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Abstract

Background: It is acknowledged that publishers now require all primary research
papers to demonstrate that they have obtained ethical approval for their research.
Objectives: To assess the rate of reporting of ethical approval in clinical trials in core
nursing journals in mainland China.

Research design: A retrospective observational study.

Participants: All clinical trials published in all of the twelve core nursing periodicals
from 2016 edition China Science and Technology Journal Citation Report (core version)
between 2013 and 2016 were retrieved by hand to explicate rate of reporting ethical
approval and informed consent.

Ethical considerations: The study did not require approval from the research ethics
committee as it did not involve human subjects or records.

Results: In total, 40278 papers were published in twelve nursing periodicals between
2013 and 2016. Out of these, 9488 (23.6%) focused on clinical trials. Informed consent
obtained from patients or the legally authorised representative was reported in 51.8%
of clinical trials. Notably, only 27.4% of clinical trials reported that they had obtained
written consent. Furthermore, 25.9% of clinical trials described ethical approval;
however, the rate of reporting informed consent and ethical approval in these twelve
nursing journals in China during four years from 2013 to 2016 improved markedly, with
38.1%, 44.0%, 59.0%, and 66.6%, respectively (P<.001), and 17.6%, 21.9%, 28.6%,
and 35.8%, respectively (P<.001). In addition, both reporting informed consent and

reporting written informed consent had a positive significant correlation with the
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reporting ethical approval (P<.05 or <.01).

Conclusion: Chinese scientific nursing journals have improved the rate of reporting
informed consent and ethical approval in clinical trials during the last four years.
However, it should be noted that nearly half of clinical trials still did not report either
ethical approval or whether informed consent was obtained. Efforts from editors,
researchers, sponsors, and authors are needed to ensure the transparency of ethical
scrutiny and adherence to ethical guidelines in publishing clinical trials in Chinese

nursing journals.
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Introduction

The Declaration of Helsinki, which was first formulated in 1964 by The World Medical
Association, is considered to be at the vanguard of policy that has informed the ethical
principles of researchers !. Central to the principles of non-maleficence and beneficence,
the Declaration of Helsinki placed a duty of responsibility on all researchers in all
human experimentation to protect the right of participants. It specifically identified two
key processes be included: ethical approval from research ethics committee and the
individuals’ right to be informed 2. Since 1964, it is recognised that publishers also have
an ethical obligation to ensure that human experimentation which is not compliant with

the principles in the Declaration of Helsinki should not be published 2. A range of
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documents, principles, and organizations including The Nuremberg Code 3, the NHS
Research Ethics Committee *, as well as Academic Research Ethics Committee in
colleges & Universities also formulated principles to manage and protect human rights
for research participants. The requirement of ethical review for clinical trials has
received more attention, because the unethical experiments may not only lead human
participants being exposed to risks and burdens, but may also mislead clinical practice
3. As a result, guidelines have been formulated to ensure that confirmation of ethical
approval is provided when research has been published 6. However, whilst the ethical
standards of research have significantly been improved through the regulation of
research ethics committees in recent years, a number of experiments misconduct have
been reported 7. For instance, Fang, Steen ® stated that 67.4% of 2047 biomedical and
life-science retraction articles indexed by PubMed between the years of 1977 and 2011
were due to misconduct, and the experiment known as “Golden rice event” which
conducted by research groups from Tufts University and other Chinese scientific
research institutions have prompted significant discussion in China because of the non-

transparent informed consent °.

Demographic changes concurrent with the rapid development of medical technology
present new challenges to nursing research. For example, during the last three decades,
nursing research has experienced significant growth designed to guide clinical practice
and improve the health care of patients '°. The ethical awareness and activity of nursing

research has highlighted concerns resulting with the International Council of Nurses
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1. However,

formulating ethical codes of practice to guide the nursing profession
Mohajjel-Aghdam, Hassankhani '? highlighted that knowledge and attitudes about
ethical issues in nurses is lacking. This limitation was also reported by Negarandeh and
Gobady !* who argued that 70.8% of nurses and midwives required education on ethical
issues. In addition, Fernandez '* described that numerous published examples of
ethically suspect research, with examples such as lack of written informed consent
which are still present in the literature. It is also suggested that ethical problems in
qualitative research involving children, for example, the evaluation of potential risks
and benefits, also need more attention '°. Therefore, it is essential that ethical scrutiny

is needed to strengthen and monitor ethics in nursing research to protect the health and

rights of human subjects.

China has the largest number of scientific researchers in the world and the publication
rate has increased sharply over the past two decades '°, but ethical challenges remain

commonplace within experimental research in China '

. Whilst it is recognised that
ethical accountability resides with the researcher, more recently, there has been a
growing expectation that the editorial team are viewed as ‘“gate-keepers” and “rule-
makers” of papers submitted for publication and hence, are an essential factor to
improve the ethical situation !’. This additional responsibility mirrors the requirement
of American Medical Association who first initiated the requirement for editors of

biomedical journals to scrutinize the ethics of clinical research submitted for

publication. Furthermore, the Declaration of Helsinki, the Committee on Publication
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Ethics (COPE), the International Commission of Medical Journal Editors (ICMJE), as
well as the World Association of Medical Editors (WAME) recommended that editors
were obliged to ensure ethical scrutiny in all publications > ¥22, Moreover, it is
recommended that journals should publish author guidance about the need to describe
informed consent and ethical approval, and state the reason in articles if informed

consent was waived .

Following Yank and Rennie ?* who stated the importance of reporting ethical approval
and informed consent in clinical trials, we chose to perform a similar search of Chinese
scientific journals, to map, for the first time, how ethical scrutiny is recorded and

performed in clinical trials in scientific nursing journals in China.

Literature Review

The following databases were systematically searched from 1964 to May 2017 to
identify relevant studies: Medline (Ovid), The Cochrane Library, CINAHL (EBSCO),
Web of Science, PsycINFO as well as Google Scholar. A variety of search terms and
combinations were used, which included journals, periodicals, ethical approval, ethics
committee approval, ethical research committee approval, IRB approval, institutional
review board approval, informed consent, subjects’ consent, research ethics committee
approval, REC approval, clinical trial, human research, and the research designs
described in the papers. The searching start date was limited after the year 1964 to

reflect the publication of The Declaration of Helsinki was formulated . In addition,
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manual searching including the reference lists of retrieved articles and citation tracking

has been done to be a supplement of database searches to improve comprehensiveness.

After screening full text articles, the literature search resulted in 15 articles that were
considered for inclusion. Several study outcomes showed that the publication of
ethically suspect research has previously been reported in international and national
journals. For example, Yank and Rennie ** studied the clinical trials in JAMA, BMJ, The
Lancet, Annals of Internal Medicine, and The New England Journals of Medicine, and
found that 26% and 31% articles published before 1997 did not report informed consent
and ethical approval, respectively. Moreover, 18% of papers after 1997 did not report
whether consent or ethical approval was obtained. More recently, Schroter et al 2°
reported similar findings in 2006 and revealed that 31% and 47% of articles in five
general medical journals did not mention ethical approval and informed consent.
Equally, Myles and Tan %° reported that 29% of publications in six leading anaesthesia
journals from 2001 did not report institutional review board (IRB) approval, and 31.5%
did not report informed consent, respectively. Similar findings were reported by Henley
and Frank 2’ in 2006 who found that only 48% physical therapy articles mentioned both

128 reviewed three thoracic

informed consent and ethical approval. Moreover, Block et a
surgery journals and the results showed that only 41% of human research mentioned
ethical process. A common trend emerged in other professional journals, for example,

oral and maxillofacial surgery research indicate that only 22% reported ethical approval

and 25% described whether informed consent had been obtained *. The reporting of
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ethical approval and informed consent in human resuscitation research *° and child
research ! is also highlighted as a significant issue where between 26% and 51% of
ethical approval is reported. Furthermore, the lack of reporting of ethical approval in
other national journals remains inconsistent, for example, Bavdekar et al **reviewed
biomedical research in two Indian journals in 2006 and identified that only 29.53%
articles reported ethical approval, and 46.94% reported informed consent. Finally,
Sumathipala et al ** found only one-third of the biomedical articles from Sri Lanka

reported Ethical Research Committee approval as well as informed consent.

It is acknowledged that some progress with regards to the reporting of ethical approval
has made progress in the last five years. It is understood that the improved reporting is
due to the increasing concern about the participants’ protection, for instance, Bridoux
et al **reviewed ethical progress in phase III surgical trials and the results revealed that
87.7% of publications documented ethical approval and 92.2% stated that informed
consent had been requested. However, most of published articles showed that the
document of ethical process remains inadequate. Fitzgerald * reviewed four major
orthodontic journals in 2012 and the results showed that only 48.6% of Randomized
Controlled Trials (RCTs) had reported both informed consent and ethical approval and
27.1% had neither, and the data in Controlled Clinical Trials (CCTs) is 36%, 39.3%,
respectively. Similar findings were reported by Murphy et al 3¢ in 2015 who identified
that 49.9% of clinical research published in three leading FEuropean

Otolaryngology periodicals lacked a statement of ethical approval and 42.9% lacked
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reported informed consent, and the data in three chiropractic journals is 88% and 56%,
respectively that conducted by Lawrence 37 in 2011. Finally, 54% and only 16% of
publications in three paediatric surgical journals 3* documented ethical approval and
informed consent, respectively. In conclusion, the report of ethical scrutiny in
publications still need to be improved, and evidence of these is lacking in scientific

nursing journals in China.

Methods

Study design and inclusion criteria

This is a retrospective observational study *°. All clinical trials published in all of the
twelve core nursing periodicals from 2016 edition China Science and Technology
Journal Citation Report (CJCR) (core version) *° between 2013 and 2016 were retrieved
to examine for evidence of ethical review. CJCR was formulated by The Institute of
Scientific and Technical Information of China (ISTIC) annually and has become
characterised as an authoritative and popular tool to manage and evaluate periodicals
in China. In 2016, 1985 periodicals including twelve nursing journals were collected in
CJCR and have been identified as statistic source (core) journal in China *°. Clinical
trials were studied as the use of interventions on human subjects makes the reporting
of safeguards extremely important 2*. The studies that met the following criteria were
retrieved by hand: (1) Clinical trials. It was defined as a research with interventions
performed on human subjects >**!; and (2) Full-text published. Supplement published

articles, news, and letters were excluded. All of the twelve core nursing periodicals were
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published in Chinese.

Data extraction

Data was collected between October 2016 and January 2017. To ensure the credibility
and accuracy of data extraction, two authors (YNW and JXO) independently screened
the included nursing journals on databases or the official website of each journal and
extracted clinical trials in keeping with the eligibility criteria. China National
Knowledge Infrastructure (CNKI) and WANFANG DATA which are the two main
databases in China have been used in this research. Following this, data were extracted
independently using a standardized data extraction form after careful reading the full-
text of each extracted article and recorded it on a table. The primary outcome measures
of the study were the rates of reporting ethical approval and informed consent. The
definitions were fulfilled by the following descriptions: (1) ethical approval—the study
has got ethical approval from the Research Ethics Committee in hospital or other
institutions before the research can be undertaken. Whether reported the Research
Ethics Committee reference number has been recorded; and (2) informed consent—
written informed consent got from participants or the legally authorised representative,
and the implied description that human subjects agreed to join in the research. The
secondary outcome measures of the study were the rates of reporting some further
details about informed consent and ethical approval: (1) ethical declaration (the author
declared the research conformed to the Declaration of Helsinki, or stated the research
met the principle of research ethics, but not described whether the research obtained

10
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ethical approval or not); (2) confirmation that the confidentiality of individual
information of human subjects was maintained; and (3) whether the research
participants had been informed that they had the right to withdraw from the research at
any point without reprisal. For instance, the number of written informed consent was

counted if it had been reported in the article.

The Chinese character “1E” which consists of five strokes was used as tally marks to
count the data by hand to represent the digits one to five. A table was used by two
authors to calculate the data independently for each variable in the research. It has been
advocated that tally marks, usually clustered in groups of five, have the advantage in
counting, decimal conversion as well as avoiding error as it is far more easily for human
beings correctly identify a cluster of five than one of ten ** *. Disagreement was

resolved by consensus or a third person (CLZ).

Ethical considerations
The study did not require approval from the research ethics committee as it did not

involve human subjects or records.

Data analysis

Data from the included papers were analysed using SPSS 20.0 software (IBM, USA)
and Microsoft Excel 2016 (Microsoft, Redmond, Wash). Categorical data were
presented as a number 2° and Chi-square was used to test the differences between the

11
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rates of reporting. Correlation analysis was used to test the relationship among the
variables (reporting of informed consent, reporting of written informed consent, and
reporting of ethical approval). If the data did not in accordance with bivariate normal
and homoscedastic, a Spearman correlation was used **. All P values were two-sided,

and significance was indicated when a P value was reported as less than .05.

Results
The study located 40278 papers that were published between 2013 and 2016, in all of
the twelve Chinese scientific nursing journals. Of these, 9488 (23.6%) focused on

clinical trials (Table 1).

Informed consent

Atotal 0f 4916 (51.8%) from the 9488 clinical trials reported that informed consent had
been obtained from patients or the legally authorised representative. Notably, only 2604
(27.4%) of clinical trials reported that written consent was obtained, which suggests
that nearly half of the papers only described that participants agreed to join in their
research, rather than consented as it is not clear whether the researcher asked
participants to sign a consent form. The reporting of informed consent was different
between the 12 Chinese scientific journals and ranged from 31.2% to 79.1% (Table 1).
Furthermore, a growing trend in the reporting of informed consent was observed of the
rate between 2013 and 2016, with 38.1%, 44.0%, 59.0%, and 66.6%, respectively
(X*=480.603, P<.001) (Table 2 and Figure 1). Six papers reported that human subjects

12
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had been informed that they had the right to withdraw from the research at any time
without reprisal, and twelve articles confirmed that confidentiality of research subjects

was maintained.

Ethical approval

The results showed that 2459 (25.9%) of 9488 clinical trials reported in the twelve
scientific journals, stated that they obtained ethical approval from Research Ethics
Committees in hospital or other institutions before the research was undertaken. It is
interesting that only 90 (1.0%) of these papers reported the Research Ethics Committee
reference number. Moreover, out of 25.9% of the articles who secured ethical approval,
only seventeen (0.2%) of clinical trials included ethical statement, three of which
declared that the research conformed to the Declaration of Helsinki ' and fourteen of
which stated that the research met the principles of research ethics but did not mention
which principle. In addition, there was a significant difference between these twelve
nursing journals that reported whether ethical approval was granted ranging from 2.9%
in Modern Clinical Nursing to 43.3% in Chinese Journal of Practical Nursing (Table
1). The rate of ethical approval of clinical trials in Chinese nursing journals shows a
growing tendency between 2013 and 2016, with 17.6%, 21.9%, 28.6%, and 35.8%,

respectively (X?=225.866, P<.001) (Table 2 and Figure 1).

Correlations among variables
As can be seen in Table 3, both reporting informed consent and reporting written

informed consent had a positive significant correlation with the reporting ethical

13



10

11

12

13

14

15

16

17

18

19

20

21

22

23

approval (P<.05 or <.01).

Discussion

This study identified that 51.8% of clinical trials published across twelve Chinese
scientific nursing periodicals reported that informed consent had been obtained, and
25.9% described whether the study had received ethical approval. Notably, only 27.4%
of clinical trials reported that written consent had been obtained, and only 1.0% of
clinical trials included the Ethics Committee reference number. Despite the rate of
ethical approval reporting improved sharply between 2013 and 2016 (all P<.001) which
may be induced by various kinds of efforts like the “Joint Statement of Establishing a
Chinese Clinical Trial Registration and Publishing System” %, the regulation of ethics
committee, as well as the effectiveness of many ethics workshops *®; this data
symbolizes that the publication of ethically uncertain research occurs commonly in
nursing journals in China. Most of nursing periodicals in China did not meet their
commitment to the Declaration of Helsinki which stated: “Publishers have ethical
obligations”, significantly, the Declaration of Helsinki clearly stated that “reports of
experimentation not in accordance with the principles laid down in this Declaration
should not be accepted for publication.” Although a waiver of informed consent could
be allowed in some special circumstances by the ethical guideline of the IRB or Council
of Europe and Council for International Organizations of Medical Sciences (CIOMS),
there were no descriptions of impediments to obtaining written informed consent in
these retrieved clinical trials in the studies included in this review *’. Alternatively, the

data also indicates that the reporting of informed consent and ethical approval in clinical
14
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trials needed to be more standardized and accurate to ensure that the implementation of

ethics was transparent as possible.

Apart from this study explored the ethical situation of human research in nursing
journals in China, there have been 15 articles available currently which identified the

1 32 3 and international

reporting of ethical process in clinical trials in nationa
periodicals 2+31: 3438 Most of the results showed that ethical transgressions in clinical
research remains less than ideal and the public confidence in medical research has been
undermined as a result. However, whether to publish ethically suspect work remains
controversial. For instance, Smith *® and Levine * argued that ethically uncertain
research could be published with an accompanying editorial for its potentially valuable.
Although it is not intrinsically immoral, some data may have its unique contributions
3%, Furthermore, Fernandez ' stated that the fact of some ethically uncertain researches
has been conducted will be hidden if the publication of the work is rejected, and
research may need to be repeated to get the results which could make the human
subjects exposed to such potentially risks again. The ICMJE recommends human
experimentation adhere to the Declaration of Helsinki, but may not explicitly refuse to
publish the research if it does not adequately meet the Declaration '*. Alternatively, a
number of people support withholding of publishing these kinds of articles because it
could potentially influence the researcher to misinterpret the Declaration. However, the
rejection of papers based on lack of ethical reporting transparency could have a negative

51

impact on the academic advancement of researcher and could prevent the

15
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dissemination of significant research.

The study also identified a positive significant correlation between reporting of
informed consent, written informed consent, and ethical approval. This is familiar with
other research findings, for instance, in the research conducted by Myles et al 2,
journals who had a high rates of reporting informed consent are more likely to get a
similar rates of reporting ethical approval. There are two possible explanations for the
correlations between these variables, one is in relation to the journals author instructions.
In this research, only three of the twelve core nursing periodicals had a statement
regarding reporting of ethical approval and informed consent in their instructions to
authors. These included, the Chinese Journal of Practical Nursing, the Chinese Journal
of Modern Nursing, and the Nursing Journal of Chinese People's Liberation Army. The
rates of reporting informed consent and ethical approval in these three journals were
63.9% vs 43.4%, 64.3% vs 71.6%, and 68.5% vs 36.2%, respectively which is much
higher than other nine journals (from 2.9% to 17.0% in ethical approval) (Table 1). The
effectiveness of instructions to authors in improving the reported rates of ethical process
have been identified in previous research 6. It is acknowledged that author guidelines
are an effective method to use to remind investigators to obtain and report ethical
approval and informed consent during a research, because they provide a clear guidance
about the format of the publication *!. Investigators were more likely to document
ethical approval, informed consent, or both when periodicals mentioned the

requirement in instructions *°. However, author guidelines lack consistency, and some

16



10

11

12

13

14

15

16

17

18

19

20

21

22

23

international journals do not provide authors with relevant guidance. For example, a
literature review included 102 English-language biomedical journals identified that
only approximately 50% of periodicals mentioned ethical approval and only 10%

mentioned informed consent should be obtained in their instructions to authors 2.

In summary, adherence to ethical guidelines is expected and encouraged, but effort is
needed to ensure that ethical scrutiny is transparent. We recommended that authors
should provide detailed information in relation to the implementation of ethical
guidelines in paper. Furthermore, the in-house practices of periodicals also should be
assessed to ensure more robust methods are used to improve the reporting. Hence,
editors, researchers, publishers, sponsors, and authors all have an obligation to ensure

that ethics approval process are reported in the publication.

Limitations

The rate of reporting informed consent and ethical approval of this research relied on
self-reported data. Therefore, the process of consent and ethical assessment cannot be
collected explicitly. The potential bias that some clinical trials in accordance with the
ethical principle but did not report in articles, and anecdotally, ethical adherence may
be described but not necessarily approved as well as someone just mentioned it but did
not conduct in practice may exist. It was challenged to analyse the data in-depth, due to
the limitation of self-reported data in articles. However, the results from this study

clearly present the ethical situation of scientific nursing journals in China.

17



10

11

12

13

14

15

16
17
18
19
20
21
22
23
24
25
26
27
28
29
30
31
32
33

Conflict of interest

The authors have declared that no conflicts and competing interests exist.

Author contributions

Yanni Wu was responsible for all aspects of the research, including protocol design,
data collection and analysis, drafting, and revision of the article. Chunlan Zhou was
responsible for the protocol design of the research and Michelle Howarth helped with
the revisions of the article. Xue Ji, Jiexia Ou, and Xiaojin Li were assisted with the data

collection and analysis.

Funding
This research received no specific grant from any funding agency in the public,

commercial, or not-for-profit sectors.

References

1. Nathanson V. Revising the Declaration of Helsinki. BMJ : British Medical Journal.
2013; 346.

2. World Medical Association. Declaration of Helsinki. Ethical principles for
medical research involving human subjects. [J Indian Med Assoc. 2009; 107: 403-5.

3. Shuster E. The Nuremberg Code: Hippocratic ethics and human rights. 7The Lancet.
1998; 351: 974.

4. Robinson L, Murdoch-Eaton D and Carter Y. NHS research ethics committees. BM/:
British Medical Journal. 2007; 335: 6.

5. Fong, C.S., Chan, Z.C.Y. Clinical Research Ethics. In Chan, Z.C.Y. (Ed.),
Clinical Research Issues in Nursing (pp. 141-150). New York: Nova Science Publishers,
2010.

6. Juritzen TI, Grimen H and Heggen K. Protecting vulnerable research participants:
A Foucault—inspired analysis of ethics committees. Nursing ethics. 2011; 18: 640-50.
7. Long T. Research ethics in the real world : issues and solutions for health and
social care (pp.103-104). In: Johnson M, (ed.). Edinburgh: Churchill Livingstone
Elsevier, 2007.

8. Fang FC, Steen RG and Casadevall A. Misconduct accounts for the majority of

retracted scientific publications. Proceedings of the National Academy of Sciences.

18



O© 0 1 O O & W N —

SO S D D W W W W W W W W W W NN DD DD DN DN e e e e
B W N = O O 00 N0 O kWD O O 00 NN0 0RO O 0NN O 0w N O

2012; 109: 17028-33.

9. Yu X and Li W. Informed Consent and Ethical Review in Chinese Human
Experimentation: Reflections on the “Golden Rice Event” . Biotechnology law report.
2014; 33: 155-60.

10. Polit DF and Beck CT. Mursing research: Principles and methods (pp.3—4).
Lippincott Williams & Wilkins, 2004.

11. International Council of Nursing. (2001). The ICN code of ethics for nurses.
Nurs Ethics, 8(4), 375-379.

12. Mohajjel-Aghdam A, Hassankhani H, Zamanzadeh V, Khameneh S and Moghaddam S.
Knowledge and Performance about Nursing Ethic Codes from Nurses’ and Patients’
Perspective in Tabriz Teaching Hospitals, Iran. Journal of Caring Sciences. 2013; 2:
219-27.

13. Negarandeh R and Gobady S. A Survey of Knowledge and Attitude of Zanjan Hospitals’
Nurses and Midwives Towards Ethical Issues. JOURNAL OF ZANJAN UNIVERSITY OF MEDICAL
SCIENCES AND HEALTH SERVICES. 2001; 9: 55-9.

14. Fernandez CV. Publication of ethically suspect research: should it occur? Int J
Qual Health Care. 2005; 17: 377-8.

15. Huang X, 0’ Connor M, Ke L-S and Lee S. Ethical and methodological issues in
qualitative health research involving children: A systematic review. MNursing ethics.
2016; 23: 339-56.

16. Wang R and Henderson GE. Medical research ethics in China. 7The Lancet. 2008;
372: 1867-8.

17. Angelski C, Fernandez CV, Weijer C and Gao J. The publication of ethically
uncertain research: attitudes and practices of journal editors. BMC medical ethics.
2012; 13: 4.

18. Beecher HK. Experimentation in man. Journal of the American Medical Association.
1959; 169: 461-78.

19. Lock S. Research ethics - a brief historical review to 1965. Journal of internal
medicine. 1995; 238: 513-20.

20. Benatar SR. Editorial ethics. BMJ: British Medical Journal. 1998; 316: 155.

21. The Committee on Publication Ethics. A code of conduct for editors of biomedical
journals. . 2011.

22. The World Association of Medical Editors. Publication ethics policies for medical
journals. 2011.

23. Rennie D. Disclosure to the reader of institutional review board approval and
informed consent. JAMA. 1997; 277: 922-3.

24. Yank V and Rennie D. Reporting of informed consent and ethics committee approval
in clinical trials. JAMA. 2002; 287: 2835-8.

25. Schroter S, Plowman R, Hutchings A and Gonzalez A. Reporting ethics committee
approval and patient consent by study design in five general medical journals.
Journal of medical ethics. 2006; 32: 718-23.

26. Myles PS and Tan N. Reporting of ethical approval and informed consent in clinical
research published in leading anesthesia journals. The Journal of the American
Society of Anesthesiologists. 2003; 99: 1209-13.

19



O© 0 1 O O & W N —

SO S D D W W W W W W W W W W NN DD DD DN DN e e e e
B W N = O O 00 N0 O kWD O O 00 NN0 0RO O 0NN O 0w N O

27. Henley LD and Frank DM. Reporting ethical protections in physical therapy
research. Physical therapy. 2006; 86: 499-509.

28. Block MI, Khitin LM and Sade RM. Ethical process in human research published in
thoracic surgery journals. 7The Annals of thoracic surgery. 2006; 82: 6-12.

29. Pitak—Arnnop P, Sader R, Herve C, Dhanuthai K, Bertrand JC and Hemprich A.
Reporting of ethical protection in recent oral and maxillofacial surgery research
involving human subjects. [International journal of oral and maxillofacial surgery.
2009; 38: 707-12.

30. Olson CM and Jobe KA. Reporting approval by research ethics committees and
subjects’ consent in human resuscitation research. Resuscitation. 1996; 31: 255-63.
31. Bauchner H and Sharfstein J. Failure to report ethical approval in child health
research: review of published papers. BM/. 2001; 323: 318-9.

32. Bavdekar SB, Gogtay NJ and Wagh S. Reporting ethical processes in two Indian
journals. [Indian J Med Sci. 2008; 62: 134-40.

33. Sumathipala A, Siribaddana S, Hewege S, et al. Ethics Review Committee approval
and informed consent: an analysis of biomedical publications originating from Sri
Lanka. BMUC Medical Ethics. 2008; 9: 3.

34. Bridoux V, Schwarz L, Moutel G, Michot F, Herve C and Tuech JJ. Reporting of
ethical requirements in phase III surgical trials. J Med Ethics. 2014; 40: 687-90.

35. Fitzgerald R. The reporting of ethical approval and informed consent for clinical
trials in four major orthodontic journals. University of Liverpool, 2012.

36. Murphy S, Nolan C, O’ Rourke C and Fenton JE. The reporting of research ethics
committee approval and informed consent in otolaryngology journals. C(linical
otolaryngology @ official journal of ENT-UK ; official journal of Netherlands Society
for Oto—Rhino—Laryngology & Cervico—Facial Surgery. 2015; 40: 36-40.

37. Lawrence DJ. Human subject research: reporting ethics approval and informed
consent in 3 chiropractic journals. J Manipulative Physiol Ther. 2011; 34: 627-33.

38. Dingemann J, Dingemann C and Ure B. Failure to report ethical approval and
informed consent in paediatric surgical publications. European journal of pediatric
surgery : official journal of Austrian Association of Pediatric Surgery. 2011; 21:
215-9.

39. Harrison JE. Orthodontic Clinical Trials III: Reporting of ethical issues
associated with clinical trials published in three orthodontic journals between 1989
and 1998. Journal of orthodontics. 2005; 32: 115-21.

40. ISTIC. 2016 Chinese Scientific and Technical Journal Citation Reports (core)
(pp. 162). Beijing: Scientific and Technical Documentation Press, 2016.

41. Farrell LDB. Clinical trials (pp.2-3). London: BMJ Books, 2002.

42. Hsieh H-K. Chinese tally mark. The American Statistician. 1981; 35: 174.

43. Ken Lunde DM. Proposal to encode five ideographic tally marks. Wikipedia, 2016.
44. Polit DF. Data analysis & statistics for nursing research (pp. 227). Appleton &
Lange, 1996.

45. Wu T, Li Y, Zhen S, et al. Joint statement on promoting development of publication
ethics among medical journals in China. Journal of Evidence - Based Medicine. 2011;
4: 214-6.

20



O© 0 1 O O & W N —

e e e
S O W NN = O

46. Ramalingam S, Bhuvaneswari S and SanKaRan R. Ethics workshops—are they effective
in improving the competencies of faculty and postgraduates? Journal of clinical and
diagnostic research. 2014; 8: XC01-XCO03.

47. Vallotton MB. Council for international organizations of medical sciences
perspectives: protecting persons through international ethics guidelines.
International Journal of Integrated Care. 2010; 10.

48. Smith R. Informed consent: the intricacies. BMJ: British Medical Journal. 1997;
314: 1059.

49. Levine R]. Ethics and regulation of clinical research (pp.27-30). Yale University
Press, 1988.

50. Freedman B. Moral analysis and the use of Nazi experimental results. When
medicine went mad. Springer, 1992, p. 141-54.

51. Sade RM. Publication of unethical research studies: the importance of informed
consent. Ann Thorac Surg. 2003; 75: 325-8.

52. Amdur RJ and Biddle C. Institutional review board approval and publication of
human research results. JAMA. 1997; 277: 909-14.

21



