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Abstract 

Background: Recently, the need for research ethics consultation services has increased worldwide, but the number 

of experts who can provide those services (research ethics consultants: RECs) remains quite limited. We have been 

developing educational materials and training programs for novice REC trainees, aiming to help them acquire 

competency and appropriate performance skills as expert RECs. However, there was no tool to assess their achieve-

ments. This paper reports on our attempt to develop rubrics for novice REC training based on exercises with case-

scenarios.  

Methods: A case-scenario, developed according to an authentic consultation case, entitled “an observational research 

study with a conflict of interest (COI),” was used to make rubrics. 

Results: A preliminary general scoring guide rubric, a task-specific scoring guide rubric, and a task-specific four-

level scoring rubric were developed for the case-scenario. The general scoring guide rubric comprised seven pre-

liminary dimensions for assessment, while the task-specific rubrics developed according to the general one com-

prised the six dimensions.  

Conclusion: The developed task-specific scoring guide rubric and the four-level scoring rubric appear to be useful 

for assessment of educational achievement in terms of competencies and performance skills as an expert REC. 
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Introduction 

In clinical research involving human subjects, re-

searchers are required not only to collect scientific data, 

but to do so while protecting their research subjects ap-

propriately [1]. Almost all ethical guidelines for medical 

research involving human research subjects require an 

ethics review board (ERB) to make the final “go/no-go” 

decision regarding scientific and ethical aspects of the 

research. As such, as defined in formal documents, the 

ERB plays a regulatory role. Notably, research ethics 

consultation services are, more or less, voluntary and 

non-regulatory activities, in which a research ethics 

consultant (REC) with expertise in clinical research eth-

ics provides requesters or clients many of whom are 

clinical researchers with professional advice on ethical 

and to some extent, scientific aspects of a research pro-

ject. For example, advice may be offered on how to pro-

tect research subjects appropriately, or how to plan the 

study to ensure better a reduced risk of the research; this 

insight is given from a perspective that is independent 

from that of the ERB. In addition to those brought up at 

the time of research planning, REC consultation covers 

a wide range of topics [2] that range from basic biomed-

ical science at the bench through clinical experimental 

studies, and from giving advice on how to respond to 

comments by an ERB to an issue on publication ethics 

after research completion, to name just a few. Therefore, 

to a great extent, RECs are expected to support research-

ers and clinical research institutions in order to promote 

ethical conduct in research activities. 

 However, REC activities represent relatively 

new practices in medical ethics, and the number of ex-

pert RECs is still quite limited in many countries. There-

fore, developing the human resources for those eligible 

to provide REC services is necessary. Unfortunately, un-

derdevelopment of educational curricula and effective 

training methods for RECs seems to be an issue across 

the globe. This begs the question of how potential RECs 

should be trained to become competent RECs, and how 

the acquisition of their expertise and performance 

should be evaluated.   

In order to function professionally as a REC, REC 

trainees must acquire sufficient competencies. Matsui et 

al. have proposed a model list of core competencies re-

quired of RECs [3]; these core competencies for an ex-

pert REC include 61 items in three major domains: 

knowledge, skills, and personal characteristics. Of these, 

35 competencies are minimal requirements for REC 

functioning at a basic level (Appendix 1), and trainees 

are expected to acquire at least those 35 competencies 

to become a competent “novice REC.” Our research 

project group (designated AMED Matsui Group in the 

present article), funded by the Japan Agency for Medi-

cal Research and Development (AMED), has been de-

veloping teaching materials/programs for research eth-

ics education, and has been conducting novice REC 

training workshops since 2017 as part of the project [4]. 

The workshops aim to help participants acquire compe-

tencies that enable them to respond professionally to re-

search ethics consultation requests; namely, to identify 

ethical issues inherent in the consulted medical research 

studies involving human subjects, to analyze the issues, 

to find solutions, and to advise or recommend appropri-

ate/better/best courses of action by their own efforts. To 

this end, workshop participants perform training exer-

cises with case-scenarios which were developed based 

on authentic prior research ethics consultations, and dis-

cuss in a small group, as reported elsewhere [4].  
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The basic structure of novice REC training pro-

grams for workshops is well established, although sig-

nificant challenges remain with regard to assessment of 

both trainee acquisition of the required core competen-

cies and their performance as competent RECs. Use of 

a rubric is one way to evaluate such items; as noted by 

Stevens and Levi, “At its most basic, a rubric is a scor-

ing tool that lays out the specific expectations for an as-

signment [5].” Thus, we have developed rubrics to as-

sess competencies and performance of our workshop 

participants as REC trainees through the workshop pro-

grams. The purpose of this article is to describe the ru-

bric development process and provide example rubrics 

for use in novice REC training programs based on case 

studies, so that other institutions or groups of people en-

gaged in REC education might be able to modify and 

implement them for their own REC training programs. 

 

Methods 

Underlying REC training workshop programs  

As of 2019, when rubric development was initiated, 

the AMED Matsui Group consisted of 17 members, 

some of whom were RECs and/or ERB members, and 

whose areas of expertise included medicine, pharmacol-

ogy, nursing, public health, law, philosophy, bioethics, 

research ethics, education, and medical education. Dur-

ing 2018-2019, those members led the novice REC 

training workshops, which consisted of a lecture (50 

min sessions) and 2-4 case-scenario discussion sessions 

by small groups (90-180 min sessions, 150 min average), 

held over one or two days. We prepared two case-sce-

narios for the one-day workshop (an example agenda for 

the one-day workshop is reported elsewhere [4]) and 

three or four for the two-day workshop. Scenarios to be 

used vary for each workshop to ensure that attendance 

at multiple workshops will not result in redundant dis-

cussions. During case-scenario discussions, questions 

are posed based on the model of core competencies. 

However, not all core competencies are included in a 

single case-scenario. 

 

Workshop participants (REC trainees) 

Because the goal of the workshops was to train po-

tential novice RECs with the minimum necessary 

(basic) abilities, regardless of their fields of specializa-

tion, our established conditions for participation were 

that one has some basic knowledge of and experience in 

bioethics and/or medical ethics, and that one is likely to 

or hopes to be in charge of research ethics consultation 

and education. Therefore, workshop participants had a 

variety of occupations, comprising medical doctors, 

nurses, clinical laboratory technicians, medical repre-

sentatives at pharmaceutical companies, academic re-

searchers/teachers, research ethics committee office 

staff, and so forth. 
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Table 1 Consultation case about “an observational research study with a conflict of interest (COI)” 

 "I was thinking of doing research on a new image analysis method to help diagnose a particular disease using images obtained from past
medical treatment," he said. "The research would use new image analysis software recently developed by a company and compare it with
conventional image analysis software. The company was going to provide us with the necessary software and research funds. I have done
many similar studies in the past, but an issue was raised for the first time by the ethics review board (ERB). In past similar studies, I was
allowed to use an opt-out method without obtaining individual informed consent. However, when I underwent the ethical review this time, I
was told by the ERB that this research was not an academic research study, and that they would not allow me to use an opt-out method. I
was puzzled by this response from the ERB, as it was different from that in the past. I am now unable to conduct the research study as
planned. What should I do?”

"When we do a joint research project with a company, we are supposed to submit a COI sheet to our hospital. I wrote down how much
research funding I would receive for this research and which software I would receive. I completed the documentation for this the same
way I have done in the past, and there should have been nothing special about this research. Also, there is a COI Management Committee
in our hospital, where conflicts of interest in research are reviewed."

“Would you tell us a little more about the research plan? The way the research will be handled will depend on the content of the research
plan and the research partnership, including the form of the contract with the company. Also, could you give us more specific details
about the comments you received from the ERB?"

“First of all, I plan to use the new software to reanalyze image data to look into the differences between the new software images and the
conventional images. If this research is successful, the new software may improve disease diagnostics. Of course, the impact of clinical use
of the software needs to be examined in another study, but I believe that it will help us to make more accurate diagnoses. Also, I will only
ask the company to provide equipment and research funds at a basic level, and I will not let them have any input into the analysis or
interpretation of the research results. Although I was going to sign a joint research agreement with a company, I was planning to obtain
consent from the research subjects via an opt-out method, as all of the images I will be using were derived from previous diagnostics
work.”

“Apparently, the review raised the issue of conflict of interest. I have conducted other joint research studies with the same company. If you
add up all the research funds I have received from this company, it is indeed a considerable amount, but the oldest research was done 10
years ago, and I have been reporting conflicts of interest accordingly. Besides, the amount of the funding I will receive for this research is
not very large. Even at a high estimate, it is expected to be around 500,000 yen (or 4,500 US dollars) per year.”

“The other problems seemed to be the adjustment of the software and the preliminary conference for publication of the paper. Adjustment
means that the company sets the parameters for the analysis software before the analysis. This is done by sending anonymized diagnostic
images to the company using a correspondence table. According to the person in charge at the company, this work can be completed
within a day. Nevertheless, because of this adjustment work, I was told that this research was joint research with a company. The
preliminary conference for publication of the paper means that I will report the contents of the paper to the company once before
publication and obtain their consent before publication if there is a possibility that the company will be disadvantaged. I believe that this
is a common agreement in joint research studies like this one. According to the ERB, this study did not ultimately qualify as an academic
research study overall, and they said that I needed to obtain individual informed consent, as the research study could not be conducted
using the opt-out method among the research subjects. But I'm not convinced. I designed the research project myself, and I will conduct
the image analysis and the comparative evaluation. If this is not considered an academic research study, then would they argue that every
other study I have conducted in the past may not be considered academic research either? More importantly, this research will use
imaging data from about 1,000 patients; it will be impossible to obtain informed consent from all 1,000 patients.”

Case description (cont.):

The initial information that the client gave us was insufficient for us to give thoughtful advice. Accordingly, we asked the following questions:

In response to the consultant’s question, the client replied as follows:

Regarding the comments received from the ERB, the client responded as follows:

Additionally, he noted the following:

Case description:

We received the following consultation request from a researcher at a university hospital.

Q1: What are the laws, regulations, and guidelines that may be relevant to this consultation case? List the ones that come to mind, and research in
advance the content of the written clauses and regulations that you think should be followed particularly in this case.

Q2: When we asked the researcher about the conflict of interest (COI) policy of his university hospital, he said:

As a research ethics consultant (REC), is there any additional information that you need to extract from the researcher?
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A case-scenario 

In this article, we created rubrics for the consultation 

case shown in Table 1, tentatively entitled “an observa-

tional research study with a conflict of interest (COI).” 

In research ethics consultation, issues of research integ-

rity such as conflicts of interest may also be addressed 

in addition to issues of clinical research ethics centered 

on human subject protection [6]. We therefore chose this 

case as a good case that includes both of the above is-

sues.  

The scenario pertained to a research situation in-

volving collaborative development of medical imaging 

analysis software by academic researchers and a com-

pany, and involved potential ethical issues related to a 

financial COI. As is evident in Table 1, this case-sce-

nario was structured in multiple layers in the form of a 

dialogue: (1) the initial case description/explanation of 

the situation and ethical problems which a requesting 

researcher encounters in his/her research project, fol-

lowed by several subsequent questions of concern (Q1, 

Q2); (2) dialogue on additional information between the 

requester and a REC; with time, the dialogue revealed 

further details of the situation, along with several 

concerning questions (Q3, Q4); and (3) the last case de-

scription and relevant questions were offered by a REC 

to develop final advice for researchers (Q5, Q6). The 

goal of this case-scenario was to train participants to de-

velop competency in understanding research de-

sign/protocol, to discover relevant regulations including 

institutional policies and seek necessary additional in-

formation through dialogue with the requester, to iden-

tify and analyze ethical issues pertaining to this case, and 

to create final advice that would be ethically better/best. 

 

REC performance assessments and rubrics 

With some exceptions, research ethics consultation 

is generally conducted as a team [7], because it deals 

with various ethical issues as well as areas of biomedical 

research projects involving human subjects whose char-

acteristics inevitably require review and analysis at a 

multi-disciplinary level [8]. By functioning effectively 

and practically regardless of whether as individuals or 

as a team, RECs are expected to improve the overall eth-

ical quality of a consulted research project, thus, max-

imizing social benefits and protecting research subjects 

– namely, minimizing risks to the research subjects who 

Table 1 (cont.) Consultation case about “an observational research study with a conflict of interest (COI)” 

 “In all honesty, I just want to do this research, regardless of whether it is considered academic research or not. I've already negotiated
with the company on this research, and I can't say that I can't do it now at this stage. In the end, what do I need to do to be allowed to
conduct this research?”

Q6: Based on the above analysis, come up with your final advice to the researcher.

Q3: Considering the responses from the researcher, which part of Japan’s ethical guidelines for medical research is relevant to the conclusions of the
ethics review?

Q4: Speculate why the ERB made this decision.

Case description (cont.):
At the end of the consultation, the researcher said:

Q5-1: If, on the one hand, the goal is to conduct the research as “an academic research study,” how would you, as a REC, suggest modifying the
research plan?

Q5-2: On the other hand, if the goal is to conduct the research as “a product development research,” how would you, as REC, suggest modifying the
research plan?
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must solely bear all of the risks pertaining to the re-

search project [8]. Therefore, RECs need to be equipped 

not only with sufficient knowledge of research ethics 

but also research ethics reasoning skills and the ability 

to translate the consequences of this reasoning into prac-

tical advice or feasible recommendations for the re-

questers [9-12]. 

Rubrics are often used by teachers as a tool to eval-

uate student performance in terms of such higher-order 

thinking and its subsequent outputting (practical perfor-

mance) skills; in the general context of bioethics educa-

tion, the use of rubrics has recently increased in popu-

larity [10, 12].  Rubrics can also be used as a tool for 

self-assessment. As stated by Stevens and Levi (2013), 

“By encouraging students to think critically about their 

own learning, rubrics can inspire precisely the pattern of 

‘self-assessment and self-improvement’ intrinsic to cre-

ating the kind of motivated, creative students we all 

want in our classes.[13]” Usually, a rubric is presented 

in the form of a table with descriptions of the character-

istics corresponding to each level of achievement, ac-

cording to the multiple assessment levels of perfor-

mance (e.g., four levels). A rubric that shows only the 

descriptions of the highest level of performance for each 

dimension is called a scoring guide rubric [14]. In many 

cases, the knowledge, understanding, and skills required 

by a performance task are divided into multiple, more 

detailed dimensions, and each dimension is then as-

sessed. Thus, the dimensions of a rubric represent the 

components of a performance task. 

 

Rubrics development processes 

A scoring guide rubric and a four-level scoring ru-

bric have advantages and disadvantages respectively. 

For instance, according to Stevens and Levi (2013), 

while a scoring guide rubric requires extra time for scor-

ing and giving narrative feedback, it takes a relatively 

short amount of time to create, and has the advantage of 

allowing flexible, individualized assessment for each 

learner. A four-level rubric allows for quick scoring and 

detailed formative feedback by simply checking and cir-

cling [15]. Therefore, we thought that creating a four-

level rubric would compensate for the downside of the 

scoring guide rubric, which requires extra time for scor-

ing and giving feedback. From these reasons, we created 

not only a scoring guide rubric, but also a four-level ru-

bric, with the goal of increasing the efficiency of the 

evaluation in the workshop. 

Two experts experienced in research ethics consul-

tation (KM, KY), two researchers of education (KK, 

AY), and one medical education/ethics expert (AN) in 

the AMED Matsui Group joined the other Group mem-

bers in the meetings to lead the rubric development pro-

cess for the above-mentioned consultation case. The au-

thor of the case-scenario (US) in the Group also partici-

pated in some of the team meetings to explain and con-

firm key ethical issues pertaining to this case. The rubric 

team discussed how to create and draft rubric prototypes, 

and made several revisions to them via group e-mails, 

which followed the face-to-face discussions in which a 

consensus was reached about the rubrics.  

Following these discussions, the team and the 

Group decided to create a scoring guide rubric and a 

four-level scoring rubric for REC trainee performance 

self-assessment. In summary, the rubric creation pro-

cesses comprised the following four phases (Fig. 1): 1) 

create a preliminary general scoring guide rubric; 2) 

develop the draft task-specific scoring guide rubric;   
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3) develop the draft task-specific four-level scoring ru-

bric; 4) revise the draft rubrics and test out the final 

versions in actual REC training workshops.

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

1)  Creating a preliminary general scoring guide ru-

bric  

To create a preliminary general scoring guide rubric, 

the rubric team utilized as performance examples the re-

ports on three different consultation case-scenarios in-

cluding the present case, which were submitted by eight 

participants of one of our workshops held in 2018. As 

the very first step, these reports were used for consider-

ation of the dimensions of the performance tasks (a 

breakdown of the core competencies involved in the 

performance tasks). Members also referred to explana-

tions and model answers for each consultation case pro-

vided by the case-scenario authors, using these as re-

sources to think about the dimensions of the preliminary 

general scoring guide rubric. Following careful 

examination of the reports submitted by the participants 

and the explanations and model answers of the case-sce-

narios, and having discussed the dimensions involved in 

the tasks, the team created a preliminary general scoring 

guide rubric for novice RECs (Fig. 2). This preliminary 

rubric was not a task-specific rubric for assessment of 

performances specific to a particular task, but a general 

one that can be applied to many different tasks [16]. Ac-

cordingly, the task description became very general, i.e., 

“Analyze ethical issues involved in the assigned consul-

tation case and prepare your own final advice to the cli-

ent.” As a scoring guide rubric, the preliminary rubric 

contained only the descriptions of the highest level of 

performance in each dimension. 

 

Phase 1: Creating a preliminary generalscoring guide rubric

Phase 2: Drafting the task-specific scoring guide rubric

Fig. 2 (the preliminary general scoring guide rubric)

The draft scoring guide rubric
after discussions (not presented)

Phase 3: Drafting the
task-specific four-level
scoring rubric

Fig. 4 (the task-specific four-level scoring rubric)

Phase 4: Revising the draft rubrics and testing out the final
versions

Fig. 3 (the task-specific
scoring guide rubric)

The draft task-specific four-level
scoring rubric (not presented)

Fig. 1 The rubrics development processes 
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Fig. 2 The preliminary general scoring guide rubric for novice research ethics consultants 

Assessment

Highest (4)  <=> Lowest (1)

• Identifies all points that contain ethical issues.
• Sufficiently understands the correlations among the points of

interest.
• Points out the relevant laws, guidelines, regulations, and

other rules.
• Sufficiently understands the contents of the relevant laws,

guidelines, regulations, and other rules.
• Understands the normative nature (existence, strength, etc. of

the binding force) of the relevant laws, guidelines,
regulations, and other rules.

• Correctly points out relevant research ethics principles,
concepts, discussions, etc.

• Sufficiently grasps the contents of the relevant principles,
concepts, discussions, etc.

• Correctly determines whether or not obtaining additional
information is necessary.

• Sufficiently hears additional information needed to analyze
ethical issues.

• Comprehends the client’s policies and thoughts, research
conditions, and limitations in practice.

• Adequately analyzes all ethical issues.
• Provides sufficient justification for each issue and reasons

why it cannot be justified.

• Devises the best solution as an ideal one.
• Adequately devises alternative solutions (e.g., second best

one).
• Presents the best practical solution based on the client’s

policy and thoughts in accordance with the conditions and
feasibility of the research.

• Appropriately selects the analysis results that should be
disclosed (or not) to the client.

• Uses appropriate expressions in Japanese.
• Expressions are easily understood.
• Clearly indicates that the answers from the research ethics

consultant constitute only advice or recommendations, and
not instructions or orders.

       Comments：

Descriptions of the highest level of performance

       Overall evaluation:   □  Expert level (4)      □  Advanced level (3)      □  Basic level (2)      □  Below basic level (1)

II

III

IV

V

VI

VII

Devising and presenting
best recommendations
and alternatives (second
best recommendations,
etc.)

4　 3　 2　 1

Appropriateness as
advice 4　 3　 2　 1

Understanding and
knowledge of relevant
research ethics
principles, concepts,
discussions, etc.

4　 3　 2　 1

Analyzing ethical issues 4　 3　 2　 1

Identifying issues (points
of interest) 4　 3　 2　 1

Understanding and
knowledge of relevant
laws, regulations,
guidelines, and other
rules (by governments,
academic societies, etc.)

4　 3　 2　 1

Preliminary Dimensions

Task Description: Analyze ethical issues involved in the assigned consultation case and prepare your own final advice to the
client. You, as a research ethics consultant, are expected to do the following:
_________________________________________________________.

I

Hearing additional
information 4　 3　 2　 1
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2)  Drafting the task-specific scoring guide rubric 

The rubric team provided the created preliminary 

general scoring-guide rubric for assessment to the mem-

bers of the AMED Matsui Group, including the author 

of the case-scenario in question (US). We then at-

tempted to evaluate the original reports with the general 

scoring guide rubric and discussed where there might be 

variation in performance of workshop participants, and 

areas in which evaluation using the general rubric might 

have been difficult for members. Thus, we examined its 

suitability as a tool to assess case-based performance.  

However, after hours of discussion, we concluded 

that the general scoring guide rubric developed through 

three different case-scenarios was too abstract to fit each 

specific ethical issue raised by each case-scenario. Con-

sequently, we decided to develop task-specific scoring 

rubrics based on the general scoring guide rubric, rather 

than revising the general rubric and continuing to use it. 

The case-scenario author was asked to draft a proto-

type of a task-specific scoring guide rubric in accord-

ance with the specific case-scenario. Once a task-spe-

cific scoring guide rubric was drafted by the author, we 

re-examined its dimensions and the suitability of the di-

mension descriptions. 

 

3)  Drafting the task-specific four-level scoring rubric 

We set a matrix of four scale levels for a task-spe-

cific scoring rubric. The case-scenario author was also 

asked to draft a prototype of a four-level scoring rubric 

in accordance with the specific case-scenario. In parallel 

with the revision of the task-specific scoring guide ru-

bric, the dimensions of the four-level scoring rubric pre-

pared by the author were also examined, along with de-

scriptions of what constitutes each level of performance 

in each dimension. Specifically, we set the dimensions 

according to the task-specific scoring guide rubric that 

had been developed. Then, after deciding on the labels 

for each scale level, we wrote down the content for each 

description of performance used in the matrix. 

 

4)  Revising the draft rubrics and testing out the final 

versions  

Following the examinations described above, we 

asked the author to revise the task-specific scoring guide 

rubric and the task-specific four-level scoring rubric. 

We also asked him to reexamine whether or not there 

was any discrepancy with the aim of the case-scenario 

or the points for evaluation with regard to the rubrics, 

and whether or not the expressions were suitable from 

his own perspective. After the author made minor revi-

sions to the descriptions of each level of performance of 

each rubric, we completed the tentative final versions of 

both rubrics, which comprised six dimensions. 

At a separate venue in which we were given another 

opportunity to conduct a REC training workshop using 

the relevant case-scenario, “an observational research 

study with a conflict of interest (COI),” we presented 

the tentatively finalized task-specific scoring guide ru-

bric to workshop participants and asked them to self-as-

sess their performance using the rubric. Because the 

workshop could provide only 15 minutes to the at-

tendees for an opinion-and-evaluation survey, we used 

a task-specific scoring guide rubric which enables them 

to read through in a shorter amount of time. Twenty-two 

workshop participants completed this self-evaluation. 
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Results 

1)  Creating a preliminary general scoring guide ru-

bric 

Fig. 2 shows the preliminary general scoring guide 

rubric. The seven preliminary dimensions developed for 

this rubric were basically ordered according to the flow 

of consultations common to research ethics consultation 

services described elsewhere. Briefly, when a consulta-

tion request comes from a client, the REC will first lis-

ten to the client and identify points that involve or po-

tentially raise ethical issues. During the conversation, 

s/he will identify relevant regulations, ethical principles 

and/or, if any, global discussions in the field of research 

ethics concerning the case. If s/he thinks that more in-

formation is necessary for analysis, s/he will ask the cli-

ent for the detailed and/or additional information. Then, 

s/he will analyze ethical issues identified in the case, 

and develop and recommend several better/best options 

of optimal countermeasures, in consideration of practi-

cal conditions and feasibility of the research project.  

Accordingly, preliminary dimensions were arranged 

as follows: Dimension I: “Identifying issues (points of 

interest)”; Dimension II: “Understanding and 

knowledge of relevant laws, regulations, guidelines, and 

other rules (by governments, academic societies, etc.)”; 

Dimension III: “Understanding and knowledge of rele-

vant research ethics principles, concepts, discussions, 

etc.”; Dimension IV: “Hearing additional information”; 

Dimension V: “Analysis of ethical issues”; Dimension 

VI: “Devising and presenting best recommendations 

and alternatives (second best recommendations, etc.)”; 

and Dimension VII: “Appropriateness as advice.” 

 

 

2)  Drafting the task-specific scoring guide rubric 

Fig. 3 shows the finalized version of the task-spe-

cific scoring guide rubric prepared for the consultation 

case, entitled “an observational research study with a 

conflict of interest (COI).” At the top of the table, the 

task description reads, “Analyze ethical issues involved 

in the assigned consultation case and prepare your own 

final advice to the client. You, as a research ethics con-

sultant, are expected to be able to provide advice on an 

observational research study with a conflict of interest, 

taking into consideration both the opinions of an ethics 

review board and the intentions of the client/researcher. 

The underlined words are specific to this consultation 

case, and the rest are common statements used in task 

description of other cases. This rubric adopts a scale of 

four levels of performance corresponding to each di-

mension, with levels ranging from 1 to 4 (lowest to 

highest); notably, while the preliminary scoring guide 

rubric presented these in descending order, we inverted 

this in this rubric. 

To represent the components of the performance 

task (i.e., knowledge, understanding, and ethical reason-

ing skills), our rubric assesses the following six dimen-

sions: I: Understanding of the contents of a requested 

consultation; II: Understanding and knowledge of rele-

vant laws, regulations, guidelines, and other rules (by 

governments, academic societies, etc.); III: Recognition 

of additional information to be collected from the client; 

IV: Understanding and knowledge of relevant research 

ethics principles, concepts, discussion, etc.; V: Analysis 

of ethical issues; and VI: Devising and providing coun-

termeasures. Appended to each of those dimensions are 

corresponding question numbers in the concerned case-

scenario, and corresponding dimension-specific 
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descriptions of the performance task are presented. Be-

cause this is a scoring guide rubric, those descriptions 

exemplify the highest level of performance and are 

therefore often allowed to contain ‘judgmental’ terms, 

such as “appropriately” or “properly.”

 

 

Fig. 3 The task-specific scoring guide rubric on “an observational research study with a conflict of interest (COI)” 

Assessment
Lowest (1) <=> Highest (4)

• Knowledgeable about the Ethical Guidelines for Medical and Health Research Involving
Human Subjects (“The Guidelines”), and the Guidance of the Guidelines.

• Knowledgeable about the Act on the Protection of Personal Information (Act No. 57 of May
30, 2003/Article 76(1)(iii): Exclusion of academic studies from application).

• Understands “clinical research” and “specific clinical research” as defined by the Clinical
Trials Act (Act No. 16 of Apr 14, 2017).

• Knowledgeable of some of the official guidelines and rules regarding COI (e.g., “The
Guidelines for Formulation of Conflicts of Interest Policy for Clinical Research,” “The
Report of the Working Group on the Conflicts of Interest,” “The Guidelines for
Managing Conflicts of Interest (COI) in Health, Labour and Welfare Science Research by
the Ministry of Health, Labour and Welfare,” “The Japanese Association of Medical
Sciences COI management guidelines,”  etc.).

• Recognizes that additional detailed information should be collected with regard to the
research plan, including the contents of the research, the research team, and the contract with
a collaborating company.

• Recognizes that additional detailed information on the comments by the Ethics Review
Board should be collected.

• Understands “collaborative research” and “collaborative research implementing entity” as
defined in the Guidelines (Guideline 2(9), (10); Guidance p.14, Explanation 5).

• Understands the concept of “existing information” and the requirements when providing
existing information to other research implementing entities (defined in Guideline 12-1(2),
(3)).

• Understands the concept of “conflicts of interest.”
• Understands the difference between academic and non-academic research (e.g.,

commercial/for-profit research).
• Appropriately analyzes the rationale behind the decisions by the Ethics Review Board in

relation to the relevant laws, regulations, guidelines, and/or other rules.
• Appropriately analyzes the justification for conducting the research as “academic research,”

and understands its merits and demerits.
• Appropriately analyzes the justification for conducting the research as a “commercial/for-

profit research,” and the merits and demerits therein.
• Appropriately focuses analysis on the important ethical issues, in addition to listing issues

involved in the consultation case.
• The issues being analyzed are properly reflected in the proposals/recommendations.

• Appropriately considers the ideal research plan.
• Appropriately considers a feasible research plan.
• Respects the client’s intentions, and appropriately devises how the research plan should be

modified or revised in accordance with the conditions and feasibility of the research.
• Appropriately selects which analysis results should be told to the client (or not).

1　 2　 3　 4

III

Recognition of
additional information
to be collected from the
client
(Q2)

1　 2　 3　 4

Task Description: Analyze ethical issues involved in the assigned consultation case and prepare your own final advice to the client. You, as a research
ethics consultant, are expected to be able to provide advice on an observational research study with a conflict of interest, taking into
consideration both the opinions of an ethics review board and the intentions of the client/researcher .

Dimensions Descriptions of the highest level of performance

I

Properly understands the contents and circumstances of a consultation case.

1　 2　 3　 4

Below, a column for comments is prepared, in which evaluators can list the good points of the workshop participant responses and explain the grounds
for the evaluations of each dimension of their performance.
   Comments: 

•

Understanding and
knowledge of relevant
research ethics
principles, concepts,
discussions, etc.
(Q3, Q4)

Analysis of ethical
issues
 (Q3 to Q5)

Devising and
providing
countermeasures
(Q5, Q6)

Understanding of the
contents of a requested
consultation
(All questions)

IV 1　 2　 3　 4

V 1　 2　 3　 4

VI 1　 2　 3　 4

II

Understanding and
knowledge of relevant
laws, regulations,
guidelines, and other
rules (by governments,
academic societies,
etc.)
(Q1)
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Dimension I represents a participant’s ability to 

grasp the contents and circumstances of the consultation 

case from a bird’s-eye view. Dimension II represents 

whether the participants of the workshop have sufficient 

knowledge of laws, guidelines, regulations, and other 

rules related to the particular case. For instance, The 

Ethical Guidelines for Medical and Health Research In-

volving Human Subjects, the then-effective non-binding 

ethics guidelines jointly issued by the Ministry of Edu-

cation, Culture, Sports, Science and Technology and the 

Ministry of Health, Labour and Welfare (2014), were 

one of the then-most important governmental research 

regulations on medical research (and relevant for most 

cases). Equally important and relevant was the then-Act 

on the Protection of Personal Information, which deals 

with the handling of personal information in Japan and 

thus relates to most consultation cases. At the very least, 

anyone who wants to be a REC is commonly expected 

to have a good understanding of these basic regulations, 

and of any specific regulation such as an institutional 

COI policy. Dimension III represents a participant’s 

ability to seek and find additional necessary information 

to be collected from the client in order to develop good 

advice or recommendations. Dimension IV represents 

the understanding of the principles and concepts of re-

search ethics relevant to the case, such as COIs and the 

difference between academic research and product de-

velopment. Dimension V represents the assessment and 

analysis skills of the participant on ethical issues in-

volved in the particular case, such as critical thinking 

about ethical concerns relevant to the research project 

raised by the ERB. It also represents their ability to iden-

tify or appreciate any rationale for and behind a partic-

ular case brought for consultation. Dimension VI 

represents whether the participants can develop appro-

priate and practically feasible advice or recommended 

courses of action for the client. 

 

3)  Drafting the task-specific four-level scoring ru-

bric 

Based on the finalized task-specific scoring guide 

rubric, we have developed a task-specific four-level 

scoring rubric (Fig. 4). As was done to develop a pre-

liminary general scoring guide rubric, we completed the 

description of each dimension of the four-level rubric by 

referring to the model answers in the relevant case-sce-

nario and the sample answers from workshop partici-

pants. The task-specific rubric adopts a scale of four lev-

els of performance. The terms used to describe the four 

levels are unacceptable (1), not yet competent (2), com-

petent (3), and exemplary (4). As the Scale Level 4 (Ex-

emplary) is the highest level of performance, the de-

scription of the Level 4 corresponds to that of the task-

specific scoring guide rubric. 
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Fig. 4 The task-specific four-level scoring rubric developed for the consultation case   

Unacceptable (1) Not yet competent (2) Competent (3) Exemplary (4)

I Understanding of the
contents of a requested
consultation
(All questions)

Has many misunderstandings
about the contents and
circumstances of a consulted
case.

Has slightly misunderstood the
contents and/or circumstances of
a consulted case. Alternatively,
does not have a concrete
understanding of the contents
and circumstances of a consulted
case.

Has some concrete
understanding of the contents
and circumstances of a consulted
case without any
misunderstanding.

Fully understands the contents
and circumstances of a consulted
case in a correct and concrete
manner.

Lists only one of the following: Lists two of the following: Lists three of the following: Lists all of the following:

Recognizes none of the
following:

Recognizes only one of the
following:

Recognizes to some extent both
of the following:

Recognizes fully both of the
following:

Understands none or only one of
the following:

Understands two of the
following:

 Understands three of the
following:

Understands all of the following:

Analyzes none or only the
second of the following:
(1) the rationale behind the
decisions by the Ethics Review
Board in relation to the relevant
laws, regulations, guidelines, and
other rules; or

Analyzes to some extent the
following:
(1) the rationale behind the
decisions by the Ethics Review
Board in relation to the relevant
laws, regulations, guidelines, and
other rules, while focusing
analysis on the important ethical
issues;

Appropriately analyzes the
following:
(1) the rationale behind the
decisions by the Ethics Review
Board in relation to the relevant
laws, regulations, guidelines, and
other rules, while focusing
analysis on the important ethical
issues;

Appropriately analyzes both of
the following:
(1) the rationale behind the
decisions by the Ethics Review
Board in relation to the relevant
laws, regulations, guidelines, and
other rules; and

(2) the justification both for
conducting the research as
“academic research,” and for
conducting the research as a
“commercial/for-profit
research,” and their respective
merits and demerits.

but insufficiently analyzes
(2) the justification both for
conducting the research as
“academic research,” and for
conducting the research as a
“commercial/for-profit
research,” and their respective
merits and demerits.

but appropriately analyzes only
one of the following:
(2a) the justification for
conducting the research as
“academic research” and its
merits and demerits, and
(2b) the justification for
conducting the research as a
“commercial/for-profit research”
and its merits and demerits.

(2) the justification both for
conducting the research as
“academic research,” and for
conducting the research as a
“commercial/for-profit
research,” and their respective
merits and demerits, while
focusing their analysis on the
particularly important ethical
issues, and appropriately relating
the issues to the proposals /
recommendations.

VI Devising and providing
countermeasures (Q5, Q6)

Considers none or only one of
the following:
(1) the ideal research plan, and
(2) a feasible research plan.

Devises some modifications
toward a feasible research plan
that is as close to the ideal as
possible, but does not respect the
client’s intentions fully.

Fully respects the client’s
intentions, and devises
modifications toward a feasible
research plan that is as close to
the ideal as possible, but
excessively emphasizes issues
that are not important in this
consulted case, and/or
insufficiently points out important
issues.

Fully respects the client’s
intentions, devises modifications
toward a feasible research plan
that is as close to the ideal as
possible, providing adequate
countermeasures without excess
or deficiency.

(1) The Ethical Guidelines for Medical and Health Research Involving Human Subjects, and their Guidance
(2) The Act on the Protection of Personal Information (Article 76)
(3) The Clinical Trials Act
(4) The official guidelines and rules regarding COI

Understanding and
knowledge of relevant laws,
regulations, guidelines, and
other rules (by governments,
academic societies, etc.)
(Q1)

(1) the necessity of additional detailed information regarding the research plan (the contents of the research, the research
team, the contract with a collaborating company, etc.)
(2) the necessity of additional detailed information on the comments by the Ethics Review Board

(1) “collaborative research” and “collaborative research implementing entity” in the Guidelines
(2) “existing information” and the requirements when providing existing information to other research implementing entities
(3) the concept of “conflicts of interest”

V Analysis of ethical issues
(Q3 to Q5)

II

III Recognition of additional
information to be collected
from the client
(Q2)

IV Understanding and
knowledge of relevant
research ethics principles,
concepts, discussions, etc.
(Q3, Q4)

Task Description: Analyze ethical issues involved in the assigned consultation case and prepare your own final advice to the client. You, as a research ethics consultant,
are expected to be able to provide advice on an observational research study with a conflict of interest, taking into consideration both the opinions of an ethics
review board and the intentions of the client/researcher .

Dimensions

(4) the difference between academic research and non-academic research

 Comments:

Below, a column for comments is prepared, in which evaluators can list the good points of the workshop participant responses and explain the grounds for their evaluations of each
dimension of their performance.
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4)  Revising the draft rubrics and testing out the final 

versions 

There are several differences in the dimensions and 

the evaluation forms between the preliminary general 

scoring guide rubric and the task-specific scoring guide 

rubric. First, the task-specific rubric for the case-sce-

nario, “an observational research study with a conflict 

of interest (COI),” lacks the dimension labeled “Identi-

fying issues (points of interest),” which appears in the 

preliminary general rubric as its preliminary Dimension 

I. That is because, in contrast to many other case-sce-

narios, this particular one is not structured to ask work-

shop participants to identify issues (points of interest) 

for examination; as such, the dimension of “Identifying 

issues (points of interest)” is retained in those other task-

specific rubrics.  

Second, Dimension I of the task-specific rubric 

(“Understanding of the contents of a requested consul-

tation”) does not appear in the general rubric. We have 

added this dimension not only to the case of concern, 

but also to all other rubrics, regardless of the scenario, 

because several reports on three consultation cases sub-

mitted by our workshop participants revealed a lack of 

understanding about the contents and circumstances of 

consultation cases which cannot be reduced to poor per-

formance in other dimensions.  

Third, we omitted “Overall evaluation” of perfor-

mance from the task-specific scoring guide rubric, 

which is prepared for the preliminary general scoring 

guide rubric. The reasoning behind this was that, alt-

hough REC trainees are expected to achieve the mini-

mum standard on each dimension in order to develop 

good advice for a specific consultation case, giving an 

overall evaluation score, or grade, for a particular 

scenario may lead them to misunderstand their true 

overall competency as a REC. A comprehension test is 

often given at the end of the training session, for the pur-

pose of measuring the level of achievement in 

knowledge and is graded as correct or incorrect; in con-

trast, a rubric evaluates the performance qualitatively, 

not as correct/incorrect.  However, this comprehensive 

evaluation may lead to incorrect perceptions. Therefore, 

we concluded that the task-specific rubric should simply 

function for REC trainees as a tool for self-assessment 

and self-awareness of their current competency, but not 

as a pass/fail judgement.  

Fourth, the title of Dimension III (“Recognition of 

additional information to be collected from the client”), 

equivalent to the preliminary Dimension IV in the pre-

liminary rubric, was renamed from “Hearing additional 

information,” because the ability to recognize what ad-

ditional information needs to be collected from a con-

sultation requester is more essential than the mere abil-

ity to hear this from the requester.  

Finally, the preliminary Dimension VII (“Appropri-

ateness as advice”) in the preliminary rubric was ulti-

mately excluded from the task-specific rubric, because 

it was considered similar to and likely to be absorbed 

into the preliminary Dimension VI (“Devising and pre-

senting best recommendations and alternatives (second 

best recommendations, etc.)”). Accordingly, the de-

scription, “Appropriately selects the analysis results that 

should be disclosed (or not) to the client,” which ap-

peared in the preliminary rubric, was transferred into the 

preliminary Dimension VI so as to form Dimension VI, 

“Devising and providing countermeasures,” of the task-

specific rubric. The remaining descriptions in the pre-

liminary Dimension VII were eliminated, as we decided 
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to focus more on the quality of the final advice itself, 

rather than the external formality of the language or 

expressions. Those changes of dimensions are illus-

trated in Fig. 5. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Next, we asked our twenty-two workshop partici-

pants of the five groups to self-assess their individual 

performance in each group using the finalized task-spe-

cific scoring guide rubric (Table 2). We found that three 

groups marked several scores with a high standard de-

viation (SD) of 0.8 or higher, and that such high 

standard deviations were observed mainly in Dimen-

sions III and IV. The high standard deviations suggested 

the possibility of a wide range in participant self-assess-

ment skills in some groups, and/or that the descriptions 

of Dimensions III and IV might have been inappropri-

ately developed.

 

 

 

 

 

 

 

 

 

Preliminary general scoring guide
rubric

Ⅰ： Identifying issues (points of
interest)

Ⅱ： Understanding and knowledge of
relevant laws, regulations,
guidelines, and other rules (by
governments, academic societies,
etc.)

Ⅲ： Understanding and knowledge
of relevant research ethics
principles, concepts, discussions,
etc.

Ⅳ： Hearing additional information

Ⅴ： Analysis of ethical issues
Ⅵ：Devising and presenting best

recommendations and alternatives
(second best recommendations,
etc.)

Ⅶ：Appropriateness as advice

Finalized task-specific scoring guide
rubric

Ⅰ：Understanding of the contents of a
requested consultation

Ⅱ： Understanding and knowledge of
relevant laws, regulations,
guidelines, and other rules (by
governments, academic societies,
etc.)

Ⅲ：Recognition of additional
information to be collected from
the client

Ⅳ：Understanding and knowledge of
relevant research ethics principles,
concepts, discussion, etc.

Ⅴ：Analysis of ethical issues

VI：Devising and providing
countermeasures

Fig. 5 Dimension changes  

Table 2 Self-assessed scores (mean ± SD) of the workshop participants by the task-specific scoring-guide rubric 
Dimension I Dimension II Dimension III Dimension IV Dimension V Dimension VI

Group　1 2.5±0.6 2.5±0.6 2.3±1.0 2.8±1.0 2.5±0.6 2.5±0.6

Group　2 3.0±0.8 2.7±0.5 3.0 2.8±1.0 2.5±0.6 2.5±0.6

Group　3 3.2±0.4 2.8±0.4 3.2±0.4 2.8±0.4 2.6±0.5 2.6±0.5

Group　4 3.0±0.7 3.0 2.6±0.5 2.8±0.4 2.6±0.5 2.6±0.5

Group　5 2.8±0.5 2.8±0.5 3.0±0.8 2.8±0.5 2.0±0.8 2.5±0.6

 Assessment score: from the lowest (1) to the highest (4)
 SD: a standard deviation

2.9±0.6 2.8±0.4 2.8±0.7 2.8±0.6 2.5±0.6 2.6±0.5All members
(n=22)
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At the draft development stage, when considering 

the descriptions of four levels of performance in the Di-

mension II (“Understanding and knowledge of relevant 

laws, regulations, guidelines, and other rules (by gov-

ernments, academic societies, etc.”), we had set “Can 

refer to an institutional COI policy” as Scale Level 3 

(Competent). However, most of our workshop partici-

pants were rated as Level 1 (Unacceptable) because they 

did not think of it at all. This could have been due to the 

complicated regulatory circumstances in Japan regard-

ing COI, wherein medical and healthcare researchers 

must refer to several relevant official regulations in ad-

dition to the COI policy at their own institutions; these 

include The Clinical Trials Act (2017), Ethical Guide-

lines for Medical and Health Research Involving Hu-

man Subjects (2014), Guidelines for Managing Con-

flicts of Interest in Health, Labour and Welfare Science 

Research by the Ministry of Health, Labour and Welfare 

(2008), and The Japanese Association of Medical Sci-

ences COI Management Guideline (2017). When prac-

ticing research ethics consultation, the REC is expected 

to be knowledgeable of at least those complicated sets 

of regulations. Because of such a flood of relevant reg-

ulations, our participants seemed to be ill-prepared for 

appropriate referencing to their own institution’s poli-

cies. Accordingly, although we discussed whether or not 

to set the description of “Can refer to an institutional 

COI policy” as one of the descriptions in Dimension II, 

we ultimately decided not to use it as a description be-

cause some people noted that some facilities have not 

created such institutional COI policies. 

 

Discussion 

We have developed the task-specific scoring guide 

rubric and the four-level scoring rubric to be used in 

self-assessment of higher-order thinking acquisition and 

practical performance skills as a competent REC 

through an educational training workshop with exer-

cises by case-scenarios. As mentioned above, although 

we began by creating a preliminary general scoring 

guide rubric, our end products became task-specific ru-

brics for the particular case-scenario, entitled “an obser-

vational research study with a conflict of interest (COI).”  

Our goal with rubric development changed follow-

ing the workshop, as we realized that consultation cases 

used for discussion will differ by workshop and that rel-

evant ethical issues will also be case-dependent. One ad-

vantage of a task-specific rubric is that it can provide 

clear and concrete matters as focal points through the 

specific case-scenario discussion, allowing for easier 

(self-)assessment of performance. As Brookhart notes 

[16], it is easier for evaluators to apply task-specific ru-

brics because appropriate application of general rubrics 

takes longer to learn. On the other hand, one of the ad-

vantages of a general rubric is that it can be distributed 

to workshop participants before any case-scenario dis-

cussion, because it simply provides what should be 

achieved in an abstract way in an assignment in general, 

without giving away answers to questions. In addition 

to this merit, Brookhart also raises four other advantages 

of a general rubric: it can be used with many different 

tasks with the same learning outcome, focusing partici-

pants on the knowledge and skills they are developing 

over time; it describes participant performance in terms 

that allow for many different paths to success; it focuses 

the instructor on developing participants’ learning of 

skills instead of task completion; and it does not need to 

be rewritten for every assignment [16]. 
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In contrast, one—and probably the most promi-

nent—disadvantages of a task-specific rubric is that we 

cannot provide workshop participants with it before the 

case-scenario discussion, as it would reveal all the an-

swers to the workshop participants. Therefore, it is im-

portant to acknowledge the advantages and disad-

vantages of each kind of rubric and prepare accordingly, 

keeping in mind the purpose of each project. For the 

purposes of our workshop, which were to train and as-

sess achievements of novice RECs, we consider a task-

specific rubric to be more appropriate than a general one.  

Our task-specific rubrics developed for the consul-

tation case, entitled “an observational research study 

with a conflict of interest (COI),” cover many of the re-

quired core competencies for novice RECs listed in Ap-

pendix 1 [See Additional File 1]: (1), (4), (5), (7) 

through (10), (12), (15), (17) through (19), (22), (28), 

(30), (34), (37) through (39), (48), (51) through (53), 

(56), and (57). Although it is generally considered diffi-

cult to assess competencies directly, especially when we 

consider personal characteristics such as open-minded-

ness (51) and empathy (52), they can be assessed indi-

rectly through participant performance during the work-

shop. Our rubrics have been developed through repeat 

expert reviews; as such, they may have sufficient con-

tent validity and are reasonable, even though there is 

certainly room for further improvement. One of the pri-

mary difficulties in creating the rubrics was translating 

one’s expertise as a REC into words and sharing these 

with others. In other words, this rubric development 

process required us to spell out what goes through the 

mind of an experienced REC during an actual consulta-

tion service.

Appendix 1 Core competencies required for novice research ethics consultants (RECs) [3] (excerpted) 

REC level
Basic

Domain 1: Knowledge
(1) History of research ethics, historical cases
(2) Three principles of research ethics/basic theory

(4) Medical research—basic design and methods

(5) Domestic laws related to medical research (e.g., personal information law, clinical research law,
regenerative medicine law, next-generation medical infrastructure law)

(7) Japanese administrative (ethical) guidelines for medical research (e.g., medical guidelines,
genome guidelines)

(8) Institution policies/regulations on medical research and in-facility REC/IRB, related departments
(e.g., REC/ IRB, clinical research support center, medical information, medical safety)

(9) Basic terms and concepts related to medical research and medical care

(10) Japan’s medical insurance system, medical/biomedical policy
(11) Basic matters related to research expenses (public and private)

(12) Basic matters of research integrity (e.g., research misconduct, authorship)

●

Competency domains and intermediate categories

●
●
●

●

●

●
●
●
●
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Appendix 1 (cont.) Core competencies required for novice research ethics consultants (RECs) [3] (excerpted) 

REC level
Basic

Domain 2-1:
(15) Research protocol reading skills
(16) Skill of distinguishing between medical care and research

(17) Skill of distinguishing legal matters from non-legal matters governed by ethical norms

(18) Logical thinking/analytical skills

(19) Eliciting (or understanding) the true intentions of consultees/researchers

(20)
Identification of ethical, legal, and social issues (ELSI) related to the consultation case:
(1) Identification of problems related to the fair selection of subjects

(21)
Identification of ethical, legal, and social issues (ELSI) related to the consultation case:
(2) Identification of problems related to risks and benefits

(22) Identification of ethical, legal, and social issues (ELSI) related to the consultation case:
 (3) Identification of problems related to consent

(28) Search and collect necessary information, supplementary information, and materials relevant to
domestic situation

Domain 2-2:
(30) Dividing roles and purposes between REC/IRB review and consultation

(34) Issuing appropriate warnings to terminate, abandon, or modify issues, matters, or practices that
cannot be legally or ethically permitted/justified

(35)
Appropriately connecting and consulting with related departments (e.g., REC/IRB, medical information,
medical safety, research integrity audit office) in facility as necessary

Domain 2-3:
(37) General communication skills (e.g., listening, clarity, non-verbal communication)

(38) Accurate and clear expression skills in Japanese language

(39) Ability to first answer required questions

Domain 2-4:
(48) Ability to explain in plain language

Domain 3:
(50) Self-discipline skills

(51) Open-minded attitude

(52) Empathic attitude

(53) Neutral/independent-minded attitude, fair mindedness
(54) Honesty, integrity

(55) Reflective/self-knowledge attitude

(56) Perseverance, diligence

(57) Coherence, logicalness
(58) Calmness, prudence

●

Competency domains and intermediate categories

Ethics assessment skills
●
●
●
●

●

●

●

●

●

Management and procedural skills
●

●

●

Interpersonal skills
●
●

●

Educational skills
●

Personal characteristics
●
●
●
●
●
●
●
●
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Some of the dimensions of the task-specific scoring 

guide rubric are more easily applied than others. For ex-

ample, for Dimension II (“Understanding and 

knowledge of relevant laws, regulations, guidelines, and 

other rules (by governments, academic societies, etc.)”), 

its descriptions of the highest level of performance refer 

to four items, the understanding of which is required of 

RECs. As is the case with the four-level rubric, it is nat-

ural to apply Dimension II mathematically in accord-

ance with the grades assigned in the workshop: when 

participants enumerate all of four items, then it is rated 

as 4; when they enumerate three out of four items, then 

it is rated as 3, and so forth. However, our participants’ 

self-assessment results revealed two groups with an SD 

of 0.8 or higher for both Dimensions III and IV. These 

two dimensions are more difficult to apply, as their de-

scriptions cannot be used in a simple mathematical way 

to assess participant answers. It is premature to conclude, 

therefore, whether or not the high SDs resulted from the 

unavoidable nature of these dimensions, inadequate as-

sessment abilities among our workshop participants, 

and/or the inappropriateness of our developed descrip-

tions of performance. Further examination of the relia-

bility and validity of our developed rubrics is needed, 

through repeated use and, if necessary, repeated revision 

at actual training workshops. 

The highest level of performance for the case of in-

terest is illustrated by the model answers to the case-

scenario questions. Through repeated collection and as-

sessment of workshop participant answers to the ques-

tions pertaining to this case, we can expect to identify 

“anchors” for other lower levels of performance, de-

fined as “[s]amples of work or performance used to set 

the specific performance standard for each level of a 

rubric [17].” The identified anchors for lower levels 

would contribute to scoring reliability. Anchor identifi-

cation may also lead to revision of the task-specific ru-

brics which we have developed this time. Generally 

speaking, as rubrics need continuous refinement, we are 

ready not only to modify the descriptions of perfor-

mance, but also to continue with identification of better 

anchors. 

No single consultation case used in our training 

workshop covers all the core competencies required of 

a novice REC. Therefore, it is necessary to consider the 

optimal combinations of consultation cases so that the 

widest possible range of core competencies can be as-

sessed throughout the workshop. 

The general scoring guide rubric created this time 

remains in a preliminary stage and further revisions 

based on the task-specific scoring guide rubric, devel-

oped here for the case of interest, are needed. However, 

as it stands now, it will serve as a model for the devel-

opment of task-specific scoring guide rubrics for other 

consultation cases. Providing participants with the re-

vised general rubric before the workshop would make 

self-assessment easier because the general rubric helps 

workshop participants to conceptualize a high level of 

performance for a novice REC. 

On the other hand, providing participants with the 

task-specific scoring guide rubric after the case study 

can serve as a form of feedback. Ideally, task-specific 

four-level scoring rubrics would allow us to provide de-

tailed feedback and point out relevant descriptions of 

performance. Unfortunately, development of four-level 

rubrics requires more time and effort than that required 

for scoring guide ones. Since our training workshops do 

not utilize the same consultation cases repeatedly, the 
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burden of developing task-specific four-level rubrics 

becomes greater with every additional case that is used. 

Currently, we have 20 consultation case-scenarios cre-

ated for the REC training and will need to develop sim-

ilar rubrics for other cases in the future. Realistically, 

feedback could be provided by assigning grades for 

each dimension of the task-specific scoring guide ru-

brics and circling the relevant descriptions of perfor-

mance. 

 

Conclusions 

We have developed a task-specific scoring guide ru-

bric and a task-specific four-level scoring rubric for an 

authentic ethics consultation case as tools that can be 

used to assess the achieved competencies and perfor-

mance skills of novice RECs at REC training workshops. 

Our goal in writing this paper was to share our experi-

ence and insight with others who are, or will be, engaged 

in REC training activities, which will inevitably require 

good educational materials, methods, and tools to assess 

participant competencies. 

Looking to the future, we hope to find ways to fur-

ther the growth of intermediate RECs as well, as they 

are expected to teach novice RECs, medical researchers, 

and ERB members. Knowledge and skills required of 

intermediate RECs are much broader in scope, deeper in 

content, and more challenging than those required of a 

novice REC. The know-how and model procedures ob-

tained through the process of developing rubrics for a 

novice REC will likely be useful in creating rubrics for 

self-assessment of competencies and instructional per-

formance skills among intermediate REC trainees. 

 

 

Abbreviations 

AMED: The Japan Agency for Medical Research and 

Development 

COI: A conflict of interest 

ERB: An ethics review board 

REC: A research ethics consultant 

SD: A standard deviation 

 

References 

1.  Matsui K. The basic framework of ethics in 

clinical research. Igaku no ayumi.  

2013;246(8):529-34. [In Japanese] 

2. Taylor HA, Porter KM, Paquette ET, McCormick JB, 

Tumilty E, Arnold JF, et al. Creating a research ethics 

consultation service: issues to consider.  Ethics Hum 

Res. 2021;43(5):18-25. DOI: 10.1002/eahr.500101 

3. Matsui K, Inoue Y, Yanagawa H, Takano T. A pro-

posed model of core competencies for research ethics 

consultants. Asian Bioeth Rev. 2021;13(3):355-70. 

DOI: 10.1007/s41649-021-00178-y 

4. Yanagawa H, Chuma M, Takechi K, Yagi K, Sato Y, 

Kane C, et al. An educational workshop designed for 

research ethics consultants to educate investigators on 

ethical considerations. Int J Ethics Educ. 2021; 6:87-

96. DOI: 10.1007/s40889-020-00107-x 

5. Stevens DD, Levi AJ. Introduction to rubrics: an as-

sessment tool to save grading time, convey effective 

feedback, and promote student learning, 2nd ed. Ster-

ling, VA; Stylus Publishing; 2013. p.3. 

6. Tashiro S. Conflicts of interest in clinical research: 

trends in domestic and international research ethics 

guidelines. Psychiat Neurol Jap. 2010;112(11):1130. 



 CBEL Report Volume 7, Issue 1 

   

 33 

Development of Case-Based Rubrics to Assess the Achieved 
Competencies and Performance of Novice Research Ethics 
Consultant Trainees through Case-Scenario Discussions 

[In Japanese]. Available at https://jour-

nal.jspn.or.jp/jspn/openpdf/1120111130.pdf 

7. McCormick JB, Sharp RR, Ottenberg AL, Reider 

CR, Taylor HA, Wilfond BS. The establishment of 

research ethics consultation services (RECS): an 

emerging research resource. Clin Transl Sci. 

2013;6(1):40-4. DOI: 10.1111/cts.12008 

8. Cho MK, Tobin SL, Greely HT, McCormick J, 

Boyce A, Magnus D. Strangers at the benchside: re-

search ethics consultation. Am J Bioeth. 2008;8(3):4-

13. DOI: 10.1080/15265160802132951 

9. Beskow L, Grady C, Iltis AS, Sadler JZ, Wilfond BS. 

Points to consider: the research ethics consultation 

service and the IRB. IRB. 2009;31(6):1-9. 

10. Carlin N, Rozmus C, Spike J, Willcockson I, Seifert 

Jr W, Chappell C, et al. The health professional ethics 

rubric: practical assessment in ethics education for 

health professional schools. J Acad Ethics. 

2011;9(4):277-90. DOI 10.1007/s10805-011-9146-z 

11. Eckles RE, Meslin EM, Gaffney M, Helft PR. Medi-

cal ethics education: where are we? Where should we 

be going? A review. Acad Med. 2005;80(12):1143-

52. DOI: 10.1097/00001888-200512000-00020 

12. Stoddard HA, Labrecque CA, Schonfeld T. Using a 

scoring rubric to assess the writing bioethics students. 

Camb Q Healthc Ethics. 2016;25(2):301-11. DOI: 

10.1017/S0963180115000602 

13. Stevens DD, Levi AJ. Introduction to rubrics: an as-

sessment tool to save grading time, convey effective 

feedback, and promote student learning, 2nd ed. Ster-

ling, VA; Stylus Publishing; 2013. p.21. 

14. Stevens DD, Levi AJ. Introduction to rubrics: an as-

sessment tool to save grading time, convey effective 

feedback, and promote student learning, 2nd ed. Ster-

ling, VA; Stylus Publishing; 2013. p.11. 

15. Stevens DD, Levi AJ. Introduction to rubrics: an as-

sessment tool to save grading time, convey effective 

feedback, and promote student learning, 2nd ed. Ster-

ling, VA; Stylus Publishing; 2013. pp.75-79. 

16. Brookhart SM. How to create and use rubrics for 

formative assessment and grading. Alexandria, VA; 

Association for Supervision and Curriculum Devel-

opment; 2013. pp.8-10. 

17. Wiggins G, McTighe J. Understanding by design: ex-

panded second edition. Alexandria, VA; Association 

for Supervision and Curriculum Development; 2005. 

p.336. 

 

Acknowledgements 

We would like to express our deepest gratitude to the 

workshop participants and the members of The Re-

search Group of the Development of the Comprehensive 

Higher Education Programs on Research Ethics and In-

tegrity for Medical Sciences (the AMED Matsui Group) 

for their contributions to this study. In particular, we 

would like to thank Dr. Ukyo Shimizu for authoring the 

original case-scenario in Japanese discussed in this pa-

per. 

 

Authors’ contributions 

A.N.: analysis, developing the rubrics, prepared Ta-

ble 2, and writing the first draft manuscript with K.K.. 

K.K.: analysis, leading the development of the rubrics, 



CBEL Report Volume 7, Issue 1  

   

 34 

Akiko Nakada, Katsushige Katayama,  
Keiichiro Yamamoto, Akira Yanagibashi, Kenji Matsui 

and writing the first draft manuscript with A.N.. K.Y.: 

analysis, developing the rubrics, and giving critical in-

tellectual inputs to the first draft manuscript. A.Y.: anal-

ysis, helping the rubrics development, and revising the 

first draft manuscript. K.M.: study conceptualization, 

analysis, developing the rubrics, and revising the draft 

manuscripts, tables, and figures. All authors read and 

approved the final manuscript. 

 

Funding 

The study was financially supported by the grant of 

Japan Agency for Medical Research and Development 

2019-2021/2022-2024 Research and Development Pro-

gram for Enhancement of Research Integrity (e-Rad no. 

JP19190204, and JP22727134), and a Grant-in-aid for 

Scientific Research by Japan Society for the Promotion 

of Science (Kiban-kenkyu (A), no. 19H01083). These 

funding bodies did not play any role in the design of the 

study, analysis, interpretation, or writing. 

 

Received 12 April 2024 

Accepted 30 August 2024 

 


