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Throwing the Baby Out with the Bathwater:
The Debate on Heritable Human Genome Editing in Japan

in the Aftermath of the He Jiankui Affair

Abstract

Silvia Croydon

This article advocates for a bolder stance on the part of scientists and other academics in Japan on the issue of thera-

peutic heritable human genome editing (HHGE). The article’s contention is that the current moratorium on HHGE

science is unlikely to be broken until the moral scruples that the public has on this subject are addressed and resolved.

After reviewing literature that highlights the untenability of the popular objections to HHGE, the article goes on to

describe the bold pronouncements made in the aftermath of the 2018 He Jiankui affair by Western scientists and

contrast these with the silence, or half-hearted endorsement of HHGE, on the part of the Japanese scholarly elite. The

article then ends with a discussion on the role that society and social debate have to play in guiding the advancements

in technology and science. Drawing parallels with technological developments in other areas, I finish with an urging

towards Japan’s scientific elite to play a more proactive role in educating the public on this matter.

Keywords: heritable human genome editing; Japan; debate; He Jiankui; reproductive therapy; science

1. Introduction

Although this is not popularly known, Japan is the
place where the idea was born that led to the United
States (US)-led Human Genome Project. As has been
described in a number of academic publications (Cook-
Deegan 1994; Ito 2005; Kishi 2004; Sasaki 2019), it was
a University of Tokyo molecular biologist, Akiyoshi
Wada, who pioneered in the 1970s the idea of develop-
ing technology to allow the rapid sequencing of deoxy-
ribonucleic acid (DNA). Indeed, in 1975, having the vi-
sion of an automated rapid DNA sequencing machine,
he applied for government funding to try to establish a

project whereby he could build one. Alas, this

visionary’s contemporaries in Japan lacked the presci-
ence to see the value of what he was proposing. Wada’s
initial request for funding was rejected, and even when
some funding was granted to him a while after his initial
application, the sum was so insignificant that he decided
the next best way to proceed in order to see his vision
realized was to try to set up an international collabora-
tive project, with his foreign academic counterparts
bringing the necessary funds. Crossing the Pacific, he
went to the US to talk to James Watson—one of the sci-
entists who had been credited in 1962 with the Nobel
Prize for the discovery of the structure of the DNA. By

that time, under the auspices of Wada’s minor national
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project at home, two other Japanese scientists, Yuzuru
Fushimi and Hideki Kambara, had invented technolo-
gies that would later become critical to the success of
the Human Genome Project . Regrettably for Wada and
his team, however, since Japan and the US were in the
midst of a trade war, Wada’s initiative would be misin-
terpreted by the Americans as a threat, with the upshot
being that the government there would refuse Wada
funding, only to expend the most generous sum of $120
million to Watson to lead his own version of the project
of sequencing a human’s entire genome. Ultimately, as
has been opined many a times in Japanese science cir-
cles, when a draft of the first human genome sequenced
was published in 2001, merely 6% of it was done by
Japanese scientists, whilst the contribution to it by the
US and the UK was 59% and 31% respectively. The idea
started from Japan, but in the end the fanfare over suc-
cess happened in the US and the UK, with Wada, Fu-
shimi and Kambara becoming the “unsung heroes” of
the Human Genome Project.

Against the background of how cutting-edge Japan
had been in the field of molecular biology in the
1970s/1980s and how a lesson was contained therein for
the country to advance research ideas generated domes-
tically, it is conspicuous that, as of today, no Japanese
research exists that seeks to wield control over the ge-
nome—such research seems still very much neglected
here. In particular, it stands out that the number of sci-
entific papers reporting experimental work on heritable
human genome editing (HHGE) is at zero. As a search
on databases such as Google Scholar, PubMed, and Re-
searchmap (which is operated by the Japanese govern-
ment), would reveal, as of 17 March 2023, science seek-

ing to manipulate the human genome, even only for

research purposes, is virtually non-existent here. Given
that the country continues to be a powerhouse for re-
search and innovation in many other areas, this failure
to engage with HHGE is quite notable.

With regards to HHGE, what ought to be noted is
that on a normative level the debate has greatly ad-
vanced in recent times, with a great many bioethicists
and legal scholars advancing the argument that using
HHGE, at least in the case of reproductive therapy, is
justifiable. Although a number of works can be cited
that do this (e.g., Gyngell et al. 2019, Johnson 2021, and
Thaldar 2022), it is perhaps worth singling out the argu-
ment developed by the Stanford University’s Henry
Greely, who refutes the fundamental premises of the ob-
jections made to HHGE. Greely explains, for example,
that there is no such thing as “the human germline ge-
nome”, which is sacred and in need of preservation for
posterity; in fact, he points out, there are 7.3 billion hu-
man germline genomes, because every living person has
a ‘germline genome” and “each one is different”
(Greely 2021: 209). Furthermore, ad hoc genomic
changes, he highlights, occur all the time anyway, both
inadvertently and as a result of deliberate actions on our
part. To cite one of Greely’s examples that illustrate this
point, the use of synthetic insulin has boosted over time
the number of people with DNA variations leading to
diabetes, since those with this condition who would
have died as a child in the past now live long enough to
reproduce. Similarly, the transition from hunting to
farming centuries ago resulted in a greater number of
copies in our gene pool of starch-digesting genes.

To return the focus on HHGE in Japan, with a view
to pushing this country to play its part in the develop-

ment of a responsible path for therapeutic HHGE, the
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present article seeks to put the spotlight on this regretta-
ble state of affairs. Some discussion already exists that
sees the absence of HHGE science in Japan as a result
of confusing and contradictory regulatory rules in this
area. In particular, as it will be elaborated on later in the
article, the Hokkaido University scholar Tetsuya Ishii
has pointed out how the Japanese situation is regulated
by a multitude of administrative guidelines, as opposed
to by a clear single law, and that although some people
might interpret this bureaucratically drawn framework
to permit genome editing of human embryos, as long as
it is at the laboratory level and not for use in reproduc-
tion, it is also possible to come to a conclusion from cer-
tain earlier-installed rules that this is not the case (Ishii
2020). Even though, since Ishii’s submission of his
manuscript, it is also possible to point to the instalment
in 2019 of the “Guidelines for Research Using Gene-
altering Technologies on Human Fertilized Embryos",
which permits genome editing on surplus embryos, and
the revision in 2021 of the “Ethical Guidelines for As-
sisted Reproductive Technology Research that Involves
the Generation of Human Embryos”, which permits ge-
nome editing on new embryos), the existence of these
earlier-dating regulations Ishii mentions could be said to
make HHGE still a grey area in Japan. Against this
backdrop, the present article seeks to advocate for a
bolder and more proactive stance by the scholarly com-
munity here, just as has been the case elsewhere, in in-
teracting and communicating with the citizenry about
what the science involves and what issues are at stake.
In seeking to advance this agenda, the article joins
Nakazawa et al. in arguing for a vibrant grassroots-level
domestic discussion on this subject, with social scien-

tists and humanities specialists taking the leadership

role (Nakazawa et al. 2018). Whilst promulgating clear
rules would also be beneficial, ultimately, I argue, the
way to break the stalemate in Japan’s HHGE science is
through helping the public overcome the moral scruples

it has about it.

2. The global state of HHGE debate after the He
Jiankui storm

In May 2015, precisely 17 months since China
claimed the monkey in the global race to gene-edit
mammals (Niu et al. 2014), a team of 16 Chinese scien-
tists reported the first experimental work of this kind in
human embryos. Although the embryos used in this ex-
periment were non-viable, since the world was far from
having reached a consensus that clinical HHGE would
be morally acceptable, the authors had found it difficult
to take their manuscript to print. Indeed, prior to being
accepted by Protein and Cell—a journal established in
2010 with an editorial board comprising predominantly
of China-based scientists—they had received rejections
from both Nature and Science. As for the results pre-
sented by the paper, they demonstrated an astonishing
lack of fidelity: of the 71 embryos that survived inter-
vention with the clustered regularly interspaced short
palindromic repeats (CRISPR)-Cas9 to correct the mu-
tation causing the lethal heritable blood disorder beta
thalassemia, 28 were cleaved, and only 4 contained the
replacement genetic material, but with regards to these
4 embryos, a great many off-target mutations were
found, and still more were envisioned (Liang et al.
2015).

Two years after this paper, another manuscript of
this nature emerged, this time making it to Nature, from

within the American community of scientists. In this
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second study, the team of the developmental biologist
Shoukhrat Mitalipov at the Oregon Health and Science
University in Portland made the landmark claim that his
team had managed to rid human embryos of the disease
mutation giving rise to the deadly condition known as
hypertrophic cardiomyopathy. “By modulating the cell
cycle stage at which the DSB [double-strand break] was
induced”, the team stated, “we were able to avoid mo-
saicism in cleaving embryos and achieve a high yield of
homozygous embryos carrying the wild-type MYBPC3
gene without evidence of off-target mutations” (Ma et
al. 2017). Asserting in this way that they have corrected
the pathogenic gene mutation whilst avoiding problems
such as mosaicism, Ma et al. advocated the use of
HHGE as a complementary therapeutic measure to pre-
implantation genetic diagnosis (PGD), only to be imme-
diately thereafter challenged to provide a validation of
their conclusions (Egli et al. 2017).

With little else being reported in the way of research
on applying CRISPR/Cas9 for human reproduction at
the time of the Second International Summit on Human
Genome Editing in 2018 in Hong Kong, the announce-
ment by the Chinese biophysicist He Jinkui came as a
shock that he had gone on to apply this technique clini-
cally. Although, as elaborated by Stanford University le-
gal scholar Henry Greely (Greely 2019), there are nu-
merous other levels at which He’s action was con-
demned, the criticism of his decision to employ in hu-
mans a tool for which there was no demonstrable une-
quivocal evidence that it is safe and effective was over-
whelming. The resulting furore, which has been widely
covered in the media and academic circles, saw calls for
a moratorium coming from various directions, including

from leading scientists (Lander et al. 2019; Wolinetz &
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Collins 2019; Getz & Dellaire 2019; Baylis 2019; see
also Welcome Sanger Institute 2019; Royal Society
2019; SCIMEX 2019).

As the dust was settling from the He announcement,
however, the voice was raised from within the Western
academic community that the missteps committed by a
few rogue scientists should not divert us from the goal
of acquiring technical competency in HHGE so as to re-
spond to the unmet medical need of certain patients. Alt-
hough all of Harris 2018a & 2018b, Steffann et al. 2018,
Gyngell et al. 2019, Brokowski & Adli 2019, Hammer-
stein et al. 2019, Lovell-Badge 2019, Rasnich 2020, and
Greely 2021 could be cited as expressions of this idea
that there is a moral imperative to act upon HHGE sci-
ence, one particularly strong exposition of it is found in
a 2019 essay entitled After the Storm—A Responsible
Path for Genome Editing and penned by the influential
trio of geneticists George Q. Daley of the Harvard Med-
ical School and the Boston Children’s Hospital, Robin
Lovell-Badge of the United Kingdom (UK)’s flagship
for discovery research in biomedicine—the Francis
Crick Institute, and Julie Steffann of Paris University
and the Necker-Enfants Malades Hospital (Daley et al.
2019). Daley, it is worth noting, had previously individ-
ually gone as far as outlining what a responsible path-
way for clinical translation of HHGE would look like
(Daley 2018; also cited in Daley 2020). Included in this
outline were both: a list of safeguards for ensuring faith-
ful implementation, with a special focus on the chief
concern about mosaicism, and a hierarchy, developed on
principles of medical triage, of “disease indications that
might represent a gradation of medical necessity, and
thus permissibility” (Daley 2020: 8). However, it was

here in this joint essay that Daley argued most forcefully
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against making a reflex reaction to He, citing the extent
to which patients stand to benefit from HHGE. Apart
from the couples where both partners carry homozygous
recessive disease alleles, or those where one of the
members is homozygous for an autosomal dominant
disease allele such as that for Huntington’s disease,
there are all those couples, a significant majority, the trio
of authors argued, who are affected by an autosomal re-
cessive or dominant genetic disease and whom pre-im-
plantation genetic diagnosis (PGD) has failed (Daley et
al. 2019: 899).

Today, whilst caution is still very much the watch-
word when it comes to HHGE, a moratorium on it has
increasingly come to be seen as too extreme a measure.
To elaborate, as evident from the analysis of the wealth
of ethics reports and statements issued on HHGE by
2018 by various national and international bioethics
bodies (Brokowski 2018), there is a consensus that clin-
ical HHGE should be banned at present. On the other
hand, however, the common conclusion of the three ar-
guably highest profile national bodies that have issued
documents on HHGE—namely, those of the US, the UK
and Germany—was that no categorical ethical barriers
exist for its use for reproductive purposes. To illustrate
the tenor of one of these texts, the US National Acade-
mies of Sciences, Engineering and Medicine (NAS), for

example, states that:

Heritable genome-editing trials must be approached
with caution, but caution does not mean they must
be prohibited. If the technical challenges were over-
come and potential benefits were reasonable in light
of the risks, clinical trials could be initiated if lim-

ited to the most compelling circumstances, if

subject to a comprehensive oversight framework
that would protect the research subjects and their
descendants, and if sufficient safeguards were in
place to protect against inappropriate expansion to
uses that are less compelling or less well understood.

(NAS 2017: 134)

To go back to George Daley—the Dean of Harvard
Medical School—though, even at the 2018 Summit
where He Jiankui made the revelation that provoke
widespread immediate outrage, he made the step of ask-
ing for HHGE not to be ruled out in principle. Daley,
who, by his own admission, had been involved in re-
viewing the above-mentioned first HHGE scientific pa-
pers, stressed that the feasibility for HHGE is here and
that the ethical considerations can no longer be put off.

To quote him:

- a number of groups have applied gene editing
now to human embryos in the context of in vitro fer-
tilization and attempting to determine variations of
a protocol that would enhance the fidelity and re-
duce mosaicism. I think there has been an emerging
consensus that the off-target problem is manageable,
and in some cases even infinitesimal. There are
some interesting proofs of principles, like diseases
such as beta-thalassemia that could potentially be

approached with this strategy (Daley 2018).

This was followed by him laying down the details of the
procedure through which embryos can be effectively as-
sessed for what he calls “fidelity of genome editing
safety” (Ibid.). Included in this outline were both: a list

of safeguards for ensuring faithful implementation, with
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a special focus on the chief concern about mosaicism,
and a hierarchy, developed on principles of medical tri-
age, of ‘disease indications that might represent a gra-
dation of medical necessity, and thus permissibility’

(Daley 2020, 8).

3. The current state of the debate in Japan:

Too limited

Whilst strong admonitions, such as the ones by Da-
ley, Lovell-Badge and Steffann mentioned above, were
made in the West against knee-jerk reactions to He
Jiankui, in Japan, by contrast, the atmosphere was one
of complete condemnation of HHGE, even as an idea.
Nobody was seen to argue here the case for a responsi-
ble path forward for HHGE or to uphold the principle
that if it were technically possible for us to change our
germline genome safely and effectively, there might be
cases where it would be compelling to do so. Nor did
anyone take the challenge of pointing out the flaws that
underpin the common objections to HHGE and high-
lighting the responsibility to continue pursuing mastery
of the technique for the sake of those currently without
a therapeutic reproductive option. Even today, the dif-
ference is striking between the record of firm affirma-
tions made in the aftermath of the He announcement by
scientists and bioethicists in other countries of the pro-
spective value of prudently implemented HHGE, and
the silence, on the other hand, that remains in Japan on
this subject.

In the midst of this silence on the part of the aca-
demic community, it is no wonder that public support
for HHGE was found to drop in the aftermath of the He
Jiankui fiasco. Indeed, in the absence of counterforces,

the episode of the botched HHGE experiment in China
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only damaged the populace’s view of this procedure in
a way that further inhibits debate. To cite concrete evi-
dence of this, through a sequence of questionnaires from
the three years of 2016, 2018 and 2019, it was shown in
the context specifically of Japan that the widely publi-
cised 2018 HHGE scandal led to a significant decline in
the acceptance of the use of the genome editing technol-
ogy in general, and particularly so for human reproduc-
tion (Watanabe et al. 2020). More specifically, the sur-
veys, which asked questions about the acceptability of
genome editing in a range of fields, from fishery to ag-
ricultural breeding, to human reproduction, revealed in
the final sample year a stark rise in disapproval of the
technology’s utilization of fertilized human eggs—from
12% in 2018 to 29% in 2019. Moreover, respondents on
whom use in fertilized human eggs made the strongest
impression were found to have risen from 15.9% in
2018 to 20.4% in 2019, with this being interpreted by
the trio of scientists that had conducted these surveys as
“suggesting the news of the twin babies in China had a
substantial influence on the Japanese public,” raising
public awareness of the genome editing methods, but
also damaging their reputation. Whilst this is merely a
speculation, it is possible to consider that this docu-
mented change in public opinion in Japan will make
leading public figures, including politicians, and prom-
inent scientists more hesitant when it comes to discuss-
ing HHGE. Ultimately, this can only restrict the public
debate, meaning that the ethical challenges surrounding
the technology would remain unexamined, with the
moratorium in science continuing to the detriment of
those who need HHGE.

Recently, an attempt was made by Hokkaido Uni-

versity’s bioethicist Tetsuya Ishii to create momentum
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for the enactment of a law on HHGE, which he saw as
the most appropriate approach to breaking the morato-
rium on this science. In particular, lamenting the virtu-
ally non-existent HHGE science, Ishii pointed to is the
confusion and uncertainty that must exist amongst Jap-
anese scientists as to whether they are free, i.e. without
the threat of being penalized, to engage in such work.
“When it comes to research involving human germline
genome modification”, he elaborated, “the Japanese
regulatory framework [as created by the Ministry of Ed-
ucation, Culture, Sports, Science and Technology
(MEXT) and the Ministry of Health, Labour and Wel-
fare (MHLW)], is characterized by gaps and inconsist-
encies” (Ishii 2020: 442), with the definitions used in it
“often [being] at odds with scientific understanding”
(Ibid.: 448). “What Japan needs [he concluded] is a co-
herent, up-to-date, fundamental law that governs both
basic research and medical use of human germ cells as
well as embryos, one that is discussed in and approved
by the Diet, Japan’s bicameral legislature, instead of by
a Cabinet Committee, to ensure broad social under-
standing of, and support for, scientifically important re-
search on human germline (Ibid.: 463).

Apart from this discussion by Ishii, what needs to
be added is that following the approval to use human
embryos in genome editing research in China and the
United Kingdom in 2015 and 2016 respectively, the Jap-
anese community of scientists and other academics, or
more specifically the Science Council of Japan (SCJ)—
an organization of over 2,200 members representing Ja-
pan’s academic community—issued a call to the gov-
ernment to enact legislation. The SCJ stated in its call
that HHGE science is acceptable if the goal is to learn

about the natural reproductive process (pursuing it for

the purpose of developing a therapy for people with in-
tractable diseases was deemed unacceptable), and it
wanted to see a law promulgated to this effect (SCJ
2017). In the meantime, at the government level, delib-
erations had already begun as to whether regulatory ac-
tion is needed. In particular, an investigative committee
set up within the Council for Science, Technology and
Innovation (CSTI) operating under the Cabinet Office
had been discussing the ethical issues since 2016. With
the academics’ recommendations being issued, the fur-
ther step was taken of establishing a Task Force under
the CSTI to review the policy on handling of embryos.
During the deliberations within this Task Force, the
view was expressed by a number of Japanese scientific
Societies (e.g., the Japan Medical Association, the Japan
Society for Gene and Cell Therapy, the Japan Society of
Human Genetics, the Japan Society of Obstetrics and
Gynecology, and the Japan Society of Reproductive
Medicine) that there is a limit to which they can self-
regulate and that the promulgation of a law on HHGE is
necessary in order to prevent misuse of the technology
(Nakazawa et al. 2018; Kato 2020). However, when the
CSTI released draft guidelines for HHGE research, it
became clear that the SCJ’s and various Societies’ plea
for a law would not be granted, and that, if anything is
done at all, then that would be a revision of the existing
ministerial-level guidelines. Indeed, rather than making
a higher-level policy recommendation, the report simply
urged the two bureaucratic bodies with jurisdiction over
this matter, namely the Ministry of Education, Culture,
Sports, Science and Technology (MEXT) and the Min-
istry of Health, Labour and Welfare (MHLW) to update
their existing guidelines (CSTI 2018, 2019 & 2021). As

for the content of the update, this also departed from the
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SCJ recommendations in that approval for basic HHGE
research was proposed, albeit in two separate stages, for
both—the acquisition of knowledge about embryogen-
esis and for reproductive therapy—with so far only the
former being acted upon jointly by the ministries
(MEXT & MHLW 2019).

Disapproving of both of these departures from its
suggested policy, the SCJ felt compelled to issue in 2020
another set of recommendations (SCJ 2020). In it, it
stated unambiguously that ‘basic research aimed at clin-
ical application should also be prohibited’ (Ibid., 7).
Three justifications that were offered in the way of ex-
plaining this stance were that: 1) the message might be
sent ‘to the people presently living with disabilities or
with intractable diseases that they should not have been
born’; 2) ‘a woman who accepts the pregnancy and
childbirth could be [sic.] persuaded into not giving birth
to a child with a disease or disability’, with this ‘re-
sult[ing] in an unacceptable endorsement of eugenics
and a pattern of thinking that is the same as in the old
[coercive] eugenics’; and 3) the right to self-determina-
tion of future generations would be violated (Ibid., 5-6).

Despite this tone of the SCJ with regards to HHGE
research for reproduction, they clearly expected the sci-
ence to happen for the purpose of understanding embry-
ogenesis. That this is the case could be gauged from a
chapter on Japan by Ishii, who served on both scholars’
committees, which was included in the above-men-
tioned 2020 volume Human Germline Genome Modifi-
cation and the Right to Science. To discuss again with
focus on Isshii, whilst his proposal for a reinvigoration
of the parliamentary debate is valid and goes some way
in the direction of addressing the glaring absence of dis-

cussions on the subject, Ishii only goes half the distance.

8

This is because, firstly, he falls short of advocating
HHGE for reproductive therapy, arguing that the science
should be conducted only insofar as to open the “black
box” of conception, full stop. Secondly, he advocates for
the criminalization of Japanese nationals who might in
the future go and seek HHGE abroad. In an effort to mo-
tivate the politicians to enact a law in this area, Ishii sug-
gests that the latter is necessary as a deterrent to Japa-
nese patients who might want to flee for treatment
abroad. “[I]n the era of cross-border reproductive med-
icine”, he seems to write in alarm, “some prospective
parents might choose to go abroad to seek germline
modification as the last-resort remedy for their infertil-
ity problems, or to treat a genetic disease in their off-
spring” (Ibid.: 465). To prevent this from happening, he
argues, “[a] national law is needed, one with extraterri-
torial reach”, because ministerial guidelines would not
be enough to stop such patients (Ibid.: 465).

Although this issue is tangential to the main one dis-
cussed in this article, it is worth arguing that the criminal
sanctions that Ishii has in mind in such a scenario would
be best directed at charlatan service providers and not
the patients who act out of desperation. Indeed, condem-
nation of couples to domestic reproductive exile, which
a law that promises to penalize a national who returns
from HHGE therapy on foreign soil is, would perhaps

be too much of a draconian measure to have.

4. A call for a bolder stance by Japanese scientists
and other academics
How many people in Japan share the knowledge,
with Greely above, that there is no such a thing as “the
human germline genome” that passes unaltered from

generation to generation? And, how many people share
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the knowledge that each of our genomes changes, as a
result of what we do as well? And how many people re-
alize that the proposed CRISPR-induced changes for re-
productive therapy simply change the frequency with
which a particular, already common gene variant, is
seen in the population?

Instead of urging reflection on such questions,
whatever limited debate there exists in Japan on this
subject stops at the level of the dogmatic, unquestioning
acceptance of the view that HHGE is a line that should
never be crossed. This situation seems regrettable. Japan
has a lot to contribute technologically to the therapeutic
HHGE project, and a societal debate here is a necessary
precondition for science to happen. Society indeed has
a key role to play in the development of such a technol-
ogy, impacting the path that science takes. Feeding into
policy decisions as it does, societal debate potentially
serves as a powerful factor in guiding science, and the
two need to march hand in hand. There exist numerous
examples where this has hitherto been the case. Take,
for example, the way society directed the development
of nuclear technology. If it were not for political and war
considerations in the US in the 1940s, the so-called
Manhattan Project would have never been launched to
develop the nuclear bomb. True, nuclear technology
might well have developed independently of that Project
at some later point in time. However, to say that those
scientists operated in a void, taking an initiative of their
own, would be a gross misrepresentation. To make the
same point with an example where the reverse has hap-
pened (i.e., the lack of social support for a technology
making the associated science stagnate), it must be re-
membered what happened with human embryonic stem

cell research in the late 1990s and the 2000s. In the

US—arguably the leading global scientific powerhouse,
the ban during the era of the Bush Administration on the
use of federal funding for research using human embry-
onic stem cells on all but a limited number of cell lines
already in existence led to many opportunities for devel-
oping cures of intractable illnesses being lost, as scien-
tists had no choice but to choose alternative directions
in which to spend their time and efforts. In Japan too,
the work involving the manipulation of embryonic stem
cells that began at the turn of the century never took off,
precisely because the widely held public view of this as
a taboo precluded the debate from deepening. Ulti-
mately, in this jurisdiction, resources became focused on
using induced pluripotent stem cells, despite the appar-
ent short-term technical advantages, for the develop-
ment of therapeutics at least, of embryonic stem cells.
As these examples suggest, HHGE science cannot
progress in an ethical emptiness. A vibrant public debate
is needed to direct it. It is time that Japanese scientists
and other academics stepped up and fulfilled their role

of enlightening the public.
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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
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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 0f 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)”

Case description:

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

"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. 1
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?”

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:

"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."

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

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:

“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 partership, 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?"

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

“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.”

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

“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.’

)

Additionally, he noted the following;

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

ethics review?

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

Q4: Speculate why the ERB made this decision.

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

conduct this research?”

“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

research plan?

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

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

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
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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.
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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

Fig. 1 The rubrics development processes

versions in actual REC training workshops.

!

Phase 1: Creating a preliminary general scoring guide rubric

Fig. 2 (the preliminary general scoring guide rubric)

The draft scoring guide rubric

Phase 2: Drafting the task-specific scoring guide rubric

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

The draft task-specific four-level

after discussions (not presented)

versions

Fig. 3 (the task-specific

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

v

scoring rubric (not presented)

I

scoring guide rubric)

¥

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

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
Following careful

general scoring guide rubric.

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.
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Fig. 2 The preliminary general scoring guide rubric for novice research ethics consultants

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:

Preliminary Dimensions

Descriptions of the highest level of performance

Assessment

Highest (4) <=> Lowest (1)

Identifying issues (points

Identifies all points that contain ethical issues.

. + Sufficiently understands the correlations among the points of 4 3 21
of interest) .
interest.
* Points out the relevant laws, guidelines, regulations, and
Understanding and other rules.
knowledge of relevant + Sufficiently understands the contents of the relevant laws,
I laws, regulations, guidelines, regulations, and other rules. 4 3 2 1
guidelines, and other . .
* Understands the normative nature (existence, strength, etc. of
rules (by governments, o 1
. . the binding force) of the relevant laws, guidelines,
academic societies, etc.) .
regulations, and other rules.
Understanding and * Correctly points out relevant research ethics principles,
knowledge of relevant concepts, discussions, etc.
II research ethics « Sufficiently grasps the contents of the relevant principles, 4 3 21
principles, concepts, concepts, discussions, etc.
discussions, etc.
* Correctly determines whether or not obtaining additional
information is necessary.
- Hearing additional * Sufficiently hears additional information needed to analyze 43 0 1
information ethical issues.
» Comprehends the client’s policies and thoughts, research
conditions, and limitations in practice.
* Adequately analyzes all ethical issues.
V  Analyzing ethical issues * Provides sufficient justification for each issue and reasons 4 3 2 1
why it cannot be justified.
* Devises the best solution as an ideal one.
Devising and presenting Adequately devises alternative solutions (e.g., second best
best recommendations one).
VI and alternatives (second ) ) : 4 3 2 1
(, * Presents the best practical solution based on the client’s
best recommendations, . ) . o
etc) 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.
ViI Appropriateness as * Expressions are easily understood. 4 3 2 1

advice

Clearly indicates that the answers from the research ethics
consultant constitute only advice or recommendations, and
not instructions or orders.

Overall evaluation: [J Expert level (4)

O Advanced level (3) [ Basic level (2)

[0 Below basic level (1)

Comments :
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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.”
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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

such as “appropriately” or “properly.”

therefore often allowed to contain ‘judgmental’ terms,

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

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 .
Assessment
Dimensions Descriptions of the highest level of performance )
Lowest (1) <=> Highest (4)
Understanding of the ~ * Properly understands the contents and circumstances of a consultation case.
I contents c?fa requested 123 4
consultation
(All questions)
» Knowledgeable about the Ethical Guidelines for Medical and Health Research Involving
Human Subjects (“The Guidelines”), and the Guidance of the Guidelines.
Understanding and + Knowledgeable about the Act on the Protection of Personal Information (Act No. 57 of May
knowledge of relevant 30,2003/Article 76(1)(iii): Exclusion of academic studies from application).
laws, regulations, * Understands “clinical research” and “specific clinical research” as defined by the Clinical
I guidelines, and other Trials Act (Act No. 16 of Apr 14,2017). 1 23 4
rules (by governments, « Knowledgeable of some of the official guidelines and rules regarding COI (e.g., “The
academic societies, Guidelines for Formulation of Conflicts of Interest Policy for Clinical Research,” “The
etc.) Report of the Working Group on the Conflicts of Interest,” “The Guidelines for
QD) 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 COl management guidelines,” etc.).
Recognition of * Recognizes that additional detailed information should be collected with regard to the
additional information ~ tesearch plan, including the contents of the research, the research team, and the contract with
Il ‘0 be collected from the @ collaborating company. 1 2 3 4
client * Recognizes that additional detailed information on the comments by the Ethics Review
(Q2) Board should be collected.
* Understands “collaborative research” and “collaborative research implementing entity” as
Understanding and defined in the Guidelines (Guideline 2(9), (10); Guidance p.14, Explanation 5).
knowledge of relevant ~ * Understands the concept of “existing information” and the requirements when providing
research ethics existing information to other research implementing entities (defined in Guideline 12-1(2),
v principles, concepts, (3)). b2
discussions, elc. * Understands the concept of “conflicts of interest.”
(Q3,Q4) * 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,”
Analysis of ethical and understands its merits and demerits.
V issues * Appropriately analyzes the justification for conducting the research as a “commercial/for- 1 2 3 4
(Q3 to Q5) 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.
Devising and  Appropriately considers a feasible research plan.
VI providing * Respects the client’s intentions, and appropriately devises how the research plan should be 1 2 3 4
countermeasures modified or revised in accordance with the conditions and feasibility of the research.
(Q3,Q06) * Appropriately selects which analysis results should be told to the client (or not).
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:
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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
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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

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

Unacceptable (1)

Not yet competent (2)

Competent (3)

Exemplary (4)

I Understanding of the
contents of a requested

Has many misunderstandings
about the contents and

Has slightly misunderstood the

Has some concrete

contents and/or circumstances of understanding of the contents

Fully understands the contents
and circumstances of a consulted

consultation circumstances of a consulted a consulted case. Alternatively, and circumstances of a consulted case in a correct and concrete
(All questions) case. does not have a concrete case without any manner.
understanding of the contents ~ misunderstanding.
and circumstances of a consulted
case.
II' Understanding and Lists only one of the following:  Lists two of the following: Lists three of the following: Lists all of the following:

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

Qn

(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

IIT Recognition of additional
information to be collected

from the client

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:

(1) the necessity of additional detailed information regarding the research plan (the contents of the research, the research

2
@ team, the contract with a collaborating company, etc.)
(2) the necessity of additional detailed information on the comments by the Ethics Review Board
IV Understanding and Understands none or only one of Understands two of the Understands three of the Understands all of the following:

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

(Q3,Q4)

the following:

following:

following:

(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”

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

V  Analysis of ethical issues

(Q3t0 Q5)

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

(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.

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;

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.

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;

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.

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, 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.

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.

Comments:
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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
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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

Fig. 5 Dimension changes

Preliminary general scoring guide
rubric

I: Identifying issues (points of

expressions. Those changes of dimensions are illus-

trated in Fig. 5.

Finalized task-specific scoring guide
rubric

| 1: Understanding of the contents of a

interest)

Il: Understanding and knowledge of
relevant laws, regulations,

requested consultation

Il: Understanding and knowledge of
relevant laws, regulations,

guidelines, and other rules (by
governments, academic societies,
etc.)

II: Understanding and knowledge
of relevant research ethics
principles, concepts, discussions,
efc.

IV : Hearing additional information

V: Analysis of ethical issues

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

VIIL: Appropriateness as advice

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

//

A\ 4

guidelines, and other rules (by
governments, academic societies,
etc.)

II: 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

VI1: Devising and providing
countermeasures

standard deviations were observed mainly in Dimen-
sions III and I'V. 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.

Table 2 Self-assessed scores (mean = SD) of the workshop participants by the task-specific scoring-guide rubric

Dimension I Dimension I Dimension III Dimension IV Dimension V Dimension VI
Group 1 2.540.6 2.5+0.6 2.3£1.0 2.8£1.0 2.540.6 2.5+0.6
Group 2 3.0+0.8 2.7+0.5 3.0 2.8+1.0 2.540.6 2.540.6
Group 3 32404 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 2.840.4 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
Al (T:zngers 2.9+0.6 2.8+0.4 2.840.7 2.8+0.6 2.5+0.6 2.640.5
Assessment score: fromthe lowest (1) to the highest (4)
SD: a standard deviation
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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
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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
Competency domains and intermediate categories e —
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 °
) Domestic laws related to medical research (e.g., personal information law, clinical research law, o
regenerative medicine law, next-generation medical infras tructure law)
) Japanese administrative (ethical) guidelines for medical research (e.g., medical guidelines, o
genome guidelines)
@) Institution policies/regulations on medical research and in-facility REC/IRB, related de partments o
(e.g., REC/ IRB, clinical research support center, medical information, me dical s afe ty)
9) Basic terms and concepts related to medical research and medical care .
(10) Japan’s medical insurance system, medical/biomedical policy °
1D Basic matters related to research expenses (public and private) .
(12) Basic matters of research integrity (e.g., research misconduct, authors hip) °
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Appendix 1 (cont.) Core competencies required for novice research ethics consultants (RECs) [3] (excerpted)

Competency domains and intermediate categories M
Basic
Domain 2-1:  Ethics assessment skills
5) Research protocol reading skills .
(16) Skill of distinguishing between medical care and research °
a7 Skill of distinguis hing le gal matters from non-legal matters governed by ethical norms .
18) Logical thinking/analytical skills .
19) Eliciting (or understanding) the true intentions of consultees/researchers L
(20) Identiﬁcgtion 9f ethical, legal, and social issues (ELSI). related tg the consultation case: o
(1) Identification of problems related to the fair selection of subjects
@1 IdentiﬁceTtion .of ethical, legal, and social i.ssues (ELSI) related to the consultation case: .
(2) Identification of problems related to risks and benefits
@2) Ide ntiﬁcafion (')f ethical, legal, and social issues (ELSI) related to the consultation case: N
(3) Identification of problems related to consent
28) Search j‘md' collf:ct necessary information, supple mentary information, and materials relevant to o
domestic situation
Domain 2-2: Management and procedural skills
(30) Dividing roles and purposes between REC/IRB review and consultation °
(34) Issuing appropriate war.nings to te f'mina.te, fxbandon, or modify issues, matters, or practices that N
cannot be legally or ethically permitte d/jus tified
(35) App.ropriately connecting.and c.onsulti'ng with re.:lated. ('iepartments (e.g., REC/IRB, medical information, .
medical safety, research integrity audit office) in facility as necessary
Domain 2-3: Interpersonal skills
37 General communication skills (e.g., listening, clarity, non-verbal communication) (]
398) Accurate and clear expression skills in Japanese language .
39 Ability to first answer required questions .
Domain 2-4:  Educational skills
48) Ability to explain in plain language °
Domain 3: Personal characteristics
(50) Self-discipline skills °
(51) Open-minded attitude °
(52) Empathic attitude °
(53) Neutral/inde pende nt-minded attitude, fair minde dness .
(54) Honesty, integrity °
(55) Reflective/self-knowledge attitude °
(56) Perseverance, diligence (]
a7 Coherence, logicalness .
(58) Calmness, prudence °
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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 I'V. 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
anovice 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.
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As assisted reproductive technology (ART) rapidly spreads, various ethical issues arise. This paper focuses on the
issue of multiple pregnancies resulting from in vitro fertilization (IVF). In the first part, we discuss how double
embryo transfer (DET), which involves transferring multiple embryos back into the mother's womb, can increase
pregnancy rates but also significantly raises the risk of multiple pregnancies, thereby increasing risks for both the
mother and the fetus. Particularly, the risks to the fetus tend to be overlooked in favor of the parents' wishes. Further-
more, [ propose setting the target for reducing the rate of multiple pregnancies caused by IVF to match the natural
occurrence rate. In the second part, we explore specific approaches to achieve this goal by examining cases from
countries like Belgium, Sweden, Italy, and Australia. In Japan, instead of enforcing strict legal restrictions on the
number of embryos transferred, it is considered more effective to prioritize measures such as strengthening the ac-
creditation standards of IVF facilities, clarifying the number of embryos transferred under the insurance system, and
ensuring that the guidelines support the legitimacy of facilities appropriately refusing excessive patient demands
under the principle of "respect for autonomy.".

Keywords: assisted reproductive technology (ART), in vitro fertilization (IVF), double embryo transfer (DET),

single embryo transfer (SET), multiple pregnancy
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[Types of manuscripts] All manuscripts must be supplied in the following style.

Submitted manuscripts are categorized according to the word count as follows.
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[Submission method] Manuscripts must be submitted via email. Make sure the manuscripts are in compliance
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