
' Research code ethics

SST'S Ayurved college aims in qualitative research work in field ofAyurveda which should tum out

beneficial to Society .Accordingly institute has formulated code ofethics for research following

guidelines stated by

ICMR.(https://www.icmr.nic.ir/siteydefault/fileVguidelineVICMR_Ethical-GuidelinesJ0lT.pdl).

Code ofethics hasieen recently revised by IEC dated on 3'd may 2021 .

Salient features ofrevised code ofethics are as follows.

Prime responsibilities of Researcher:

All clinical trials must obtai[ approval by institutional ethical committee before

their commencement, Clinical trials must follow guidelines / code of ethics stated by

institutional ethical commift ee.

All research work must be planned, conducted and reported in a manner that ensures that

the dignity, rights, safety and well-being ofparticipants are protected.

Allresearch works where clinicaltrial( participation ofhuman subjects) is involved must

follow principles-

Principle of essentiality whereby after due consideration ofall altematives in the Iight of

existing knowledge, the use of human participants is considered to be essential for the

proposed research. This should be duly vetted by an ethics commiftee (EC) independent

of the proposed research.

Principle of voluntariness whereby respect for the right ofthe participant to agree or not

to agree to participate in research, or to withdraw from research at any time,is paramount.

The informed consent process ensures that participants' rights are safeguarded.

Principle of tron-exploitation whercby research participants are equitably selected so

that the benefits and burdens of the research are distributed fairly and without

arbitrariness or discrimination. SufTicient safeguards to protect vulnerable groups should

be ensured.

Principle of social responsibility whereby the research is planned and conducted so as

to avoid creation or deepening ofsocial and historic divisions or in any way disturb social

1.

l.

3.

harmony in community relationships.



5. Principle of ensuring privacy and conlidentiality whercby to maintain privacy of the

potential participant, her/his identity and records are kept confidential and access is

limited to only those authorized. However, under certain circumstances (suicidal ideation'

homicidal tendency, HIv positive status' when required by court of law etc )privacy of

theinformationcanbebreachedinconsultationwiththeEcforvalidscientificorlegal

reasons as the right to life ofan individual supersedes the right to privacy ofthe research

particiPanf

6. Principle of risk miDimization whereby due care is taken by all stakeholders (including

but not limited to researchers, ECs, sponsors, regulators) at all stages of the research to

ensure that the risks are minimized and appropriate care and compensation is given ifany

harm occurs.

7. Principle of professional competence whereby the research is planned' conducted'

evaluated and monitored throughout by persons who are competent and have the

appropriate and relevant qualification, experience and/or training'

8. Principle of maximizatiotr of benelit whereby due care is taken to design and conduct

the research in such a way as to directly or indirectly maximize the benefits to the

research participants and/or to the society.

9. Principle of transplrency and accountability whereby the research plan and outcomes

emanating from the research are brought into the public domain through registries

,reports and scientific and other publications while safeguarding the right to privacy of

the participants. Stakeholders involved in research should disclose any existing conflict

of interest and manage it appropriately The research should be conducted in a

fair.honest, impartial and transparent manner to guarantee accountability Related

.records,dataandnotesshouldberetainedfortherequiredperiodforpossibleextemal

scrutiny/audiI.

10. Principle of totality of responsibility whereby all stakeholders involved in research are

responsible for their actions. The professional, social and moral responsibilities compliant

with ethical guidelines and related regulations are binding on all stakeholders directly or

indirectly.



I

-11. PrinciPte of environmental protection whereby rcsearchers are accountable for

ensuring protection of the environment and resources at all stages of the research' in

compliance with existing guidelines and regulations'

.Forresearchinvolvinghumanparticipants,itistheprimaryresponsibilityofthe

researcher to obtain the written, informed consent of the prospective participant or

legally acceptable/authorized representative (LAR) ln case of an individual \r'r'ho is not

capable of gfring informed consent' the consent of the LAR should be obtained lf a

participant or LAR is illiterate, a literate impartial witness should also be present during

the informed consent Process'

.AdeverseEventsifoccursmustberccordedandreportedtotheEC.Theresearcheris

responsible for reporting all SAEs to the EC within 24 hours of knowledge All research

participantswhosufferharm,whetherrelatedornot'willbeofferedappropriatemedical

care, psycho-social support, referrals' clinical facilities' etc Medical management will be

free if the harm is related to the research Compensation will be given to any participant

when the injury is related to the research' applicable to participants in any ofthe arms of

research, such as intervention, control and standard ofcare'

. The researcher should salbguard the confidentiality of research related data of

participants and the community Any publication arising out of research should uphold

the privacy ofthe individuals by ensuring that photographs or other information that may

reveal the individual's identity are not published A specific re-consent would be required

for publication, ifthis was not previously obtained'

o Conflict of interest (COI) is a set of conditions where professional judgement

conceming a primary interest such as participants welfare or the validity ofresearch tends

to be unduly influenced by a secondary interest' financial or non-financial (personal'

academic or political) COI can be at the level of researchers' EC members' institutions or

sponsors. lf COI is inherent in the research' it is important to declare this at the outset and

establish appropriate mechanisms to manage it'

. Research involved in experimentation on animals must follow all the existing regulations

and guidelines including Guidelines for Care and Use of Animals in Scientific Research

(lndian National Science Academy' 1982' amended in 2000)' ICMR Guidelines on Humane Care

and Use oflaboratory Animals,2006' CommitteE for the Purpose ofControl and Supervision of
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Experiments on Animals (CPSCSEA) Ouidelines for Laboratory Animal Facilities,

and Guidelines ior Rehabilitation of Animals used in Research. 2010.

Ethical Responsibilities of Mentor/Guides:

Mentors, through their experience should guide rcsearchers in ways above and beyond

what can be gathered from reading textbooks. The relationship between mentorc and

trainees should enable trainees to become responsible researchers. Mentors would ensure

their trailees conduct rcsearch honestly, do not inte ere with the work of other

researchers and use resources judiciously. A mentor should encourage decision making

by the trainees and the trainee should take an active role in communicating her/his needs.

Guideline for Data collection and publication:

Research must be conducted following general guidelines and protocols given for clinical

evaluation of Ayurvedic interventions

(http://www.ccras.nic.in/siteVdefault/files/viewpdflPublication/CCRAS_Guideline%20of

%20Clinical_Evaluation.pdf.) Implementation ofpoorly designed research wastes

resources and should be avoided. Data protection and storage is important and once

collected, data must be properly protected, as it may be needed at a later stage to confirm

research findings, establish priority, or be re-analysed by other researchers.

Research that is completed, irrespective of results, must be published, since it would be

unethical to expose another set of participant/patients/volunteers to the same risks to

obtain the same results. Registration of research in CTRI ensures that more complete,

authenticated, readily available data on research is available publicly. This improves

transparency, accountability and accessibility. Hence researchers are encoumged to

provide results ofstudy in the public database ofthe Clinical Trial Registry-lndia (CTRI).

" Trial registration involves providing information regarding the study, investigators, sites,

sponsor, ethics committees, regulatory clearances, disease/condition, types of study,

methodologies. outcomes. elc .

The researchers must follow the guidance oflnternational Committee of Medical

Journal Editors (ICMJE) on authorship

(http://www.icmie.orq/recommendationsfurowse/roles-and-responsibilities/definine-the-

role-of-authors-and-contributors.html).

Authorship must not be gifted and 'ghost' authors are not acceptable.
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Research performed as part of a mandatory rcquirement of a course/fellowship/training

programme including student research should have the candidate as the primary author. All

efforts must be made to provide the candidate with an opportunity to fulfil the second, third and

foudh criteria ofthe ICMJE guidelines.

various ways of Research misconduct Fabrication(intentional act ofmaking-up data or results

and recording), Falsitication(manipulating research materials, equipment or processes, or

changing or omitting/suppressing data or results without scientific or statistical justification),

and plagiarismlwrongful appropriation" and "stealing and publication" ofanother

paper or another author's "language,)are strongly prohibited by institute.

To keep suneillance on such research misconduct by researchers, ItrlC has made

mandatory to publish their respective research work in non predatory scientific journals

only.

Role oflnstitutional Ethicrl Committee (IEC)

The IEC is responsible for ensuring that the research is conducted ir accordance

with the fore-mentioned principles.

The IEC should assess the inhetent benefits and risks, ensure a favouBble balance of

benefits and risks, evaluate plans for minimizing the risk and discomfort and decide on

the merit ofthe research before approving it.

The informed consent document (ICD), should be reviewed and approved by the EC

before enrollment of participants.

The EC is responsible for reviewing the relatedness of the SAE to the research, as

reported by the researcher, and determining the quantum and type of assistance to be

provided to the participants.

EC must evaluate each study in light ofany disclosed COI and ensure appropriate action

is taken to mitigate this; and is required that their members to disclose their own CoI

and take appropriate measures to rescues themselves from reviewing or decision making

on protocols related to their COI; and make appropriate suggestions for management, if
COI is detected at the institutional or researchers level'

While constituting IEC following nonns stated in ICMR for composition of ethical

committee have been followed.
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- / ECs should be multi-disciplinary and multi-sectoral with adequate representation of age

and gender.

lo-"ri"r*"'.".0"* 'nould 
b€ non-affiliated or from outside the iNtitution'

;" ffi;;i"* '" 
un t" should preferablv be between 

. 

seven 
. 

and ,s and

minimum of five members should be present to me€t the quorum req't:t:1",

, il" ffi.rt;;;; "i"** oo**""dical and non-medical members/technical

andnon-te6hnicalmembers,dependingupontheneedsoftheinstitution.

In nutshell code of ethics for research has been designed with utmost care

given to breed qualitative research work of optimum standards in Iield of

Ayurveda.
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