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posed by advances in medical science.

The Department of Public Policy contributes to the accomplishment of the following
major missions: research ethics consultation to help scientists to comply with
ethical guidelines and build public trust; public policy science studies of translational
research and its societal impact; and promotion of patient and public involvement/
engagement in research and health care. Through qualitative and quantitative
social science studies and policy analysis, we facilitate discussion of the challenges

1. Symposium report—ethical and social consid-
erations regarding return of secondary find-
ings in atomic bomb survivors

The Radiation Effects Research Foundation (RERF)
conducts research on the health effects of atomic
bomb (A-bomb) radiation, supported by the long-
term cooperation of survivors and their children. In
response to concerns from A-bomb survivors, their
offspring, and the global community, RERF has in-
vestigated transgenerational radiation effects for
many years. Currently, RERF is planning the Trio Ge-
nome Study (TGS), which will utilize advanced ge-
nome sequencing to examine potential genetic effects
on the offspring of survivors. This study could yield
significant findings but also presents ethical challeng-
es, particularly in ensuring that results are returned
responsibly to the community. RERF first held an in-
ternational workshop to address ethical, legal, and
social issues related to genomic analysis in 2020, fol-
lowed by the formation of stakeholder committees to
align the study with community perspectives. Most
recently, in December 2024, an international symposi-
um further explored frameworks important to the
TGS, including risk communication, benefit-sharing,
community involvement, and return of secondary
findings. In genomic analysis, secondary findings

comprise a deliberate search for pathogenic variants
in an established list of genes in disorders associated
with life-threatening manifestations. Returning these
secondary findings to research participants is crucial
from the perspective of benefit-sharing. Discussions
emphasized the need for transparency in the return of
secondary findings, especially those with actionable
health implications, including sharing the rationale
behind providing information about genetic variants
to research participants. These frameworks will guide
not only future RERF studies but also genomic re-
search worldwide, ensuring that the findings benefit
participants and communities.

2. What does “appropriate scientific justifica-
tion” mean for the review of human pluripotent
stem cell, embryo, and related research?

Rapid advances in human pluripotent stem cell
(PSC), embryo, and stem cell-based embryo model
research have enabled unprecedented exploration of
early human development, while also raising com-
plex ethical and regulatory questions. The 2021 Inter-
national Society for Stem Cell Research (ISSCR)
Guidelines require that such research be supported
by “adequate and appropriate scientific justification,”
yet this concept has not been clearly operationalized



70

for investigators and reviewers. In this article, mem-
bers of the ISSCR Ethics Committee examine what
constitutes scientifically justifiable research involving
human PSCs, embryos, and related models. Drawing
on multidisciplinary expertise and discussions from
dedicated workshops, the authors identify seven key
characteristics relevant to scientific justification, in-
cluding scientific rigor, importance of the research
question, comparison with alternative approaches,
stepwise study design, assessment of research risks,
adequacy of the research environment, and investiga-
tor qualifications. The paper also discusses how ethi-
cal considerations, jurisdictional differences, and
evolving societal values intersect with scientific re-
view. By providing practical guidance for oversight
committees, regulators, and researchers, this work
aims to promote responsible innovation, transparent
decision-making, and sustained public trust in sensi-
tive areas of stem cell and embryo research world-
wide.

3. International Survey on Genetic Literacy and
Awareness in Patients with Spinal and Bulbar
Muscular Atrophy

Genetic literacy among patients is important for
presymptomatic diagnosis and intervention, family
communication, and future therapeutic strategies for
inherited neuromuscular diseases. This international
survey examined genetic literacy and related atti-
tudes among patients with spinal and bulbar muscu-
lar atrophy (SBMA) across Japan, the Americas and
Europe, and Asia-Oceania (excluding Japan). Ques-
tionnaires were developed in collaboration with pa-
tient advocacy groups and distributed to patients
with SBMA to assess knowledge of inheritance, ge-
netic testing, information sharing, reproductive tech-
nologies, and genetic counseling. Responses from 628
patients revealed that only around one-third demon-
strated high genetic literacy across all regions, de-
fined by correct answers regarding inheritance risk.

While overall literacy levels were similar, substantial
regional differences were observed in willingness to
share genetic information with family members and
to recommend presymptomatic genetic testing, with
patients in Japan and the Asia-Oceania group being
more hesitant. In Japan, higher genetic literacy was
associated with younger age and greater willingness
to participate in clinical research, but such associa-
tions were not observed in other regions.

4. Exploring Patient and Public Involvement and
Engagement in Allergy Research: Cross-Dis-
ease and Cross-Stakeholder Perspectives in
Japan

Patient and public involvement and engagement
(PPIE) is increasingly recognized as a core ethical and
practical component of medical research, yet its im-
plementation varies across disease areas and stake-
holder groups. This study investigated the current
status of PPIE in allergy research in Japan through a
survey of principal investigators and patient advoca-
cy group representatives, with comparisons to rare
disease and cancer research. The survey assessed per-
ceptions of the necessity of PPIE, existing practices,
unmet needs, and the use of digital tools for engage-
ment. Results showed that patient advocacy groups
in allergy research strongly endorsed the importance
of PPIE and reported frequent interactions with re-
searchers, whereas many researchers demonstrated
lower awareness and limited implementation of for-
mal PPIE frameworks. Key challenges included the
need for training, dedicated coordinators, and practi-
cal guidance to facilitate effective collaboration. De-
spite active use of digital platforms by patient groups,
researcher utilization remained limited. These find-
ings reveal structural and awareness gaps between
stakeholders and emphasize the importance of educa-
tion, standardized guidelines, and supportive infra-
structure to achieve meaningful and sustainable PPIE
in allergy research.
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