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ABSTRACT

The International Council of Nurses (2012) and the Council for International Organizations of Medical 
Sciences (2016) determined and published ethical standards relevant to nursing researchers and practitioners; 
based on these standards, nurses are expected to participate in committees where decisions on ethical issues 
are made. While clinical practitioners and nursing educators actively serve on research ethics committees, 
their precise role in these platforms has yet to be elucidated. In this study, medical, humanities/social 
science, lay, and nursing members in research ethics committees across Japan were invited to participate 
in a semi-structured interview; data were analyzed through a qualitative analysis method. Specifically, we 
interviewed 23 research ethics committee members in Japan to clarify the role of nursing members in 
the committee. Our qualitative analysis yielded six themes: share perspectives and experiences in nursing, 
protect research participants, evaluate the research design, represent the voice of research participants, 
confirm the informed consent documents and ascertain research participants’ free will. The analyses revealed 
a slight difference between what other committee members expected of the role of nursing members and 
nursing members’ recognition of their own role. Nursing members make an important and independent 
contribution to ethics committees on deliberations and decision-making regarding research ethics. Within 
the context of research ethics committees, member selection and training are essential issues, and this 
study contributes to the literature by showing how these topics relate to the role of the research ethics 
committees and of their members.
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INTRODUCTION

To conduct medical research, researchers need ethical review and approval, which is provided 
to them by research ethics committees (RECs); hence, in order to ensure the effective review of 
medical research proposals, the selection of REC members needs to be conducted with care and 
excellence. Although RECs in the medical sciences originate as committees of colleagues (often 
comprising physicians and scientists) that provide peer reviews, the Council for International 
Organizations of Medical Sciences1 guidelines require them to be composed of expert physicians 
and experts from various related professions.

In the case of Japan, the committee members are required to be experts in the natural sciences 
(eg, medicine and pharmaceuticals, namely medical members) and humanities/social science (eg, 
lawyers and ethicists).2,3 In this context, the World Health Organization4 published the Standards 
and Operational Guidance for Ethics Review of Health-related Research with Human Participants, 
and the Steering Committee on Bioethics5 published the Guide for Research Ethics Committee 
Members. Additionally, the International Council of Nurses6 and the Council for International 
Organizations of Medical Sciences1 determined and published ethical standards relevant to nursing 
researchers and practitioners; they described that nurses are expected to participate in committees 
where decisions on ethical issues are made. However, research on the particular role of nursing 
members is scarce; and these members tend to grouped under the category of “medical members;” 
and although clinical practitioners and nursing educators actively serve on RECs, their precise 
role in these platforms has yet to be elucidated. Therefore, in this study, we interviewed Japanese 
REC members about their expectations of the role of nursing members in RECs, and interviewed 
the latter on their recognition of these roles.

The role of REC members has been discussed in various countries. The Canadian researchers 
Cook et al7 argued that the role of REC members differed by a country’s health system and 
care provision. Hemminki8 who examined regulatory requirements for clinical research in Finland, 
England, Canada, and the United States, showed that research ethics, law, medicine, and nursing 
specialists were appointed to the general committee differently by country. Moreover, Janssens et 
al9 surveyed REC members in the Netherlands and found that their roles were those of protectors, 
facilitators, educators, advisors, and assessors. However, these roles apply to the committee as 
a whole, not to potential roles of nursing members. Considering this, our study reviewed the 
literature on nurses’ roles in RECs.

Cassidy and Oddi10 discovered that choosing female nurses to serve on these committees might 
help fulfill the requirements of gender balance. Further, Rothstein and Phuong11 revealed that, of 
the various REC members, nurses were the most interested in ethics issues. However, the extent 
of nurses’ understanding of research ethics guidelines might be relatively low,12-15 suggesting that 
it is important to clarify the role of nurses in RECs.

The concept of roles includes role expectations and role recognition. Mead16 suggests that 
roles are tried, confirmed, and modified through the process of social interaction, which is the 
process by which we accept the expectations of others (society) into ourselves. For example, in 
a REC, members can improve the quality of the determinations of the committee by using their 
professional expertise to fulfill specified roles and respond to other REC members’ expectations. 
Therefore, we considered that Mead’s concept of roles could be useful to clarify the roles of 
nursing members in RECs.
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MATERIALS AND METHODS

Medical, humanities/social science, lay, and nursing members in RECs across Japan were 
invited to participate in a semi-structured interview. We analyzed the interview data through 
a qualitative analysis method. The Consolidated Criteria for Reporting Qualitative Research 
(COREQ) checklist17 and the Standards for Reporting Qualitative Research (SRQR) criteria18 
were referenced to ensure qualitative analysis validity.

Participants and data collection
In Japan, there are Certified Review Boards (CRBs) approved by the Ministry of Health, 

Labour and Welfare based on the Clinical Research Act (2017).3 A purposive sampling method 
was used to obtain a sample of participants under the following criteria. First, organizations with 
an established CRB were selected. Second, organizations that conducted more than 10 review 
meetings every month on various medical research were selected. Third, organizations that did 
not include expert members with more than two years of experience in CRBs and lay members 
were excluded. We then examined the list of committee members and, based on specific criteria, 
strategically selected the participants to avoid overrepresenting any gender or committee type. In 
this study, 26 committee members from 10 CRBs were approached; 23 members belonging to 10 
organizations participated. The participants were categorized into four committee types: medical 
members, humanities/social science members, lay members, and nursing members.

An interview guide was developed for this study that included the following content. First, 
each interviewee provided personal information regarding committee type, the number of years as 
a member, age, and academic and professional background. Next, the medical, humanities/social 
science, and lay members were asked about their expectations regarding nursing members’ roles 
and functions in the committees, and nursing members were asked about their recognition of 
their own role. The interviews were conducted between May 2018 and April 2019; the average 
interview time was approximately 58 minutes.

Data analysis
All interviews were transcribed verbatim from audio recordings. The transcripts were then read 

verbatim multiple times and explored using free coding to include the smallest unit spoken.19 
The coding focused on extracting the participants’ thoughts regarding role expectations for nurs-
ing members, nurses’ recognition of their REC role, and the characteristics of members other 
than nurses. The extracted codes were categorized and organized into themes according to the 
similarity of the semantic content. The analysis employed content20 and comparative analysis21 
methods. To ensure quality, nine research participants performed data checks (including three 
researchers who had published academic papers on qualitative research), and the transcripts, 
analytical processes, and results were evaluated, confirming the rigor of the study’s results.22 
This content analysis was performed by a team with experience in qualitative research, one of 
whom has experience as a REC chairperson and the other in REC monitoring.

Ethical considerations
The Bioethics Review Committee of Nagoya University (approval number 17-170) approved 

this study. The study was carried out in accordance with the 1964 Declaration of Helsinki 
and its later amendments. Written informed consent was obtained from all participants, and all 
participants agreed to be audio-recorded before the interview. All personal information, such as 
institution names and individual identifiers, were deleted from the data when the verbatim records 
were created. Instead of original committee types, anonymization was performed using “MED” 
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number codes for medical, “HAS” number codes for humanities/social science, “NRS” number 
codes for nursing, and “LAY” number codes for lay members.

RESULTS

In total, 23 REC members were interviewed, including six MED members, five HAS members, 
five LAY members, and seven NRS members (Table 1). In this study, one code was counted only 
once throughout the transcription data of each research participant. The analysis extracted 187 
codes that were organized into six themes: share perspectives and experiences in nursing, protect 
research participants, evaluate the research design, represent the voice of research participants, 
confirm the informed consent documents and ascertain research participants’ free will. Table 2 
presents the themes and subthemes of nurses’ REC roles by committee member type. The fol-
lowing describes, by theme and subtheme, the role expectations outlined by non-nursing members 
(medical, humanities/social science, lay members) and the role recognition of nursing members.

Table 1 Participant characteristics (N = 23)

Characteristic n

Gender Male 12

Female 11

Committee member type Medical (MED) 6

Humanities/social science (HAS) 5

Layperson (LAY) 5

Nurse (NRS) 7

Number of years as a member 3 or less 7

4–6 6

7 or more 10

Age 40–49 5

50–59 12

60 or older 5

Missing 1

Specializationa Medical science 5

Pharmacy 1

Ethics 3

Sociology 1

Law 1

Nursing 7

Affiliation University 15

Medical Research Center 8

a The lay members were omitted.
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Table 2 Themes and subthemes with the number of codes referring the role of nursing members  
in research ethics committees

Theme Subtheme MED a HAS b LAY c NRS d

Share 
perspectives and 
experiences in 
nursing

Use specific nursing knowledge and clinical 
expertise 2 3 2 1

Share expertise and the nursing perspective 4 3 3 0

Clarify the differences between nursing and 
other professional healthcare perspectives 1 3 2 1

Support advisory committees regarding nursing 
research proposals 3 3 0 5

Provide medical and research information to 
non-medical members 1 1 3 0

Express opinions 1 2 3 0

Protect research 
participants 

Predict the possible burden of participation on 
research participants 5 3 4 4

Evaluate their risks and benefits 5 1 1 0

Propose ways to lessen the burden on the 
participants 2 2 1 0

Support research participants’ interests 4 0 1 2

Assess the protection of research participants’ 
rights 0 1 1 5

Evaluate the  
research design 

Evaluate the research design 2 1 0 4

Consider whether the research can be 
conducted 1 1 2 2

Inspect the research proposal for contradictions 
and flaws 5 2 0 1

Clarify the distinctions between medical 
practice and the research protocol 4 0 1 1

Assess the work burden of clinical nurses 2 0 0 2

Represent the 
voice of research 
participants 

Speak on behalf of research participants 3 4 3 2

Assume research participants’ thoughts 2 1 2 0

Act as bridge between research participants 
and healthcare professionals 2 1 1 3

Confirm the 
informed consent 
documents

Confirm that research participants can 
understand the informed consent documents 4 2 2 5

Examine the appropriateness of the informed 
consent documents for participants 0 3 0 1

Ensure that participants receive all necessary 
information 2 0 0 5

Ascertain research 
participants’ free 
will

Ascertain research participants’ free will to 
participate in research 1 1 2 6

Assess research participants’ ability to consent 3 2 0 4
a Number of codes answered by medical members
b Number of codes answered by humanities/social science members
c Number of codes answered by lay members
d Number of codes answered by nursing members



Nagoya J. Med. Sci. 84. 813–824, 2022 doi:10.18999/nagjms.84.4.813818

Yuki Sakaida et al

Share perspectives and experiences in nursing
This theme has six subthemes. Nurses were expected to use their nursing experience in 

multiple clinical departments and talk about this experience to help the review committee and 
fulfill their role of using nursing expertise (MED16, LAY20, MED03, HAS02, HAS04). A 
HAS member stated, “Nursing care covered patients’ families, healthy people, and communities; 
therefore, nurses would have unique perspectives that are not observed in other healthcare fields” 
(HAS22). Therefore, nurses were expected to share their broad perspectives to help in discussions. 
Moreover, many LAY members expected NRS members to provide information (eg, explaining 
medical terms and patients’ feelings and requests) to the non-medical members during research 
ethics discussions (LAY14, LAY05, LAY10) and share this information in response to other 
members’ requests. A LAY member stated, “I prefer the nurse to explain how the patient feels 
and requests. Providing such information is helpful” (LAY10).

Regarding the subtheme, “support advisory committees regarding nursing research proposals,” 
NRS members recognized that their role included explaining nursing research methods and 
interpreting nursing researchers’ explanations to other committee members (NRS01, NRS06, 
NRS18). MED and HAS members confirmed that they expected nurses to explain nursing 
research methods to other committee members and provide a perspective when nursing research 
was discussed (MED08, HAS23).

The subthemes, “share expertise and the nursing perspective,” “provide medical and research 
information to non-medical members,” and “express opinions” were expectations that only other 
committee members placed on nurses’ roles, as the nurses themselves did not recognize them. 
Regarding these themes, several NRS members said, “When I was appointed as a member of 
the committee for the first time, I did not have the opportunity to receive education and training 
by specialty or type of committee member.”

Protect research participants
This theme has five subthemes. The MED and HAS members were particularly interested in 

nursing members’ prediction of the burden of participation, or the physical burden associated 
with clinical research, or even on the daily life of research participants and their families and 
caregivers (MED07, HAS23). One HAS member stated, “Regarding nursing, nurses receive a 
lot of nursing education, not only for patient care but also the family member and caregiver 
support. Therefore, I think it is useful that they point out possible burdens from that point of 
view (HAS23).” Regarding the subtheme “predict the possible burden of participation on research 
participants,” NRS members recognized that their role included considering the overall influences 
on the research participants and predicting the physical and mental burden associated with the 
research procedure (NRS01, NRS18).

Further, in the subtheme, “evaluate their risks and benefits,” the nurses’ role was to evaluate 
the risks and benefits of research participation, particularly those specified by the MED members. 
This role required the nurses to infer the research participants’ physical and mental condition 
and examine whether the clinical trial problems are acceptable (MED07, MED11, MED12). 
Nonetheless, this expectation that nurses had to “evaluate their risks and benefits” was exclusive 
to committee members other than nurses, as nurses did not recognize this role. Moreover, nurses 
were expected to propose ways to reduce the disadvantages of research from a nursing perspective 
(MED12, HAS15). However, the subtheme “propose ways to lessen the burden on participants” 
was not expressed in the role recognition of the nurses. Regarding the subtheme, “support research 
participants’ interests,” the MED members were mostly interested in nurses’ communicating 
opinions that are easy for laypersons to understand instead of healthcare professionals’ opinions 
(MED08). Regarding this subtheme, NRS members recognized that their role included taking the 
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side and considering the perspective of research participants (NRS09, NRS21). Finally, regarding 
the subtheme, “assess the protection of research participants’ rights,” NRS members recognized 
that their role included investigating the violation of rights and ensuring the protection of research 
participants (NRS06, NRS17).

Evaluate the research design
This theme has five subthemes. The MED and HAS members expected the nursing members 

to “evaluate the research design” (MED12, HAS23). Regarding this subtheme, NRS members 
recognized that their role included evaluating the validity of research methods and confirming the 
appropriateness of research data management (NRS01, NRS06). The subtheme, “consider whether 
the research can be conducted,” was based on the feasibility of the research participants (HAS23, 
MED16). Regarding this subtheme, NRS members recognized that their role included confirm-
ing that the clinical research implementation procedure was a plan that could be implemented 
smoothly and pointing out problems in the actual research implementation scenario (NRS17, 
NRS18). Further, MED members considered that nurses had to “inspect the research proposal for 
contradictions and flaws,” deeming this as a significant role of nurses in the REC; it included 
pointing out discrepancies in the proposals’ explanations and flaws in the research design 
(MED08, MED11). The NRS members recognized that their role included seeking discrepancies 
between descriptions in research protocols and informed consent documents, as well as unusual 
things buried in the standard procedures (NRS06).

MED members also expected nurses to “clarify the distinctions between medical practice and 
the research protocol,” deeming this a significant role of nurses in the REC (MED12, MED07); 
specifically, these MED members described that they expected nurses to ask researchers to 
explain the standard treatment of participants, invasive trials, and determine, from the participants’ 
standpoint, whether there was a burden above that of normal medical practice. A MED member 
stated, “Invasive trials inevitably burden the participants. I always think that it is the nurse 
who can assess patients’ best interests based on whether the burden is very different from the 
normal medical practice” (MED07). Regarding this subtheme, NRS members recognized that 
their role included verifying that differences between normal medical practice and research are 
explained and the number of visits to the research program (NRS09). In practice, clinical nurses 
sometimes participate in research studies as collaborators. The next subtheme was the nurses’ role 
to “assess the work burden of clinical nurses” based on feasibility for the research participants. 
The MED members indicated that nurses should “assess the work burden of clinical nurses” 
to determine whether they could perform research responsibilities along with their nursing care 
duties (MED03), and NRS members recognized that their role included confirming that there 
was no overload on nurses in clinical research practice (NRS09, NRS17).

Represent the voice of research participants
This theme has three subthemes. Regarding the subtheme, “speak on behalf of research partici-

pants,” HAS members said they expected nurses to explain patients’ pain, suffering, and personal 
characteristics from a nursing perspective (HAS02). Additionally, NRS members recognized that 
their role included speaking on behalf of the participants and communicating the latter’s feelings 
(NRS06, NRS18). Moreover, the role “assume research participants’ thoughts” pertained to nurses 
being expected to understand the research participants’ anxiety, concerns, and thoughts from an 
intimate nursing perspective (LAY14, MED16). However, this subtheme was not expressed in the 
role recognition of the nurses. Finally, the role “act as a bridge between research participants 
and healthcare professionals” pertained to bridging the common differences between laypersons 
and healthcare professionals by interpreting both their perspectives (MED07, LAY10).
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Confirm the informed consent documents
When conducting research in Japan, the following items should be included in the informed 

consent documents: information on research purpose, significance, methods, predicted results 
(including both risks and benefits of the results), the potential burdens on the participants, among 
others.2,3 Therefore, this theme with three subthemes were extracted. In the subtheme, “confirm 
that research participants can understand the informed consent documents,” both the MED and 
LAY members expected nursing members to paraphrase the terminology in the explanatory 
document appropriately for participants. Concerning the informed consent document, a MED 
member stated, “We want to simplify descriptions that are difficult to understand. They tend to 
be written in medical terms” (MED03). NRS members recognized the meaning of this role in 
the same way as non-nursing members (NRS06, NRS17).

Regarding the subtheme, “examine the appropriateness of the informed consent document 
for participants,” nurses were expected to confirm that the provided information matches the 
disability characteristics and understanding of research participants (eg, visual disturbance, 
personal characteristics, and intelligence of research participants). Regarding this subtheme, an 
NRS member stated, “This includes checking that an appropriate informed consent is provided 
according to the participants’ cognitive function and providing opinions about the format of an 
appropriate informed consent document according to the disability characteristics, such as layout 
and character” (NRS18). Finally, regarding the subtheme, “ensure that participants receive all 
necessary information,” nurses were expected to confirm that the information provided to the 
research participants was sufficient when there were potential side effects or risks (MED03). 
NRS members recognized that their role included verifying that the informed consent documents 
indicated when and what would be occurring and ensuring that the expected benefits were not 
exaggerated (NRS01, NRS17).

Ascertain research participants’ free will
This theme has two subthemes. All the non-nursing members indicated that the nurse’s role 

should include the subtheme, “ascertain research participants’ free will to participate in research.” 
This role entails protecting research participants by confirming that the physician-patient relation-
ship in regular medical practice will not induce research participation and that consideration is 
given to eliminating paternalism when consenting to participate (LAY05, MED11). NRS members 
recognized that their role included verifying that the participants did not feel compelled to 
participate and that the physician-patient relationship in regular medical practice does not influence 
participants’ free will (NRS01, NRS06). MED and HAS members emphasized the importance 
of the subtheme, “assess research participants’ ability to consent.” Regarding this subtheme, 
NRS members recognized that their role included estimating research participants’ ability to 
consent and considering patients’ characteristics, including changes in physical function during 
the developmental stage (NRS01, NRS18).

DISCUSSION

We performed this interview investigation to determine the perceived role of nursing members 
from the viewpoints of various and different REC members. The survey revealed a slight dif-
ference between the role expected of nursing members and their recognition of their own role.

Recognition and expectations regarding nursing members’ role
Regarding the nursing members’ role of supporting advisory committees regarding nursing 
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research proposals, several previous studies focused on and revealed issues regarding nurses’ 
reviews of qualitative research ethics.23-26 In research ethics deliberations, nursing members might 
need to call the attention of other members to the risks (eg, non-disclosure of information, 
invasion of privacy posed) of qualitative research.27

Some previous studies indicate that nurses advocate for clinical research participants.14,28,29 
Similar to these results, this study’s findings imply that an advocacy role (ascertain research par-
ticipants’ free will, protect research participants, and represent the voice of research participants) 
is expected of nursing members in RECs. In clinical nursing, nurses must hear and communicate 
patients’ thoughts and interests. However, the role of nurses as advocates in RECs includes more 
than putting patients first because they need to consider possible futures regarding the proposed 
research; this includes inferring the reactions of prospective research participants and their 
families to research participation from the nursing perspective. In this context, Abbasinia et al30 
stated that advocacy in nursing encompasses five attributes, including safeguarding, appraising, 
valuing, mediating, and championing social justice in the provision of healthcare. This study 
also demonstrated the role of nursing members in helping study participants make independent 
decisions. The advocacy role is highly ethical, and more research should be conducted on this 
aspect of nursing as nurses provide direct intimate care. Furthermore, nurses are trained to 
maintain professional boundaries31 and use clinical reasoning based on their nursing practices. 
Therefore, nursing members might be the most likely to communicate patients’ thoughts and 
worries (eg, their concerns about new treatments or family support).

Besides this, the MED members particularly emphasized the themes related to scientific evalu-
ations of proposals (eg, evaluate the research design) as part of the nurses’ role in RECs. For 
example, nurses working closely with patients might perceive a difference between intervention 
and invasiveness by noticing a difference in the volume or frequency of blood samples between 
usual and unusual treatment. Previous researchers have pointed out that distinguishing between 
research and treatment is useful to avoid unnecessary burden and risk to research participants, and 
that it is an essential criterion for protecting research participants.32-35 Nurses might also notice 
that research procedures, such as hospitalizations and increased visits associated with the clinical 
trials, can influence research participants’ performance and social burden. Therefore, nursing 
members were expected to understand each research participant as a whole36 and broadly consider 
the burden of participation in research. Additionally, nursing members effectively communicate 
and collaborate on diverse medical teams.37 Therefore, nurses, who work with physicians in 
clinical practice and research, were expected to take responsibility for upholding scientific and 
ethical research practices by reviewing the research plans from a perspective different from that 
of the physicians conducting the research.

An Egyptian study38 indicated concerns about the presence of technical terms in informed 
consent documents. Furthermore, Silaigwana and Wassenaar39 who identified the types of ethical 
issues raised in two RECs in South Africa, found that the most common ethical issues were 
related to informed consent. Furthermore, one previous study revealed that lay members verified 
whether the language of informed consent documents was understandable.40 After physicians 
provide explanations for patients, patients often ask nurses to provide them a supplementary 
explanation. Therefore, nurses might be able to use those experiences to help research participants 
make informed decisions about consent.41

The results of this study indicated six themes for the role of nursing members in RECs. These 
seem to overlap in some areas with the principles of research ethics.42   In addition, nursing 
members are also nursing professionals, so they are given unique roles that can contribute to 
the development of nursing science, such as that of reviewing nursing research and supporting 
nursing researchers as committee members.
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Non-nurses’ expectations compared to nurses’ recognitions of the role of nurses in RECs
This study revealed that nursing members did not recognize their roles to “evaluate their 

risks and benefits,” “propose ways to lessen the burden on the participants,” “assume research 
participants’ thoughts,” “share expertise and the nursing perspective,” “provide medical and 
research information to non-medical members,” and “express opinions.” Particularly, regarding the 
subtheme, “share expertise and the nursing perspective,” the fact is that nursing members hardly 
mentioned any roles based on their expertise and experience; hence, they might have taken that 
role for granted. Alternatively, they might not have perceived the above as an aspect of their 
role. Regardless of the reasons as to why nursing members did not recognize these roles, the 
other members seem think that nurses need to carefully consider their professional identities and 
take on the perspective of a nursing professional when discussing the research-related topics. 
During the interviews, several nursing members pointed out a “lack of education and training 
for the type of expertise and committee members.” Matar and Silverman,38 who investigated the 
current state of RECs in Egypt, stated that many REC chairs are concerned that their members 
lack research ethics training. As shown in a previous survey-based study,43 there is a need for 
educational and training opportunities according to the expertise and attributes of REC members.

CONCLUSIONS

In this study, we have identified the roles of nursing members in RECs. Nursing members 
make important and independent contributions to ethics committees on deliberations and decision-
making regarding research ethics. Therefore, the results of the present study may be useful in 
many countries.

However, this study has limitations that should be considered when interpreting the findings. 
The results might disproportionately reflect the opinions of individuals with relatively strong 
knowledge of research ethics. Therefore, future research might inquire about the feasibility of 
the expected role of nurses among nursing members to further assess their recognition of the 
nurses’ role and fulfillment abilities.

This study also has implications for nursing research. Many nursing education studies collect 
data from students, educators, and administrators, and it has been concluded that educational 
research involving human subjects must be reviewed by a REC, such as an institutional review 
board, before it is conducted.44 Hence, all researchers, educators, and clinical nurses who conduct 
nursing research need to be fully aware of the realities of RECs, which are designed to protect 
research participants. Then, upon coupling the results of two studies on research ethics education 
for nurses12,45 and the results of the current paper, one may imply the need to consider and 
prioritize research ethics education for nurses owing to its importance. Within the context of 
RECs, member selection and the training of members are two essential topics, and the current 
paper contributes to the literature by showing how they relate to the role of the RECs and their 
members.
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