appropriate measures to address it, or bring it to
the notice of ethical committees

2.2.3 Responsibilities of individual researchers



a)

b)

a) It is the responsibility of every researcher to familiarize
himself/herself with the provisions and guidelines of the ethical
code framed by the university and also general norms and
principles of ethics laid down by international professional bodies.

b) Researchers shall make every effort to apply the guidelines
of the ethical code in all aspects of their work.

c)Researchers will keep all records and documents for ethical audit
and cooperate with the University and fellow researchers in ethical
audit of all aspects of research.

2.2.4 Documentation for ethics audit

Ethical Audit Information Form: Researchers and students taking up
research projects, doctoral and MPhil research will complete and submit to
the Department the Ethical Audit Information Form (endorsed by the
Research Supervisor in the case of student researchers). This will be assessed
by the Department Research Committee to decide whether ethical clearance
can be given at the departmental level or to be passed on to the Ethics
Committee of the University. When departmental research committee
decides to grant ethical clearance, it is communicated to the Ethical
Committee of the University for ratification.

Informed Consent Documentation: Where human participants are involved
in research, the participants are to be briefed about the research in general,
its purposes and methodology, the nature and extent of their participation,
expectations from them in terms of time and performance, risks and
problems involved, freedom to withdraw at any time, incentives if any,
confidentiality provisions and acknowledgement of their participation.
Wherever possible, their written consent is to be taken on Research
Participant Consent Form. In case of minors and vulnerable populations like
patients, mentally or physically challenged persons, consent is to be taken
from parents or responsible adults or primary caregivers.

Confidentiality Statements: Where names or other details of the
participants are withheld for reasons of confidentiality in the research
report, data or analyses preserved in the department will contain a
statement making the confidentiality criteria mandatory on further users of
the data or analysis.
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1. Introduction

The Indian Council for Medical Research, Government of India has issued guidelines (under
the Statement of General Principles in Biomedical research involving human participants

(http://icmr.nic.in/human_ethics.htm#Guidelines ) to be followed in the country to ensure
ethical conduct of research studies involving human subijects.

Institutional Human Ethics Committee (IHEC) has been constituted in Central University of
Kerala, Kasaragod in compliance with the “Ethical guidelines for biomedical research
involving human participants” issued by the Indian Council of Medical Research. The
primary aim of IHEC is to protect the welfare and rights of the participants in research
studies carried out in Central University of Kerala, involving human participants. The IHEC's
function is not only limited to the initial review of the proposed research protocols, but also to
regularly monitor the compliance with all ethical requirements, till the completion of the
study.

The Central University of Kerala (henceforth referred to as the University) will follow this
Standard Operating Procedure (SOP) in all such studies to be conducted in the University.
All research proposals involving human participants of the faculty and students- Masters and
PhD, of all departments in CUK come under the purview for ethical clearance under IHEC.

This SOP shall be read supplemented by the ICMR guidelines in all matters not specifically
dealt with herein. But in areas where the said guidelines are silent, or inadequate, it would
be open to the IHEC of the University to resort to other standard national or international
guidelines.

2. Objectives of CUK-IHEC

2.1. The responsibilities of IHEC are :-

a. To protect the dignity, rights and well-being of the potential research participants.
b. To ensure that universal ethical values and international scientific standards are
expressed in terms of local community values and customs.
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c. To assist in the development and the education of a research community responsive to
local health care requirements.

2.2. The Chairman and Member Secretary are responsible for implementing these SOPs.

3. Composition of IHEC-

3.1 IHECs should be multidisciplinary and multisectoral in composition.

3.2 Independence and competence are the two hallmarks of an IHEC.

3.3 Vice chancellor will nominate the Chairperson as well as members for IHEC.

3.4 The IHEC will have a minimum of 7 and a maximum of 15 members, including the
Chairperson and the Member Secretary.

The composition is as follows :-

. Chairperson

. 1-2 basic medical scientists

. 1-2 clinicians from various Institutes

. One legal expert or retired judge

. One social scientist / representative of non-governmental voluntary agency
. One philosopher / ethicist / theologian

. One lay person from the community

. Member-Secretary (From CUK nominated by Vice Chancellor)

O~NO AP WN -

a. Chairperson: The Chairperson of the Committee should preferably be from outside the
Institution and not head of the same Institution to maintain the independence of the
Committee. Normally, the chairperson presides the meeting; however, in his absence or if
the position is vacant, an external member will preside the meeting. Chairperson can also
convene an emergency IHEC meeting with full committee or a sub-committee as per the
requirement.

b. Member Secretary: The Member Secretary who generally belongs to the same
Institution, should conduct the business of the Committee. The Member Secretary is in
Charge of the Secretariat of the IHEC and reports to the Chairperson on all matters related
to the IHEC, including monitoring of the research proposals reviewed by the IHEC.

¢c. Members: Members should be a mix of medical / non-medical, scientific and
non-scientific persons including at least one representative of common man to reflect the
differed viewpoints.

The IHEC will have a majority of members from outside the University. Care will be taken to
provide adequate representation of age, gender, community, etc. to safeguard the interests
and welfare of all sections of the society. Members should be aware of local, social and
cultural norms, as the IHEC review is the most important social control mechanism.

As and when required, the IHEC is authorised to invite subject experts, representatives of
patient groups such as HIV or genetic disorders, or community or interest groups to offer
their views on specific proposals under ethics review by the IHEC or for creating common
understanding of the IHEC members on an issue. Such invited non-members do not
participate in the decision-making in the IHEC, but the views expressed by them shall be
recorded.



The subcommittee will comprise of four members including member secretary, an internal
member and an external member.

4. Terms of reference
4.1 Appointment, replacement and resignation of members

a. The Vice Chancellor of the University will appoint the members who are known for their
integrity.

b. The normal term of the IHEC is three years. However, no member will continue in IHEC
for more than two terms.

c. In case any member of the IHEC (other than ex-officio members) resign before her/his
term expires, or is dead, the Vice Chancellor may appoint a new member. In case any
member is continuously absent for more than four consecutive meetings, membership will
automatically lapse. In such circumstances, another person from the same category may
be appointed by the Vice Chancellor within one month of the rise of the vacancy.

4.2 Responsibility to allocate time and undergo training

a. All members of the IHEC are required to allocate adequate time for fulfilling objectives of
the IHEC, namely, the review of research proposals, participation in the meetings, monitoring
of the ongoing research and to undergo training in bioethics.

b. In order to ensure that the IHEC has high level of competence in research bioethics, it is
desirable that the members train themselves and also continuously upgrade their
knowledge and skills in research bioethics.

c. It is preferable that IHEC members receive training in Good Clinical Practice Guidelines
(GCPs), particularly while reviewing drug trials.

d. University shall endeavour to provide training opportunities to IHEC members as well as
staff members in research bioethics and will also equip its library and documentation
departments with the journals, books and other resources in research bioethics.

4.3 Meetings of IHEC
a. All research proposals will be strictly reviewed in meetings of IHEC.

b. IHEC committee may appoint a sub-committees for undertaking ethics review of some
proposals or for expedited review or for emergency review or for other purposes; but the
decision of such review or work of the sub-committee shall be reported and ratified in the
next full meeting of the IHEC.

c. The Chairperson will conduct all meetings of the IHEC.

d. The Member Secretary is responsible for organizing the meetings, maintaining the
records and communicating with all concerned. He/she will prepare the minutes of the
meetings and get it approved by the Chairman before communicating to the researchers with
the approval of the appropriate authority.



e. IHEC will convene its meetings for the review of the applications, once in three months-
January, April, July and October preferably in the third week of the respective months, which
will be notified through University website.

f. An annual calendar of the meetings of the IHEC will be announced in advance.

g. Frequency of the meetings will be decided by the Chairperson depending on the volume
of review work and other requirements that may arise from time to time.

h. Extraordinary or emergency meetings may be convened depending on exigencies with
three days’ notice.

4.4 Responsibility to participate in the meeting and undertake ethics review

a. At least two weeks prior to the meeting of the IHEC, the Member Secretary shall inform all
members about the date and venue of the meeting, the agenda and provide soft and hard
copies of the protocols for review. All members should maintain confidentiality of the
documents and related matters.

b. All members are expected to allocate time for the meeting as per the agreed annual
calendar of the meeting.

c. If for some unavoidable reasons, a member is not able to attend the meeting, she/he
should inform the Member Secretary at the earliest in writing. However, the member shall be
bound to hand over to the Secretary the review report and connected papers available with
her/him in respect of the proposals allocated to her/him for review.

d. All members, irrespective of whether they are appointed as primary or secondary
reviewers for specific proposals, are required to review all protocols sent to them and
participate in the discussion during the meeting for their ethics review to ensure that they
conform to the guidelines used by the IHEC.

4.5 Quorum Requirement:

a. Generally, there shall be a quorum of 50 percent of institutional and non-institutional
members.

b. For the review of clinical trial proposals, the quorum of IHEC should be at least 5
members with the following representations:

i) basic medical scientists.

ii) clinician

iii) legal expert

iv) social scientist / representative of non-governmental voluntary agency
/philosopher / ethicist / theologian or a similar person

(v) lay person from the community.

(
(
(
(

c. In case the meeting is unable to be held for want of quorum, a fresh meeting shall be
organised on the seventh working day. The member secretary shall communicate the date to
the members.



4.6. Decision Making

a. In order to evolve or attain consensus of views of the members, the IHEC would promote
extensive discussion among members. As far as possible, the decisions in the IHEC will be
taken by arriving at consensus.

b. In the event of the members not being able to reach a consensus, the decision will be
taken on the basis of the majority of those present and voting.

c. Only those IHEC members who are independent of the clinical trial and the sponsor of the
trial should vote / provide opinion in matters related to the study.

4.7. Compensation and Reimbursement

a. A sitting fee as per University norms shall be paid to all non-institutional members of the
IHEC for each meeting.

b. All members of the IHEC, including the Chairperson, will be reimbursed travel costs and
other secretarial expenses at GOI rates and the claim for the amount should be submitted
with appropriate bills/copies of tickets to the IHEC Secretariat.

¢. Accommodations will be provided for members from outside Kasaragod District.

4.8. Confidentiality and Conflict of Interest

a. Subject to statutory exceptions, the IHEC members will maintain confidentiality with
regard to the identifiable research information to which they have access to as a part of their
work on the IHEC, and will sign a statement or agreement to that effect.

b. Any member having a pecuniary or other conflict of interest will declare it in writing to the
Chairperson at the time of appointment to the IHEC.

c. If an IHEC member submits a project proposal as an Investigator (Pl) or is associated as
a consultant or in any other way significantly involved in a research proposal submitted to
IHEC, the member should declare her/his conflict of interest to the Chair. He/she will not
participate in the review and withdraw from the meeting when this proposal is discussed and
decided upon in the IHEC meeting.

5. Submission of application materials for IHEC review

a. All research proposals must be submitted in English language only. Application in
hardcopies (10 copies) shall be submitted to Member Secretary, IHEC, Central University of
Kerala and a soft copy can be sent to membersecretaryihec@cukerala.ac.in .

The following are the essentials of an IHEC application.

1. A covering letter addressed to the Chairperson, IHEC, CUK with details of the
documents enclosed for review.

2. Technical Advisory Clearance (TAC) certificate- The IHEC will consider only proposals
that have been certified by the Technical Advisory Committees (TACs) within the academic
schools of the University. TAC is a sub- committee under the IHEC in every school that
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undertake human research and shall review the study proposals for its scientific soundness
and technical feasibility. The Dean of the School may constitute a Technical Advisory
Committee (TAC) within each school and may communicate the details of the same to the
IHEC.

3. IHEC Application form. The Principal Investigator/researcher must fill up the ethics review
application form in simple non- jargonized language taking care that each point is adequately
explained; and submit it with enclosures to the Member Secretary of the IHEC at least
FOUR WEEKS prior to the scheduled date of the IHEC meeting. The deadline for
submission will be communicated in the University website.

4. Original proposal in detail submitted to Technical Advisory Committee.

5. Supporting documents of research such as details on insurance coverage in case of
clinical trials, permission certificates if conducted in another institutions should be submitted.

6.. It is mandatory that all clinical trials should be registered online at Clinical Trial registry -
India (CTRI) (www.ctri.in ) and the registration number should be submitted to the IHEC
before initiation of the study. The CTRI is an online register of clinical trials being conducted
in India. Any researcher who plans to conduct a trial involving human participants, of any
intervention (drug, surgical procedure, preventive measures, lifestyle modifications, devices,
educational or behavioural treatment, rehabilitation strategies and complementary therapies)
are expected to register the trial in CTRI before enrolment of the first participant.

7. Participant information sheet should be in English as well as in the language that the
participant can read and comprehend (local/regional language). Participant Information
sheet explains the nature and the objectives of the study, its benefits and risks for the study
participant, voluntariness to participate in the study and permission to withdraw at any stage
of the study.

8. Informed consent in English as well as in the language the participant can read,
understand, comprehend and agree by signing the document.

9. A cetrtificate by a gazetted officer stating that the translated version is the true translation
of the English version needs to be attached.

b. The Member Secretary will scrutinize the application and enclosures to satisfy themselves

that all sections in the application form are adequately filled up / answered, and the
enclosures are in order.

6. Processing fee

a. A processing fee may be charged as per the University rules.

b. No processing fee shall be charged from the Students of CUK.

7. Review Process



http://www.ctri.in/

a. Ethics review of the new proposals, revised proposals, amendment in the proposals
already approved, reports of the adverse events in the research already going on and so on
will be reviewed in an ethical review process.

b. The Member Secretary should not receive or assign a proposal for ethics review unless
the application form is completely and adequately filled up with the enclosures.

c. All the proposals that are to be discussed in the meeting shall be circulated to the
members of the IHEC two weeks prior to the meeting.

d. The Member Secretary in consultation with the Chairperson may give each member
responsibility to undertake rigorous review of a few proposals as primary or secondary
reviewer.

e. Appointment of Reviewers: In consultation with the Chairperson, the Member Secretary
will appoint one Primary Reviewer and one Secondary Reviewer for each proposal received.

f. Responsibilities of Reviewers: The Primary and Secondary reviewers appointed for
specific proposals will summarize the proposals, scrutinize them for each ethical issue,
identify inadequacies and problems (if any), formulate proposals for changes needed (if any)
to make proposed research ethical.

Both primary and secondary reviewers may discuss their observations. The principal
investigators may be invited to make a brief presentation on the proposals to the IHEC
members. Primary and secondary reviewers may clarify their doubts and seek explanation if
required. At the time of the deliberation on the proposal and the final decision on it, the
applicant should not be present in the meeting. Care should be taken to maintain
confidentiality of the member raising such issues, and such queries should be
communicated as collective queries of the IHEC.

d. Communicating decision: The Member Secretary shall communicate decision of the
IHEC in writing to the applicant within two weeks’ time.

Any decision suggesting changes in the proposal would contain the information on specific
changes suggested and clear reasons for the same. Negative decision should always be
supported by clearly defined reasons.

h. Reversing positive decision: The IHEC may decide to reverse its positive decision on a
study in the event of receiving information that may adversely affect the benefit / risk ratio.

i. Withdrawing proposal/application from review process: After making an application for
the ethics review, in case the Pl wishes to withdraw a proposal from the review process
she/he should submit a written request to the Member secretary, IHEC at least three weeks
prior to the date of IHEC meeting.

j- Discontinuation of Trial: As per the application form, all research proposals must specify
conditions that would lead to discontinuation of research (particularly trials) approved by the
IHEC. When the IHEC finds that such conditions for discontinuation have reached in the
research process and when it is found that researchers themselves have not stopped the
research, it may order discontinuation of such research. One of the grounds for
discontinuation is the achievement of the goals of the trial midway or the results proving or
disproving the hypothesis unequivocally. All research pre-maturely terminated should be



notified to the IHEC along with (a) reasons for termination and (b) a summary of the results
of research conducted till date.

k. Matters to be brought to the attention of the IHEC by the researchers:

Researchers have the responsibility to bring to the notice of the IHEC the following matters
related to their research:

(i). Any proposed amendment to the protocol in the originally approved protocol with proper
justification. Such amendment must be reviewed by the IHEC before it is incorporated in the
protocol.

(ii) Serious and unexpected adverse events and remedial steps taken to tackle them as well
as any new information that may influence the conduct of the study, including the need to
amend the protocol and the informed consent form.

I. Outcome of review

Approval categories used by the IHEC for the proposals reviewed: Broadly there are three
categories of approval,

(i) study can begin

(i) study cannot begin until changes suggested by the IHEC are incorporated in the protocol
and/or approved by the IHEC

(iii) denial of approval.

There are sub-categories and/or requirements for each:

(i). Study can begin: There are two sub-categories of approval:
(a) Straight approval or approval with comment:

Granted when the Committee has no questions about the application. But the members may,
however, make comments about this approval or recommendations for future submissions.
Such comments will be included in the approval letter itself.

(b) Conditional approval:

Granted when the Committee approves an application with conditions that the committee
recommends, but require a response to those conditions. Conditional approval can also be
given if a Pl is asked to submit a finalized version of a questionnaire or letters of support
from others including Institute’s departments cooperating in the research and that is
complied with. Conditional approval may not be given if government/legal requirements are
not met. Conditions will be explained in the approval letter. Once the PI responds to the
conditions, an approval letter is sent out by the Member Secretary by the authority vested in
her/him by the committee.

(ii). Study cannot begin until changes suggested by the IHEC are incorporated in the
protocol and/or approved by the IHEC:

There are two sub-categories of approval;

(a) Contingent Approval: The Committee approves the study in principle. However, the
members require a written response from the Pl regarding particular items of concern. The
members may ask the PI to clarify a point, provide further information, make revisions in, for
example, the protocol, recruitment, and/or consent form. Normally, only the Chairperson
reviews the response from the PIl. The Chair has the option of sending the response to the
IHEC Committee or a Subcommittee.



At this stage, as far as possible, no new or additional issues should be raised by the IHEC
unless (i) it is found that some aspects of government/legal requirements were overlooked
during the Committee review and/or (ii) in the opinion of the Chair, the new or additional
issue is of high importance and was inadvertently overlooked during the Committee review.
No approval number is given until the questions and/or concerns of the Committee have
been satisfactorily addressed by the Pl and approved by the Chair.

(b) Returned for additional information: Committee is not prepared to approve the study
without additional information and review. This is resorted to when serious concerns are
raised about the risk/benefit ratio or other issues of participants’ protection, and the
members agree that additional information, justification, or changes are needed before
approval can be reconsidered. The Pl must respond to this request in writing and then the
IHEC Committee or the Subcommittee reviews this response depending on the decision of
the members or the Chair.

If the revised proposal meets the requirements, it is granted contingent, conditional, or
straight approval at the time of the second review. However, the proposal may be returned if
the committee decides so.

(iii)Denial of approval: The denial can be based on several considerations. It may be
because the IHEC disapproves the study in principle. It may deny approval because
members' concerns for the protection of the participants have not been satisfactorily
addressed even after the revision. Whatever may be the reason for the denial, before the
proposal/project is denied approval, the IHEC must invite the Pl to present her/his
views/justification and the same are discussed by the members of the IHEC with the PI, and
also among themselves.

The denial letter should provide adequate information on the grounds for the denial.

m. Certification of the protocol:

After the approval is granted by the IHEC, in addition to sending the approval letter to the PI,
the Member Secretary certifies the protocol and a copy of the same is kept in the
Secretariat.

n. Minutes of the meeting: The minutes of all meetings of the IHEC are prepared by the
Member Secretary and sent to all members of the IHEC after approval of the Chairperson.
These minutes are read out in the next meeting of the IHEC, discussed and confirmed with
or without amendments.

8. Exemption from Ethics review

The IHEC may exempt certain human research activities from the ethics review. The IHEC
will consider the following categories of human research activities for exemption from ethics
review:

a. Research conducted in established or commonly accepted educational settings, involving
normal educational practices such as (i) research on regular and special educational
instruction strategies, or (ii) research on the effectiveness of or the comparison among
instruction techniques, curricula, or classroom management methods.



b. Research involving the use of educational tests (cognitive, diagnostic, aptitude,
achievement), survey procedures, interview procedures or observation of public behaviour
unless:

(i) information obtained is recorded in such a manner that human subjects can be identified,
directly or through identifiers linked to the subjects; and

(ii) any disclosure of the human subjects' responses outside the research could reasonably
place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial
standing, employability, or reputation or do him psychological harm.

(iii) Research involving the collection or study of existing data, documents, records,
pathological specimens, or diagnostic specimens, if these sources are publicly available or if
the information is recorded by the investigator in such a manner that subjects cannot be
identified, directly or through identifiers linked to the subjects.

c. While normally the research in the above three categories will be considered for
exemption, it may not be considered for exemption if it is involving children or other
vulnerable groups as participants.

8.1 Procedure for obtaining exemption from ethics review:

a. If a PI believes that her/his research activities may be exempted from review, she/he
should submit to the IHEC a request for exemption from review along with a summary of the
proposed research.

b. On receipt of such application, the Member Secretary in consultation with the Chairperson
may allow the application to be reviewed by the subcommittee for exemption. Such
proposals shall be placed before the next IHEC meeting for ratification.

d. If the research is not clearly exempt, Pl may be advised to submit the proposal to the
IHEC committee. The PI will be notified of the final decision in writing.

e. When the decision to exempt a particular research is taken by the subcommittee, it should
clearly mention the applicable provision given in section above for providing such exemption.

9. Ethics Sub-Committee for Expedited reviews.

a. Subcommittee will comprise of four members including Member Secretary.

b. At least one of the members in the subcommittee shall be an IHEC member from outside
the institution.

10. Waiver of informed consent requirements

a. Obtaining informed consent is a requirement of all studies being undertaken.

b. However, under special circumstances, such as when the research involves no more than
minimal risk or when the participant and researcher do not come into contact or when it is
necessitated for research in emergency situations, the IHEC may consider waivers based on
the following criteria:



(i) When the research cannot be conducted with the written consent of the participant due to
reasons related to the research process and this may be required due to reasons related to
social or cultural sensitivity and stigma

(i) When the research is on already published documents, references, works, performances,
reviews, quality assurance studies, archival materials or third party interviews, service
programmes for the benefit of the public having a bearing on public health programmes and
consumer acceptance studies.

(iii) Research on anonymised biological samples from deceased individuals, left over
samples after clinical investigation, cell lines or cell free derivatives like viral associates,
DNA or RNA from recognized institutions or qualified investigators, samples or data from
repositories or registries etc.

11. Continuing review/amendment

a. IHEC has the right to reconsider or cancel or modify the approvals granted.

b. All ongoing approved studies may be reviewed on the discretion of the committee as and
when necessary.

c. In case the PI intends to make any change/ changes to the approved proposals, an
application for amendment shall be submitted to the IHEC. Such applications shall be
reviewed by the subcommittee/ IHEC committee as deemed necessary, as the case may be.

12. Completion report

PI shall submit a completion report with major findings/outcome of the study.

13. Monitoring of research for its ethical conduct.

a. The IHEC is empowered to make visits to the research sites, review actual conduct and to
appoint a Data and Safety Monitoring Board (DSMB) for continuing review of the research
and take any other appropriate measures to ensure that the research is conducted according
to the approved proposal/protocol.

b. The DSMB shall provide recommendations to IHEC as and when called upon to do so.

14. Appeal for re-consideration

a. Any person aggrieved by the decision of the IHEC may file an application for
reconsideration to the Chairperson within two months from the date of receipt of the IHEC
feedback from the Member Secretary.

b. On receipt of such application, the Chairperson may place the proposal before the IHEC
for reconsideration. In such cases, the decision of the IHEC is final.

15. Maintaining records



a. All documents and communications relating to the functions of the IHEC are to be dated,
filed and maintained according to written procedures.

b. Strict confidentiality needs to be maintained during access and retrieval procedures.

c. All confidential records will be carefully and systematically stored in the form of electronic
or hard copies in a separate room or cupboards in the secretariat by the Member-Secretary,
who will be the custodian. Such confidential documents include, among others:

(i) Copies of protocols submitted for review;

(ii) All correspondence with IHEC members and investigators regarding application, decision
and follow up;

(iii) Agenda of all IHEC meetings;

(iv) Minutes of all IHEC meetings with signature of the Chairperson;

(v) Copies of decisions communicated to the applicants;

(vi) Record of all notifications issued for premature termination of a study with a summary of
the reasons;

(vii) Final report of the study including microfilms, CDs and Video recordings.

d. All records will be maintained for at least 3 years in the form of electronic or hard copies, if
it is not possible to maintain the same permanently.

e. The Member-Secretary must hand over full custody of such records to her/his successor,
and the handing over must be documented.

16. Amendment to the Standard Operating Procedure (SOP)

The Institutional Human Ethics Committee has the right to modify/ amend the SOP as and
when deemed necessary.

[This standard operating procedure is developed based on “Ethical Guidelines for
Biomedical Research on Human Participants” by the Indian Council of Medical Research,
New Delhi and adapted from Sree Chitra Tirunal Institute for Medical Science and
Technology, Trivandrum]
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