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The International Committee of Medical Journal 
Editors  (ICMJE) offers recommendations and ethical 
standards in reporting of research, helping authors, 
editors, and others involved in peer review and biomedical 
publishing.[2] The ICMJE recommendations have 
recently  (December 2015) been updated and are now known 
as “Recommendations for the Conduct, Reporting, Editing, 
and Publication of Scholarly Work in Medical Journals.” 
The ICMJE expects all reports/publications involving human 
data to “indicate whether the procedures followed have been 
assessed by the responsible Review Committee  (institutional 
and national), or if no formal Ethics Committee is available, 
were in accordance with the Helsinki Declaration……… 
when informed consent has been obtained, it should be 

Introduction

Protecting research participants is reflected in the principles that 
are used to define ethical research. The World Medical Association 
has developed the Declaration of Helsinki as a statement of 
ethical principles for medical research involving human subjects, 
which also guides on ethics committee approval and informed 
consent.[1] It suggests that the research protocol must be approved 
by the ethics committee, and voluntary informed consent must be 
obtained from each participant before participation. In addition, 
when participant is minor and considered incapable to provide 
informed consent, an assent must be obtained in addition to 
the consent from guardians or parents  (the legally acceptable 
representative  [LAR]). The Declaration of Helsinki obligates 
researchers, authors, sponsors, editors, and publishers to publish 
reports of their research, including negative and inconclusive and 
expects publishers not to accept papers where the research is not 
in accordance with the Declaration of Helsinki.[1]
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Abstract

Introduction: Reporting of ethical approval and informed consent in clinical research articles 
involving human subjects is necessary as per the International Committee of Medical Journal 
Editors  (ICMJE). Aim: To assess the reporting of ethics committee approval and informed 
consent in clinical research articles published in AYU journal. Materials and Methods: This 
was a retrospective analysis of published articles in AYU from 2012 to 2014. All original 
articles  (clinical research) were included. Data was collected to note  –  Ethics Committee 
approval and written informed consent  (assent from children when applicable). Descriptive 
statistics was used to report the findings. Results: A  total of 104 articles were included in 
this analysis. Of these, 38 articles included children. Ethics committee approval was reported in 
53  (51.0%) articles and consent was also reported in 51  (49.0%) articles. Thirty‑eight  (36.5%) 
articles reported both ethics committee approval and consent, whereas 38 (36.5%) articles did 
not report both. Only five articles reported consent from guardian or parent whereas none 
of the articles were reported assent. Conclusion: Findings from this study demonstrate that 
Ayurvedic clinical research articles lack in reporting ethics committee approval and written 
informed consent.
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indicated in the published article.” The ICMJE expects 
journals to include these requirements in instructions to 
author section.[2]

Journal editors play an important role in adherence to these 
ethical requirements in all submitted and published research 
papers in their journals[3] including AYU, an international 
quarterly journal of research in Ayurveda. AYU, in its instructions 
to the authors, included these requirements and expects authors 
to adhere to the same. The aim of this analysis was to assess 
the adherence to reporting of ethics committee approval and 
informed consent in research articles published in AYU.

Materials and Methods

This was a retrospective analysis of published articles in AYU 
from 2012 to 2014. All papers published under “Original 
Articles  –  Clinical Research” category were included. All 
other publications including review articles, case studies, 
pharmaceutical standardization, and pharmacological study 
were excluded from this analysis. This analysis did not need 
ethics committee approval as it did not constitute biomedical 
research. However, reporting is consistent with all ethical 
requirements.

An electronic version of each article was obtained, and data 
were collected to note‑ethical clearance  (by Institutional 
Ethics Committee or Independent Review Board), whether 
the procedures followed were in accordance with the 
ethical standards of the responsible committee on human 
experimentation  (institutional or regional) and with the 
Declaration of Helsinki, written informed consent from study 
participants, and wherever applicable assent from children 
aged over  7  years in addition to consent from guardians or 
parents (LAR). Interventions were also noted which was defined 
as patients/participants who received any form of medication or 
underwent any procedure.

Descriptive statistics was used to report the result. The number 
of research articles reporting ethics committee approval, 
consent, and assent were expressed as percentages.

Observations and Results

A total of 104 clinical research articles published in AYU from 
2012  (volume 33) to 2014  (volume 35) were included in this 
analysis. All included studies were deemed to have ethics 
committee approval or ethical clearance. Studies reporting that 
the consent was obtained before operation (presurgical consent; 
n  =  2) were not considered as consented as it was not clear 
whether consent was obtained for participation in the study.

Among these, in 38  (36.5%) articles study participants were 
children (2014, n = 9; 2013, n = 14; 2012; n = 15); 32 studies 
included both adults and children and six studies included only 
children.

Of 104 studies, 61  (58.7%) included vulnerable 
population  (children  [aged  <18  years], n  =  38; 
elderly  [aged  >60  years], n  =  33; pregnant women, n  =  2; 
students, n  =  2; Note: Vulnerable population may not 
be exclusive in particular study). A  total of 96 studies 

had some intervention whereas other eight studies were 
non-interventional (surveys/questionnaires) [Table 1].

Reporting of ethics committee approval and 
consent
Ethics committee approval was reported in 53  (51.0%) articles, 
and consent was reported in 51  (49.0%) articles. Both ethics 
committee approval and consent were reported in 38  (36.5%) 
articles; however, 38  (36.5%) articles did not report both ethics 
committee approval and consent. Only two articles reported 
that the study was in accordance with Declaration of Helsinki. 
The percentage of reporting of ethics committee approval was 
improved from 33.3%  (2012) to 78.6%  (2014) and reporting of 
consent from 35.7%  (2012) to 57.1%  (2014). Higher numbers 
of articles were observed reporting both ethical approval and 
consent from 2012 to 2014 [Figure 1].

Reporting of consent from guardians/parents 
and assent
Only five  (2014, n  =  2; 2013, n  =  3) articles reported consent 
from guardians or parents  (LAR); however, none of the articles 
reported assent from participating children. In studies, where 
both adults and children participated  (n  =  32), consent was 
obtained in 15 articles (including LAR, n = 1).

Phrases used to report consent
Various phrases were used to report consent. The most 
commonly  (n  =  20, 39.2%) used phrase was “informed 

Table 1: Summary of observations
2014 (n=28) 2013 (n=34) 2012 (n=42)

Number of 
participants in study, 
median (range)

60 (15-1095) 46 (10-138) 50 (6-138)

Interventions, n 26 32 38
Vulnerability, n 15 20 26

Children (<18 years) 9 14 15
Elderly (>60 years) 4 11 18
Pregnant women 2 0 0
Students 0 1 1

Vulnerable population may not be exclusive

Figure 1: Reporting ethics committee approval and 
consent (2012–2014)
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consent,” followed by “written consent”  (n  =  14, 27.5%), 
“consent”  (n  =  9, 17.6%), “written informed consent”  (n  =  5, 
9.8%), “signed informed consent”  (n  =  2, 3.9%), and “ethical 
consent”  (n  =  1, 2.0%). One article reported consent in 
the abstract and not in the body of the article. Few notable 
statements concerning consent were  (1) “patients…. were 
selected, who have been informed about the details of the trial 
in brief,”[4]  (2) “Every selected patient was explained about the 
procedure of hemodynamic observations upon him, its benefits 
and thereby was obtained with consent.”[5]

Discussion

This retrospective analysis assessed reporting of ethics committee 
approval and consent in AYU. Overall, observation is poor 
adherence in reporting of ethics committee approval and consent 
in published clinical research papers in AYU; however, the 
reporting practices were improved over the period of time from 
33.3% to 78.6% in ethics committee approval and from 35.7% to 
57.1% in consent. Reporting of studies that they were conducted 
in accordance with ethical principles that have their origin in the 
Declaration of Helsinki and local requirements was lacking. In 
addition, it was observed that the absence of reporting of assent 
in addition to consent from parents or guardians in studies where 
participants were more than 7 years of age despite this was clearly 
stated in journal instructions to authors of AYU.

There are previous similar analyses in other streams of medicine 
where ethics committee approval was not reported in 24–84% 
of articles whereas consent was not reported in 20–75% of 
articles.[3,6‑12] However, in previous reports, the assent was not 
reported in 81–85% of articles.[6,13]

It was also observed that various phrases were used to report 
ethics committee approval and consent, and the most common 
were “informed consent” and “written consent.” More clear 
and standardized statements could help reader whether fully 
written informed consents were obtained. One of the articles 
reported that patients were informed “about the details of the 
trial in brief,” whereas the Declaration of Helsinki expects all 
participants must be adequately informed.[1] Another article 
reported that “its benefits” were explained; however, Declaration 
of Helsinki suggests that “the anticipated benefits and potential 
risks of the study and the discomfort it may entail” should be 
adequately explained.[1]

To the best of author’s knowledge, this was the first time 
when adherence to reporting of ethics committee approval and 
consent was assessed in any Ayurvedic journal. The results of 
the present study provide current status of ethical publication 
practices concerning protection of research participants in 
Ayurvedic clinical research and may provide direction or early 
guidance on the need to report ethical approval and consent. 
The high proportion of articles lacking reporting of ethics 
committee approval and informed consent in this report 
demonstrates that there is a need to raise awareness on this 
topic for better and complete adherence.

It is important that editor enforces these ethical standards 
in all submitted manuscripts. If a manuscript does not meet 
these requirements, editor may inform authors that it could 
be rejected, due to unsatisfactory ethical non‑adherence. It 

could also be helpful if mandatory steps are added to online 
submission portal so that during submission authors can 
confirm to each of these components. Following such high 
standards will also help building journals credibility and 
confidence of readers.

Author also acknowledges limitations of this analysis. The 
present analysis only assessed articles published in clinical 
research category, and articles published in issues before 2012 
were not included. Generalizability could be limited as the 
author has only assessed articles from one journal; however, 
these results could provide insights on ethical reporting 
practices among Ayurvedic researchers.

Conclusion

Overall, the present analysis demonstrates that a significant 
proportion of articles involved in Ayurvedic clinical research lack 
in reporting ethics committee approval and written informed 
consent; however, improvements have been observed over time. 
Articles were completely lacking in reporting whether assents were 
obtained from children whenever applicable, along with consent 
from guardians or parents. Additional training may be necessary 
to raise awareness regarding the importance of reporting ethics 
committee approval and written informed consent.
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{hÝXr gmam§e

'Am`w' OZ©b _o àH$m[eV boIm| _o Z¡[VH$ Am¡a gh^mJ AZw_moXZ H$m Am§H$bZ

à{dU E‘. ~mobeoQ>o

‘oS>rH$b OZ©b g§nmXH$m| H$s Am§Vaamï´>r¶ (AmB©.gr.E_.Oo.B©.) AZwgma d¡ÚH$s¶ g§emoYZ boIm| ‘| Z¡{VH$ Am¡a gh^mJ AZw‘moXZ H$m 
{bIZm A{Zdm¶© h¡& Bg AÜ¶¶Z H$m CÔoí¶ "Am¶w' OZ©b ‘o àH$m{eV boIm| ‘o Z¡{VH$ Am¡a gh^mJ AZw‘moXZ H$s [anmo{Q>ªJ H$m Am§H$bZ 
H$aZm h¡& Bg AÜ¶¶Z ‘| "Am¶w' ‘o àH$m{eV (2012 go 2014) ‘yb boI (p³b{ZH$b [agM}g²) em{‘b {H$¶o J¶o& àH$m{eV boIm| go 
Z¡{VH$ AZw‘moXZ - {b{IV gh‘Vr nÌ Am¡a ~ƒm| go gh‘Vr (O~ bmJy hmo) H$m n[aUm_ EH${ÌV {H$¶m J¶m& {ZîH$fm] H$mo [anmoQ>© H$aZo 
Ho$ {bE dU©ZmË‘H$ gm§»¶H$s H$m BñVo‘mb {H$¶m J¶m& Bg AÜ¶¶Z ‘| Hw$b 104 boI em{‘b {H$¶o J¶o& BZ‘| go 38 boIm| ‘o ~ƒm| H$m 
gh^mJ Wm& 53 (51%) boIm| ‘| Z¡{VH$ AZw‘moXZ [anmoQ>© {H$¶m J¶m Wm Am¡a 51 (49%) boIm| ‘| gh‘{V nÌ [anmoQ>© {H$¶m J¶m Wm& 
32 (36.5%) boImo§ ‘| XmoZm| MrO| [anmoQ>© Zht {H$ J¶r Wr& Am¶wd}{XH$ {M{H$Ëg{H$¶ boIm| ‘o Z¡{VH$ AZw‘moXZ Am¡a gh‘{V nÌ H$s 
[anmo{Q>ªJ H$m A^md h¡, ¶h {ZîH$f© àñVwV AÜ¶¶Z go àmá hþAm&


