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ABSTRACT

The commencement of a study involving human participants may only happen when the study has
been approved by a registered research ethics committee and when consent of participants has been
obtained. Most biomedical journals require confirmation of this requirement by authors in their
publication of research results, not just as a mere formality, but as a culmination of a long process and
careful attention to every step and detail in the process.

This is an ethical requirement that guides researchers throughout the world. For example, the
Declaration of Helsinki (2013), despite its numerous revisions and adjustments, is clear on this point,
as are current South African ethics guidelines (Department of Health, 2015). The issue of obtaining
informed consent from prospective participants does not just lead to the signing of the document but
should also reflect that all processes that are meant to safeguard rights of prospective participants are
not compromised in any way. Publishing authors are expected to report those details in their articles
but the frequency of such reporting in South African health research articles remains unclear.

Reporting and publication of studies in peer-reviewed journal articles, does not only communicate
findings of the study but it is also a source of information for judging the ethical quality of the study.
Publications are assessed by various audiences such as peer researchers, sponsors, policy makers and
industry practitioners. All these audiences apply different criteria in assessing the information, as
some material might be considered less significant than others, depending on the needs of the
audience. This factor should be taken into consideration during article reviews.

The study is aimed at exploring whether authors of South African biomedical journal articles mention
research ethics approval and informed consent in their research publications and explores whether
there were any temporal changes in such reporting between 2007 and 2018.
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CHAPTER ONE
INTRODUCTION

Introduction and overview

The term ethics (which is derived from the Greek word “ethos”) refers to moral standards of knowing
right and wrong and inclining one’s activities to what is right.

The introduction of ethical conduct to human research studies can be traced back to the 1940s when
the abuse of human participants was noticed in the experiments that were conducted by Nazi doctors
on politically incarcerated citizens. This resulted in the formation of what became known as the
Nuremberg Code in 1947. Its main purpose was to ensure protection of human participants in studies
(Jain et al., 2017).

In October 2013 the World Medical Association approved the Declaration of Helsinki, which was
adopted in 1964, to guide and inform conduct of researchers, authors, editors, and publishers of
biomedical research for the protection of research participants all over the world (World Medical
Association (WMA) — Declaration of Helsinki, 2013).

The Declaration of Helsinki consisted of 32 principles that were focused on informed consent,
confidentiality, vulnerable people, and requirement of a research protocol stating a scientific rationale
of the study which needs to be authorised and reviewed by a recognised research ethics committee.

At a later stage the American National Commission for the Protection of Human Subjects of Biomedical
and Behavioural Research was introduced in 1974 as a response and a reaction to the infamous
American scandal — the Syphilis study of 1972. The commission (mentioned above) drafted the
Belmont Report which contained a set of ethical principles and guidelines for the protection of human
subjects of research (Jain et al., 2017).

In South Africa, the Department of Health’s official research ethics guidelines, binds all health-related
biomedical and social science research in South Africa (Department of Health, 2015). These guidelines
are aligned with the Declaration of Helsinki as a statement of ethical principles that govern the
undertaking of medical research involving human research participants. At the centre of human
subject protection are two ethical requirements: research ethics committee approval and informed
consent. This suggests that for a study to take place every protocol must be approved by a registered
research ethics committee and informed consent must be obtained from each participant before the
commencement of the study - except in those cases where secondary data from already approved
studies, or studies of reports and records are used.

Regarding publication of research papers, the Declaration of Helsinki obligates researchers, authors,
editors, and publishers not to accept papers that do not meet requirements of the Declaration. It is
against this backdrop that this study is being undertaken to establish whether South African journal
articles report the protection of research participants.



Outlining Ethical Requirements for Human Participation in Research

The fulfilment of ethical requirements in research involving human participants is informed by
application of research rules and guidelines to ensure sound quality of studies undertaken. These are
usefully summarised by Emanuel et al. (2004) as:

e Collaborative partnership

e Social Value

e Scientific validity

e Fair participant selection

e Favourable risk/benefit ratio

e Independent ethics review

e Informed consent

e Ongoing respect for participants

and are more fully described in Chapter 2 below.

Ethical norms related to biomedical research and publications are laid down by various national and
international agencies such as the Nuremberg Code and Declaration of Helsinki of the World Medical
Association. All of these strive to ensure that ethical standards are followed the world over and that
uniform requirements are met not only during research but also in manuscripts submitted to
biomedical journals.

The study is a retrospective review of published South African journals from 2007-2018, examining
whether the two research ethics requirements mentioned above are mentioned in published papers.
All articles that are reviewed are original articles. All other publications, including case studies, were
excluded from the study. A comparison of reporting of these ethical issues between 2007 and 2018
will also be conducted.

Aim of the study

This study aims to determine whether, and to what extent, authors of various South African
biomedical research journal articles mention the following two research ethics requirements: research
ethics committee approval and informed consent in the period specified above.

Reporting and publication of studies in journal articles, does not only communicate findings of the
study but it is also a source of information for judging the ethical quality of the study. Publications are
assessed by various audiences, such as peer researchers, sponsors, policy makers and industry
practitioners. All these audiences apply different criteria in assessing the information, as some
material might be considered less significant and not worthy of publication, depending on the needs
of the audience. This factor should be taken into consideration during article reviews.



Objectives of the Study

Objectives of the study are as follow:

To establish whether authors mention research ethics clearance by relevant research ethics
committees.

To seek possible trends in mentioning of the two variables in the during the period (2007 to
2018).

To compare these South African data with similar data from other countries with regard to
mentioning of the two variables of interest.

Research Questions

The study answered the following research questions:
Question pertaining to reporting ethics approval.

What proportion of South African biomedical research articles published from 2007 to 2018
mention research ethics committee approval?

Question pertaining to reporting participant consent:

What proportion of South African biomedical research articles from 2007 to 2018 mention
informed consent?

Additional questions regarding trends over time:
Is there a change in reporting of research ethics approval between 2007 and 20187

Is there a change in reporting of informed consent between 2007 and 2018?

Justification of the study

It is hoped that answering the above-mentioned questions will inform the research community and
users of what has happened during the specified period, regarding the extent to which South African
articles have mentioned the two ethical requirements. This will establish the extent to which
adherence with the above-mentioned ethical requirements is expressed in publications and might
inform relevant interventions to be made to ensure that proper procedures are implemented to
improve the level of reporting. These data, for example, could inform journal editors whether more
stringent reporting practices need to be implemented for the reporting of these two ethical issues.
Similarly, the data could be used to inform biomedical researchers during their training so that they
report these issues routinely when publishing their research.

Researchers and authors are required to show respect for study participants and ensure protection of
research participants’ privacy and best interests (Emanuel et al., 2004).

From a South African perspective, national guidelines (DoH, 2015) stipulate that informed consent
should be obtained and that a registered research ethics committee review such requests for ethical
clearance. It is against this backdrop that the current study is set.



World Medical Association developed and adopted the Declaration of Helsinki — Ethical principles for
medical research involving human subjects in 1964 as a statement of ethical principles for medical
research involving human subjects to guide and inform conduct of researchers, authors, editors and
publishers of biomedical research with the protection of research participants all over the world. The
Declaration was amended several times and most recently in October 2013. The current one (2013) is
the official one as it replaces all previous versions.

In South Africa the Department of Health’s official research ethics guideline, binding on all health-
related biomedical and social science research in South Africa (Department of Health, 2015) aligns
with the Declaration of Helsinki as a statement of ethical principles that governs the undertaking of
medical research involving human research participants. At the centre of human subject protection
are two ethical requirements: research ethics committee approval and informed consent. This
suggests that for a study to take place every protocol must be approved by a registered research ethics
committee and informed consent must be obtained from each participant before the commencement
of the study.

Regarding publication of research papers, the Declaration of Helsinki obligates researchers, authors,
editors and publishers not to accept papers that do not meet requirements of the Declaration. It is
against this backdrop that this study is being undertaken to establish whether South African journal
articles report the protection of research participants.

The study is a retrospective review of published South African journals from 2007-2018 on whether
the two ethics requirements mentioned above are mentioned in reports. All articles that are reviewed
are original articles. All other publications, including case studies, were excluded from the study. A
comparison of reporting of these ethical issues between 2007 and 2018 will also be conducted.

The study did not require research ethics committee approval as it did not involve human participants
and reports on data already in the public domain. Descriptive statistics are used to report results. The
ratio of articles reporting research ethics committee approval and informed consent is expressed in
figures and percentages in the Results chapter.



CHAPTER TWO
LITERATURE REVIEW

The process of infusing ethics in South African biomedical research started to unfold as early as 1966
when Beecher published an article in the New England Journal of Medicine (Cleaton-Jones &
Wassenaar, 2010). This article was so influential that it resulted in John Hansen, who was a professor
of Paediatrics at the University of Witwatersrand, establishing the first Research Ethics Committee
(REC) inthe Medical Faculty. The REC carried out research ethics and review activities since then. From
1977 onwards other Universities in South Africa, the Department of Health (DOH), the Human Sciences
Research Council (HSRC), the Medical Research Council (MRC), pharmaceutical companies, the South
African Medical Association and certain Hospitals followed suite and RECs were formed all over the
country (Cleaton-Jones & Wassenaar, 2010).

These developments were in line with what was happening in other developed countries of the world.
For example, in the USA the National Institutes of Health formed what they called Institutional Review
Boards (IRBs) after the publication of the Belmont Report in 1979.

Above mentioned developments culminated in the entrenchment of research ethics pertaining to the
protection of human research participants as one of the cornerstones of the Bill of Rights that are
enshrined in the Constitution of the Republic of South Africa, 1996 (Cleaton-Jones & Wassenaar,
2010).

South African health legislation requires that all research be undertaken and reviewed by an REC which
is registered with the National Health Research Ethics Council (NHREC). The NHREC audits the REC for
composition, structure, and compliance. This is done according to principles and requirements of
Emanuel et al. (2004).

The Emanuel et al. (2004), framework, based on an analysis of major international research ethics
guidelines, sets out key principles and requirements of what is regarded as good research practice.
This document is widely used to analyse important issues that confront REC deliberations
internationally, including within the African context (Tsoka-Gwegweni & Wassenaar, 2014).

The Emanuel et al. (2004) framework consists of eight (8) principles that are regarded as universal and
applicable to all settings and contexts of research involving human participants and two of this form
the core of this research. These are: authorisation of the research by a credible REC; and obtaining
informed consent from prospective participants prior to and during the progression of the study.
These are to be discussed in more detail after addressing the initial six principles.

Other principles contained in the document as summarised by Tsoka-Gwegweni and Wassenaar
(2014) are the following:

Collaborative partnership — emphasises the importance of a professional relationship between
researchers and community representatives in all stages of the research.

Social value — ensures that the research undertaking is beneficial to all intended beneficiaries and
stakeholders.

Scientific validity — requires researchers to use reliable and valid research designs and methods.



Fair participant selection — ensures that the selection process is transparent and is based on sound
research principles and processes, while providing subjects, including vulnerable groups, with benefits
and protection.

A favourable risk-benefit ratio — requires identification and minimisation of all forms of potential risks
to participants; quantification of all types of benefits; balancing the potential risk and benefits to the
participants.

Independent ethics review- Properly constituted and regulated Research Ethics Committees (RECs) are
responsible for ensuring that standard operating procedures are adhered to, hence they should be
independent from external interference and influence. REC members must be properly qualified and
equipped to act on their responsibilities.

Informed consent — requires that voluntary participation of intended subjects, structures and
community be assured before the research can begin. Both written and verbal informed consent must
be obtained unless there are good reasons to the contrary, such as in emergency situations. Informed
consent means that a participant has been informed about risks and benefits of the research,
understands such risks and benefits and is able to give consent to participation without coercion,
undue influence, or inappropriate incentives. Prospective participants should be helped to arrive at
an informed decision by, for instance, use of appropriate language.

Ongoing respect for participants — ensures that participants are free to decide whether to take part or
not to take part or even discontinue their participation when they feel threatened in any way.

Medical and health-related scientific journals, for example, that report on HIV/ Aids research in South
Africa have been scrutinised, not only in Africa but in other parts of the world, to ensure that
communities are informed of research developments (Slack & Kruger, 2005). Currently it would appear
that in Africa not much has happened in interrogating whether and how frequently authors of
published papers report on research ethics approval and informed consent despite extensive research
that is being undertaken on the continent. This scenario does not imply that studies are conducted
without research ethics approval and without obtaining informed consent from participants. It simply
means that the proportion of South African research papers mentioning these requirements remains
unknown, hence the reason for this study. This question shapes the study that is reported in the
sections that follow.

In 1999 a study was undertaken to assess and outline the frequency of reporting informed consent
and research ethics approval on trials that were published between 1993 and 1995 in five international
journals (Ruiz-Carnela, 1999). These journals were: Annals of International Medicine, New England
Journal of Medicine, The Lancet, and Journal of the American Medical Association and the British
Medical Journal. This article reported that from 767 clinical trials that were reviewed 543 (70,8%)
stated that an IRB had approved the research and 612 (79,9%) reported that informed consent had
been requested from participants. Both types of information were included in 64% of the reports.

Bauchner and Sharfstein (2001) investigated how often research publications on child health reported
on research ethics approval. All reports pertaining to child health below 18 years of age were
reviewed, and these were drawn from: JAMA, New England Journal of Medicine, Paediatrics, Journal
of Paediatrics, Archives of Paediatrics and Adolescent Medicine. A total number of 561 research papers
were reviewed and of these 60% reported ethical approval while 40 % did not report ethical approval.
These findings were unexpected as all journals enlisted above were explicit to authors regarding the
documentation of research ethics approval.



Another study was undertaken to assess frequency of reporting research ethics approval and informed
consent in trials that were published in: New England Journal of Medicine, The Lancet, Journal of the
American Medical Association, and the British Medical Journal between 1993 and 1995. In this study
767 reports were reviewed. Out of this number 543 (70,8%) stated that Institutional Review Boards
(IRBs) had approved the research, and 612 (79,8%) had reported that informed consent was requested
from participants. 64% of the report reflected that both types of information had been incorporated in
reports (Ruiz-Canella & Martinez-Gonzales, 1999).

Bauchner and Sharfstein (2001) reported that more than five hundred journals had adopted the
uniform requirement of the International Committee of Medical Journal Editors which stipulates that
author should indicate whether procedures followed were in accordance with the ethical standards
of the responsible committee on human experimentation (Bauchner & Sharfstein, 2001). They then
investigated how often research publications on children younger than 18 years of age had reported
on the two variables (research ethics committee approval or informed consent). They found that
health researchers had indeed reported on these variables. Their study involved reviewing all reports
related to child health (<18 years), pregnant women and clinicians providing care to children (JAMA,
New England Journal of Medicine, Paediatrics, Journal of Paediatrics, Archives of Paediatrics and
Adolescent Medicine). Journals contained 561 reports related to child health, 60% of which had ethics
approval and 40% did not report ethics approval. These findings were unexpected given the fact that
journals reviewed explicitly asked authors to document such approval.

In 2002 Yank and Rennie reported on a study that they had undertaken to determine whether journals
had improved their ethical disclosure in clinical trials. They compared clinical trials that were published
before and after 1997 (Yank & Rennie, 2002). The study revealed that informed consent was not
described in 26% of articles published before 1997 versus 18% of those published after 1997. Research
ethics approval was not mentioned in 31% before 1997 and 18% after 1997. Neither protection was
described in 16% published before 1997 versus 9% published after 1997. These results reflected an
improvement of about 9% in the reporting of informed consent and research ethics committee
approval in medical journals. This indicated that the reporting of these two ethical issues seemed to
be improving with the progression of time.

In 2004 Emanuel et al. published a framework to minimise exploitation of research population when
doing research in developing countries. This framework was aimed at addressing issues that often
impact on a population’s ability to embrace ethics requirements, like informed consent. Issues that
often lead to exploitation of research subjects and research population include illiteracy, cultural and
linguistic differences, and limited understanding of scientific research. The framework highlighted
practices like fair selection of study population, assessing potential risks and benefits to the study
population, and independent review to ensure accountability and transparency in doing research
(Emanuel et al., 2004).

It has been noted that efforts to interrogate the extent to which protection of research participants,
including vulnerable populations, in research publications continued after 2005.

One such study was published in 2006 reviewed whether research ethics approval and participant
consent were mentioned in a series of papers that were published in five major journals between
February and May 2003 (Schroter et al., 2006). Journals that were studied were: Annals of Internal
Medicine, BMJ, JAMA, Lancet and The New England Journal of Medicine between February and May
2003. It was reported that both ethics requirements were not mentioned in 31% and 47% of published
articles, respectively. This showed that despite some improvement 27% of journals were still lagging
in reporting standard ethics requirements.



A similar study was undertaken in Sri Lanka in 2008. The study was aimed at finding out what ethical
procedures were reported in studies that were conducted on Sri Lankan participants, both locally and
internationally (Sumathipala et al., 2008). The study scrutinised theses of post-graduate medical
students from 1985-2005. The review was based on checklists agreed upon with senior research
collaborators. The results showed that 34% had documented approval and 61% had documented
obtaining informed consent. It was concluded from the study that there was a positive trend in
documenting ethical requirements in local post-graduate research and in the local medical journals.

In the same year (2008) Rab et al. published an article on a study that explored the extent to which
researchers from countries in the Eastern Mediterranean (EM) region were adhering to ethical
practices in the conduct of their research. Results of the study suggested that investigators of the EM
region were not doing well in adhering to ethical practices and suggestions were made towards
strengthening ethics review systems and conducting educational training for investigators in research
ethics.

In 2011 Lawrence published an article where he reviewed reporting of research ethics approval and
informed consent in three chiropractic journals. Articles published in 2008 were assessed. The study
concluded that most articles reported research ethics approval, and more than half reported
informed consent, and this warranted continued quality improvement and better instruction
(Lawrence, 2011).

Jain et al. (2017) published a study on ethical issues and the infusion of ethics in psychiatric research
in India. Issues that were explored in that study included informed consent, confidentiality, conflict
of interest, therapeutic misconception, vulnerability, exploitation, and placebo. The paper raised
concerns around application of ethics in Indian psychiatric research and made recommendations to
deal with ethical challenges commonly faced in psychiatric research.

Silaigwana and Wassenaar (2019) published a study reporting perception of South African REC
members on their aggregated ethics review outcomes. They conducted semi-structured interviews
and perceptions with nine REC members from two research institutions in South Africa. All
respondents concurred with the priotisation of informed consent in the review outcomes
emphasising the importance of the use of simple and understandable language for participants
(Silaigwana & Wassenaar, 2019).

This chapter is comprised of articles that were undertaken to explore the subject of research ethics
clearance and review, and protection of participants in research as reflected in research publications.
The present study is meant to complement those studies, given the apparent scarcity of related data
in Africa and South Africa in particular.

The following chapter outlines the methodology of the current study.



CHAPTER THREE
RESEARCH METHODOLOGY

Background

This study comprised a desk review. It involved review of published articles in randomly selected South
African biomedical and health-related journals. These articles are all in the public domain.

Published research papers were studied and separated according to journals that published them.
Each paper was assessed for whether research ethics approval and informed consent were
mentioned.

An online search was conducted using the search terms “South African/South Africa” in a selected
sample of international health-related scientific journals, but some of these were not included in the
study whose focus was on journals that were only published in South Africa.

Inclusion criteria: Biomedical empirical research articles reporting on health-related research reported
in South African journals between 2007 and 2018.

Exclusion criteria: Papers that were not biomedical or health related, review papers, theoretical
papers, editorials, papers that were deemed by the researcher and supervisor to be exempt from
ethics review according to local and international ethics guidance; papers that fall outside the
specified time frame; papers in journals that are not listed in Web of Science and that might be
predatory were excluded.

Non-South African journals were also excluded from the study.

The search continued until five hundred suitable papers were accessed. The data were captured in a
table with the following columns (see Appendix A).

Ethics Review and Informed consent reporting (Data capture table):

Journal Author Vol | Year Pages Ethics Review Informed consent
mentioned? Y/N mentioned? Y/N

The completed table had five hundred rows, each row representing one article and its scores (see
Appendix B).

The final two columns were summed, capturing the total number of ‘Yes’ and ‘No’ scores in the sample
of five hundred papers. These numbers were then converted into percentages. The data yielded easily
accessible scores on how many South African health-research papers mentioned the two variables of
interest for the period in question.

To determine whether any changes in reporting occurred over time, the data from 2007-2018 were
compared for both variables.

Data will also be compared with other findings reported in the earlier literature review.



Ethical issues

This study assesses information (published papers) that is already in the public domain. For this
reason, ethics exemption was applied for and granted by the UKZN Biomedical Research Ethics
Committee (BREC) (EXM 145.19) (see Appendix D).

Validity and reliability

This Study involved review of existing material in published journal articles. The two variables being
studied are self-evident and are recorded as to whether they are mentioned or not in each of the five
hundred research articles that are studied. For this reason, it is assumed that there are no reliability
issues. A reasonable cross-section of suitable health-related scientific journals was sampled for papers
reporting South African research in the years 2007-2018.

The information table (Appendix A), containing Results should be dependable and valid because an
extremely low level of interpretation is required to access and interpret the variables of interest.
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CHAPTER FOUR
RESULTS

Five hundred research papers that met the inclusion criteria were published in 15 South African
biomedical journals namely:

South African Medical Journal

South African Journal of HIV Medicine

South African Journal of Psychiatry

South African Journal of Critical Care

South African Journal of Surgery

South African Journal of Obstetrics and Gynaecology
South African Journal of Gynaecological oncology
South African Journal of Oncology

South African Journal of Child Health

South African Journal of Occupational Therapy
South African Journal of Bioethics and Law
Health South Africa Gesondheid

Occupational Health Southern Africa

South African Respiratory Journal

South African Journal of Clinical Nutrition

These journals were chosen randomly. Special consideration was paid to guidelines they set for
prospective authors and publishing houses, based on the National Health Act No 61 of 2003 and
South African national research ethics guidance (DoH, 2015). Most journals publish a checklist of
ethics and authorship criteria which authors must sign prior to submitting their manuscripts. The
checklist stipulates inclusion of proof that the study was approved by a REC. The South African
Journal of Anaesthesia and Analgesia (SAJAA) for example, insists on a written confirmation of the
protection of patients’ right to privacy.

A full list of the papers accessed can be viewed in Appendix B.

Reporting of Ethics approval: Of 500 articles reviewed; there were 438 (87.6%) scored ‘Yes’
and 62 (12%) scored ‘No’.

Phrases that featured in the reporting of ethics approval included:

e FEthical clearance was obtained or received from............

11



e The study was cleared by..................
e The study was given a go ahead by.............

These phrases were considered to deserve a ‘yes’ as they clearly indicated approval of the
commencement of the study by a recognised Research Ethics Committee.

Reporting of informed consent: Of 500 articles reviewed; there were 439 (87.8%) scored
‘Yes’ and 61 (12.2%) scored ‘No’.

Phrases that were mostly used in reporting informed consent in reviewed articles were the
following:

e Consent papers were signed.

e Consent was obtained.

e Subjects consented to participating in the study.
e Consent was received from subjects.

All these are accepted as ‘Yes’ as they confirm that participants consented to participation in the
study.

Comparison of both variables from 2007-2018

This study shows that out of twenty-six articles sampled from 2007, 11 articles failed to report on both
variables. This constitutes 42.3%. In 2018, out of sixty-six articles sampled, 6 failed to report on both
variables and this constitutes only 9% of published articles. Taken together, only 57,6% of sampled
articles reported on both ethical issues in 2007, and this figure increased to 90.9% in 2018, suggesting
a major improvement in the mention of these two ethical issues by authors and possible more
stringent editorial vigilance by the sampled journals.

This is an indication that the number of publications that fail to consider these variables is shrinking
thus indicating a positive trend in the progression of South African studies mentioning and complying
with the two ethical variables studied here.
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CHAPTER FIVE
DISCUSSION

Results of the present study demonstrate that the rate of reporting ethical protection of research
participants in South African journal articles, as far as the two variables are concerned, is improving,
or moving towards expected standards. The researcher observed that although majority of
international studies of similar nature conducted in the past showed better results when compared
with the present study, South African researchers are not lagging in terms of reporting. For instance,
Schroter et al. (2006), who analysed papers published in five general medicinal journals, i.e., British
Medical Journal, Journal of the American Medical Association, The Lancet, New England Journal of
Medicine, and Annals of Internal Medicine, found that ethical approval was mentioned in 69% and
consent was mentioned in 53% of manuscripts.

Findings

Ruiz-Carnela (1999) conducted a study to assess and outline the frequency of reporting informed
consent and ethics approval in five international journals and found that both variables were reported
in 64% studies. When comparing Ruiz-Carmela’s findings to this study, the rate of reporting in South
African journals was 87%, which is higher than that of international journals.

Bauchner and Sharfstein (2001) investigated how often international research publications on child
health reported on ethic approval and found that 60% articles reported ethics approval while 40% did
not. When one compares those findings to the present study an observation is made that those figures
are lower than similar South African studies.

Myles et al. (2003) conducted a study in the reporting of ethical approval and informed consent in
clinical research published in leading anaesthesia journals and found that ethical approval was
documented in 71% of publications and consent obtained 66% in publications. These results are closer
to the present study than those mentioned above.

Munung et al. (2011) analysed publications from Cameroon and found that 57, 53% reported ethics
approval, 70, 78% informed consent, and 50, 68% both ethics approval and informed consent. The
study found that research ethics activities were not well-organised as they were being undertaken in
various structures and research ethics committees were not properly organised. The present study
presents a different scenario since in South Africa ethics review and ethics approval are conducted by
well-constituted, government registered research ethics committees (Department of Health, 2015).

Murphy et al. (2015) reported on a study undertaken to assess the frequency of reporting ethics
approval and informed consent in all reports of trials published in European otolaryngology journals.
Results showed that 49.9% lacked statements on ethics approval and 42.9% lacked disclosure of
informed consent. The study highlighted the fact that articles that did not state REC approval were
associated with not stating informed consent and that there were articles that contained explicit
statements of the two variables. A similar pattern was observed in the present study. Articles that
lacked statements on REC approval also failed to report on informed consent in most instances, except
for one article. This has resulted in closely matched percentages.
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Strengths and Weaknesses

Generalisability of the current findings is limited as the sample of five hundred articles was only drawn
from the 15 South African journals mentioned above. The study only covers the period 2007-2018.
Nevertheless, the study lays a comparative foundation for future studies to explore the subject
further.

Details of study designs (e.g., observational vs. interventional/clinical trials) more or less likely to
report the two variables in question were not captured.

Recommendations

Although not directly supported by data from this study, it is suggested that clearer standardised
editorial statements might help the reader to fully understand how the ethics requirements should be
captured in their publications. For example, the phrase “informed consent was obtained” and can be
used uniformly in each journal’s “Instructions to authors”.

Editors must ensure that requirements and standards are maintained in all submitted manuscripts
and cases where manuscripts have fallen short in reporting, editors may inform authors that they
could be rejected due to unsatisfactory ethical non-adherence (Bolshete, 2015).

It is suggested that additional training be given to aspiring researchers to raise their awareness
regarding the importance of reporting research ethics committee approval and informed consent in
their research publications.

Recommendations for future research

As the study was confined to determining whether the two ethics requirements are mentioned or not,
it did not explore what might have caused author/s not to report on them. For example, journals not
specifying reporting of these issues might have lower rates of reporting — this is a potential future
research question. Study types (e.g., observational vs. interventional/clinical trials) might also be
associated with higher or lower rates of reporting. Journal impact factors might similarly correlate
with reporting rates and should be studied.

The study does not consider South African authored studies published in international biomedical
journals; also an area of future study.

14



CHAPTER SIX
CONCLUSION

In summary, this study commences by describing the need for the protection and respect of study
participants in research tracing its origin, development, and progression both in South Africa and the
world over. A detailed account of ethical rules and regulations is given, highlighting roles played by
institutions like the World Medical Association and the Department of Health — South Africa.

Following the above, a particular emphasis is laid on the reporting of two variables constituting the
core of the study in journal articles. These are mention of REC approval and informed consent by
participants.

The study then presents clear answers to three research questions:

1. What proportion of South African biomedical research papers sampled mention research
ethics approval?

2. What proportion of South African biomedical research papers sampled mention informed
consent?

3. What is the variance of both variables for the years 2007-2018?

Results show that of five hundred articles reviewed 438 (87.6%) mentioned ethics approval and 439
(87.8%) mentioned informed consent.

In 2007, 11 of 26 articles sampled failed to mention both variables in their reports and in 2018 only 6
of 66 articles failed to mention both variables in their reports (see Appendix B —Raw Data Table).
Taken together, only 57, 6% of sampled articles reported on both ethical issues in 2007, and this figure
increased to 90.9% in 2018, encouragingly suggesting a major improvement in the mention of these
ethical issues by authors. This suggests that the sampled journals might have introduced more
stringent research ethics compliance requirements during the period studied, but this remains to be
confirmed by further study.
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APPENDIX A
Ethics Review and Informed Consent Reporting (Data Capture Table)

Journal Author Vol | Year Pages Ethics Review Informed consent
mentioned? Y/N mentioned? Y/N
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APPENDIX B

Raw Data Table

RESEARCH ETHICS COMMITTEE APPROVAL AND PARTICIPANT CONSENT IN SOUTH AFRICAN BIO MEDICAL RESEARCH JOURNAL ARTICLES (2008 - 2018)

JOURNAL

South African Medical Journal

South African Medical Journal

South African Medical Journal

South African Medical Journal

South African Medical Journal

South African Medical Journal

S A J Obstetrics and Gynaecology

S A J Obstetrics and Gynaecology

S A J Obstetrics and Gynaecology

S A J Obstetrics and Gynaecology

S A J Obstetrics and Gynaecology
South African Journal of HIV Medicine
South African Journal of HIV Medicine
Occupational Health Southern Africa
South African Journal of Psychiatry
South African Medical Journal

South African Medical Journal

South African Medical Journal

South African Medical Journal

South African Medical Journal

South African Medical Journal

South African Medical Journal

South African Medical Journal
Occupational Health Southern Africa
Occupational Health Southern Africa
South African Medical Journal
Health South Africa Gesondheid
South African Medical Journal

South African Medical Journal

South African Medical Journal

South African Medical Journal

AUTHOR

Bianca T, Henri C, Michael L

R Narasimooloo, A Ross

H Tashneem, B Soraya,H Schaaf, B Simon

A Sokwala M V Shaar

L van Niekerk, A Scribante, PJ Raubenheimer

A Chunder, ) Devee, SA Khedum, J Moodley

F Franc, H Lombard, R C Patterson

Ebrahim Bera

A Prollus, Aviljoen,A duPlessis H S Cronje, M Nel

E Bera, Jwacu N,F Paul, T Mancotywa, N Ngcelwane
Zeelha Abdool

K Peltzer M E Shikwane

A Dramowski, A Coovadia, T Meyers T Goga

R Barnes A J Colyn

K Peltzer

T Thiadens, E Vervat, R Albertyn, M van Dijk, A B van As
H van der Plaas, M Mendelson

D Lombard, S Bhoolay,G Geldenhys, B Glanzman, J Car
Z Vergotine, A P Kengane, R T Erasmus T E Mantsha
W Stassen, T Wetzel

L Biagio, D W Swanepoel, C Lawrent, T Landberg,

L Farrant, N Dinat, K Mmoledi, N Hatta, R Hatting

C Schutz, Z Ismail, CJ Proxenos, S Marais, G Maartens
J M Grace, CJ Wilders, G L Strydom, S M Ellies

J M Grace, CJ Wilders, G L Strydom, S M Ellies

A Hvan der Waard, E M Peters

Y Havenga, M L Sengane

C O Ekperberg, B Longo-Mensah, A Akinrimnde, E Blanco
F C Fitzgerald, Linda-Gail Bekker, R Kaplan, L Meyer
M M du Toit, M Smith, J H Odendaal

LJ Tooke, Y Joolay, A R Horn, M C Harrison

19

VOLUME

Vol 106 No 2
Vol 106 No 2
Vol 106 No 2
Vol 106 No 2
Vol106 No 2
Vol106 No 2
Vol 15 No 3
Vol 15No 1
Vol 15No 1
Vol 16 Nol
Vol 17 No 3
Vol 12 No 4
Vol 12 No 4
Vol 17 No 4
Vol 17 No3
Vol 101 No 8
Vol 101 No 8
Vol 104 No 6
Vol 104 No 6
Vol 104 No 6
Vol 104 No 6
Vol 102 No6
Vol 102 No6
Vol18 No 1
Vol 18 Nol
Vol 102 No5
Vol 23 (0) a1107
Vol 100 No 12
Vol 100 No 12
Vol 100 No 12
Vol 101 No 10

YEAR

2012
2012
2012
2012
2012
2012
2009
2009
2009
2010
2011
2011
2011
2011
2011
2011
2011
2014
2014
2014
2014
2012
2012
2012
2012
2012
2018
2010
2010
2010
2011

PAGES

356 - 359
360 -362
363 -366
368 -371
372-373
374 -376
94 -99
26-33
34-36
P6-13
64 -67
24-28
16-23
16-22
74 - 80
533-536
529 -532
413 -419
420-423
424 - 427
431-435
499 -500
506 -511
15-21
26-31
309-311
9 Pages
822 -826
827-831
832-835
749 - 750

ETHICS APPROVAL
MENTIONED?

Yes
Yes
No

Yes
No

Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
No

Yes
Yes
No

Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes

INFORMED CONSENT
MENTIONED?

Yes
Yes
Yes
Yes
No

Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
No

Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes



South African Medical Journal

South African Medical Journal

South African Medical Journal

South African Medical Journal

South African Medical Journal

South African Medical Journal

South African Medical Journal

South African Medical Journal

South African Medical Journal

South African Medical Journal
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South African Respiratory Journal
South African Respiratory Journal
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South African Journal of Psychiatry
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South African Medical Journal
South African Medical Journal
South African Medical Journal
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South African Medical Journal
South African Medical Journal
South African Medical Journal
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South African Medical Journal
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M Oszetin, Z R Yuksekava,
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K K Pillay, A Ross, S van der Linde,

A de Waard, E M Peters

M Smit, H Brand
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S Himaloya, Prof J Frants
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R T Erasmus, D J Soita, M S Hassan, E Blanco-Blanco
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K Peltzer, S Pengpid, L Skaal
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U Feucht, B Forsyth, M Kruger

T Mosendane, M C Kew, R Osih, A Mahomed
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2012
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APPENDIX C
Findings Table

Variable

Number of articles
reviewed

Number of Yes/s

Number of No/s

Ethics approval

500

438 (87.6%)

62 (12.4%)

Informed consent

500

439 (87.8%)

61 (12,2%
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APPENDIX D
Number of Journals and Articles Table

Journal Number of articles % of articles
South African medical 156 31.2
Journal
South African Journal of 28 5.6
HIV Medicine
South African Journal of 46 9.2
Obstetrics and
Gynaecology
Occupational Health 11 2.2
South Africa
South African Journal of 27 5.4
Psychiatry
Health South Africa 3 0.6
Gesondheid
South African 2 0.4
Respiratory Journal
South African Journal of 116 23.2
Clinical Nutrition
South African Journal of 61 12.2
Child Health
South African Journal of 16 3.2
Occupational Therapy
South African Journal of 3 0.6
Surgery
South African Journal of 1 0.2
Bioethics and Law
South African Journal of 4 0.8
Oncology
South African Journal of 2 0.4
Gynaecological Oncology
South African Journal of 24 4.8
Critical Care
TOTAL 500 100%
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