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The Department of Public Policy contributes to achieving the following major 
missions: research ethics consultation for scientists to comply with ethical 
guidelines and build public trust; advancing ethical discussions and surveys 
surrounding COVID-19 pandemic; public policy science studies of translational 
research and its societal impact; and developing “minority-centered” scientific 
communication. Through qualitative and quantitative social science studies and 
policy analysis, we facilitate discussion of challenges arising from medical science 
advances.

1.  Impacts of anxiety and socioeconomic factors 
on mental health in the early phases of the 
COVID-19 pandemic in the general population 
in Japan: A web-based survey

Owing to the rapid spread of the severe acute res-
piratory syndrome coronavirus 2 (SARS-CoV-2) pan-
demic worldwide, individuals experience considera-
ble psychological distress daily. The present study 
aimed to clarify the prevalence of psychological dis-
tress and determine the population most affected by 
risk factors such as the pandemic, socioeconomic sta-
tus (SES), and lifestyle-related factors causing psy-
chological distress in the early phases of the pandem-
ic in Japan. This study was conducted via a web-based 
survey using quota sampling to ensure representa-
tiveness of the Japanese population aged 20–64 years. 
A cross-sectional study of 11,342 participants (5,734 
males and 5,608 females) was conducted using a 
self-administered questionnaire that included the 
Japanese version of the Kessler 6 Psychological Dis-
tress Scale (K6) and questions related to the pandem-
ic, SES, and lifestyle. The prevalence of psychological 
distress, represented by a K6 score of 5 or more, was 
50.3% among males and 52.6% among females. Both 

males and females with annual household incomes 
less than 2 million yen and males aged in their twen-
ties had significantly higher K6 scores than those with 
annual household incomes above 2 million yen and 
males aged over 30 years. Binary logistic regression 
analyses found pandemic-related factors such as 
medical history, inability to undergo clinical tests im-
mediately, having trouble in daily life, unavailability 
of groceries, new work style, and vague anxiety; 
SES-related factors such as lesser income; and life-
style-related factors such as insufficient rest, sleep, 
and nutritious meals to be significantly related to psy-
chological distress. Psychological distress was more 
prevalent among people with low income and in 
younger generations than among other groups. There 
is an urgent need to provide financial, medical, and 
social support to those affected by the coronavirus 
disease 2019 (COVID-19) pandemic.

2.  SARS-CoV-2 Human Challenge Trials: Rethink-
ing the Recruitment of Healthy Young Adults 
First

In the midst of the ongoing Covid-19 pandemic, 
researchers across the globe are still working to devel-
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op effective vaccines. To expedite this process even 
further, human challenge trials have been proposed 
by the World Health Organization (WHO) as an alter-
native to conventional approaches. In such trials, 
healthy volunteers are deliberately infected with the 
pathogen of interest, enabling scientists to study the 
infection process and facilitate further research on 
treatments or prophylactics, including vaccines. 
While human challenge trials would offer a collective 
benefit to society, minimizing the risks is always diffi-
cult. Ethical controversy thus inevitably surrounds 
these trials. Typically, healthy young adults are re-
cruited to serve as the first candidate subjects for hu-
man challenge trials because they are generally con-
sidered to represent a low-risk population. Here, we 
present three reasons for doubt about this healthy-
young-adults-first criterion and give justification for 
also recruiting healthy older adults (or not-young 
adults), meaning those over 30 years of age, to partic-
ipate in such trials for SARS-CoV-2.

3.  Proactive Engagement of the Expert Meeting 
in Managing the Early Phase of the COVID-19 
Epidemic, Japan, February–June 2020

To deal with the risk of emerging diseases with 
many unknowns, close and timely collaboration and 
communication between science experts and policy-
makers are crucial to developing and implementing 
an effective science-based intervention strategy. The 
Expert Meeting, an ad hoc medical advisory body, 
was established in February 2020 to advise Japan’s 
COVID-19 Response Headquarters. The group played 
an important role in the policymaking process, pro-
moting timely situation awareness and developing 
science-based proposals on interventions that were 
promptly reflected in government actions. However, 
this expert group may have been overly proactive in 
taking on the government’s role in crisis manage-
ment. For the next stage of managing the coronavirus 
disease pandemic and future pandemics, the respec-
tive roles of the government and its advisory bodies 
need to be clearly defined. Leadership and strategic 
risk communication by the government are key.

4.   Cause-specific mortality rates in patients with 
diabetes according to comorbid macro- and 
microvascular complications: BioBank Japan 
Cohort

This study aimed to compare cause-specific mor-
tality rates in patients with type 2 diabetes with and 
without various vascular complications. In Japanese 
hospitals, we followed up 30 834 patients with a mean 
age of 64.4 (standard deviation [SD]: 11.1) years. Pa-
tients were followed up from 2003 to 2007 for a medi-
an of 7.5 (interquartile range: 6.1-9.7) years. We calcu-
lated cause-specific mortality rates (number of 
deaths/1000 person-years) and confounder-adjusted 

hazard ratios in patients with macrovascular disease 
and in those with diabetic nephropathy, neuropathy 
and retinopathy, allowing for overlap of complica-
tions. All-cause mortality rate was highest (51.4) in 
the nephropathy group, followed by the macrovascu-
lar disease group (45.2), the neuropathy group (39.5), 
the retinopathy group (38.7) and the nonvascular 
complication group (18.1). In the nephropathy group, 
morality rates of ischaemic heart, cerebrovascular, 
and infectious diseases and cancer were also highest 
among the groups. However, the cancer mortality 
rate was similar among the vascular complication 
groups. Relative to the nonvascular complication 
group, covariate-adjusted hazard ratios for ischaemic 
heart and cerebrovascular disease mortality were tri-
ple to quadruple in the macro- and microvascular 
complication groups. All-cause mortality rates rose 
exponentially according to age. Highest risks of all-
cause, cancer, and ischaemic heart, infectious, and 
cerebrovascular disease mortality were determined in 
Japanese patients with diabetic nephropathy. Al-
though cancer is the primary cause of death in Japa-
nese patients with diabetes, cancer mortality rates are 
similar among those with and without vascular com-
plications.

5.  Ethical, legal and social implications of human 
genome studies in radiation research: a work-
shop report for studies on atomic bomb survi-
vors at  the Radiation Effects Research Foun-
dation

The Radiation Effects Research Foundation (RERF) 
is the primary organization in Japan dedicated to 
studying the health consequences of the Hiroshima 
and Nagasaki atomic bombings in World War II. In 
December 2020, RERF held a virtual international 
workshop on the ethical, legal and social implications 
(ELSI) of genome studies. In this workshop, the ELSI 
considerations of future human genome studies on 
radiation research including atomic bomb survivors 
and their families were discussed. Since genome se-
quencing (GS) is now practical and affordable, RERF 
now plans GS of parents/child trios to examine genet-
ic effects of atomic bomb radiation. As such studies 
may engender some novel risks and benefits, ethics 
review and engagement with families (including con-
sent) need to be considered. These include protection 
of individual privacy, use of samples from deceased 
prior participants, return of results to the participants, 
public sharing of genome data and advance science 
and social welfare. Specifically with regard to social 
welfare, the results of such studies may have implica-
tions for public and government decision-making re-
garding social benefits of victims and other important 
questions. Based on these broad-ranging discussions 
we have developed the following concepts to guide 
this work: “trust,” “compromise” and “relationship 
building,” inclusive of the concerned stakeholders, 
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scientific aims and Japanese society at large. We con-
clude that in order to realize, establish and maintain 
these concepts, it is essential to put procedures into 
place to ensure the successful, consensus-based im-
plementation of the RERF studies.

6.  Ethical Issues: Overview in Genomic Analysis 
and Clinical Context

We discuss ethical, legal, and social issues (ELSI) 
centered around hereditary breast and ovarian cancer 
syndrome (HBOC). We describe ethical considera-
tions in the context of decision-making on genetic 
testing, debates on incidental/secondary findings 

(IFs/SFs), and global trends in clinical and/or genetic 
data sharing, including with patients and their family 
members. From the perspective of clinical ethics of 
cancer diagnosis and treatment, we introduce the im-
portance of decision-making and care based on the 
shared decision-making (SDM) approach and practi-
cal points in prophylactic surgery. We also discuss 
dilemmas that arise regarding confidentiality be-
tween medical professionals and their patients. This 
includes disclosure of genetic information with genet-
ic relatives, and challenges in family communication, 
in which carefully assessed and encouraging support 
may be needed for patients and family members.
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