72

Human Genome Center

Department of Public Policy
公共政策研究分野
Professor
Associate Professor
Assistant Professor
Project Assistant Professor

Kaori Muto, Ph.D.
Yusuke Inoue, Ph.D.
Izen Ri, Ph.D.
Akiko Nagai, Ph.D.

教 授
准教授
助 教
特任助教

博士（保健学）
博士（社会健康医学）
博士（学際情報学）
博士（医科学）

武 藤 香 織
井 上 悠 輔
李
怡 然
永 井 亜貴子

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 respiratory syndrome coronavirus 2 (SARS-CoV-2) pandemic worldwide, individuals experience considerable psychological distress daily. The present study
aimed to clarify the prevalence of psychological distress and determine the population most affected by
risk factors such as the pandemic, socioeconomic status (SES), and lifestyle-related factors causing psychological distress in the early phases of the pandemic in Japan. This study was conducted via a web-based
survey using quota sampling to ensure representativeness 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 Distress Scale (K6) and questions related to the pandemic, 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
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males and females with annual household incomes
less than 2 million yen and males aged in their twenties 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 immediately, having trouble in daily life, unavailability
of groceries, new work style, and vague anxiety;
SES-related factors such as lesser income; and lifestyle-related factors such as insufficient rest, sleep,
and nutritious meals to be significantly related to psychological 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: Rethinking 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 alternative 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 difficult. Ethical controversy thus inevitably surrounds
these trials. Typically, healthy young adults are recruited to serve as the first candidate subjects for human challenge trials because they are generally considered to represent a low-risk population. Here, we
present three reasons for doubt about this healthyyoung-adults-first criterion and give justification for
also recruiting healthy older adults (or not-young
adults), meaning those over 30 years of age, to participate 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 policymakers 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, promoting 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 management. For the next stage of managing the coronavirus
disease pandemic and future pandemics, the respective 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 mortality 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. Patients were followed up from 2003 to 2007 for a median of 7.5 (interquartile range: 6.1-9.7) years. We calculated cause-specific mortality rates (number of
deaths/1000 person-years) and confounder-adjusted
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hazard ratios in patients with macrovascular disease
and in those with diabetic nephropathy, neuropathy
and retinopathy, allowing for overlap of complications. All-cause mortality rate was highest (51.4) in
the nephropathy group, followed by the macrovascular 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 triple to quadruple in the macro- and microvascular
complication groups. All-cause mortality rates rose
exponentially according to age. Highest risks of allcause, cancer, and ischaemic heart, infectious, and
cerebrovascular disease mortality were determined in
Japanese patients with diabetic nephropathy. Although cancer is the primary cause of death in Japanese patients with diabetes, cancer mortality rates are
similar among those with and without vascular complications.
5.  Ethical, legal and social implications of human
genome studies in radiation research: a workshop report for studies on atomic bomb survivors at the Radiation Effects Research Foundation
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 sequencing (GS) is now practical and affordable, RERF
now plans GS of parents/child trios to examine genetic effects of atomic bomb radiation. As such studies
may engender some novel risks and benefits, ethics
review and engagement with families (including consent) 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 implications for public and government decision-making regarding 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 conclude that in order to realize, establish and maintain
these concepts, it is essential to put procedures into
place to ensure the successful, consensus-based implementation 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 considerations 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 importance of decision-making and care based on the
shared decision-making (SDM) approach and practical points in prophylactic surgery. We also discuss
dilemmas that arise regarding confidentiality between medical professionals and their patients. This
includes disclosure of genetic information with genetic relatives, and challenges in family communication,
in which carefully assessed and encouraging support
may be needed for patients and family members.

Publications
1.		Ri I, Muto K. Ethical Issues: Overview in Genomic
Analysis and Clinical Context. In: Hereditary
Breast and Ovarian Cancer. Edited by Nakamura
S. Aoki D, Miki Y. (Springer, Singapore). pp259279, 2021.
2.		Inomata T, Nakamura M, Iwagami M, Sung J, Nakamura M, Ebihara, Fujisawa K, Muto K, Nojiri S,
Ide T, Okano M, Okumura Y, Fujio K, Fujimoto K,
Nagao M, Hirosawa K, Akasaki Y, Murakami A.
Symptom‐based stratification for hay fever: A
crowdsourced study using the smartphone application AllerSearch. Allergy. 76(12): 3820-3824,
2021.
3.		Saito T, Muto K, Tanaka M, Okabe N, Oshitani H,
Kamayachi S, Kawaoka Y, Kawana A, Suzuki M,
Tateda K, Nakayama H, Yoshida M, Imamura A,
Ohtake F, Ohmagari N, Osaka K, Kaku M, Sunagawa T, Nakashima K, Nishiura H, Wada K, Omi
S, Wakita T. Proactive Engagement of the Expert
Meeting in Managing the Early Phase of the COVID-19 Epidemic, Japan, February–June 2020.
Emerging Infectious Diseases. 27(10): 1-9, 2021.
4.		Noda A, Kato K, Tamura C, Leslie G Biesecker, Imaizumi M, Inoue Y, Gail E Henderson, Benjamin
Wilfond, Muto K, Naito M, Kayukawa J. Ethical,
legal and social implications of human genome
studies in radiation research: a workshop report
for studies on atomic bomb survivors at the Radiation Effects Research Foundation. Journal of Radiation Research. 62(4):656-661, 2021.
5.		Nagasu M, Muto K, Yamamoto I. 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.
PLOS ONE. 16(3): e0247705-e0247705, 2021.
6.		Matsui K, Inoue Y, Yamamoto K. Rethinking the
Current Older-people-first Policy for COVID-19
Vaccination in Japan. Journal of Epidemiology.
31(9): 518-519, 2021.
7.		Matsui K, Inoue Y, Yanagawa H, Takano T. A Proposed Model of Core Competencies for Research

04ヒトゲノム解析センター_3k.indd

74

Ethics Consultants. Asian Bioethics Review. 13(3):
355-370, 2021.
8.		Inoue Y, Okita T. Coronavirus disease and the
shared emotion of blaming others: Reviewing media opinion polls during the pandemic. Journal of
Epidemiology. 31(7): 453-455, 2021.
9.		Matsui K, Inoue Y, Yamamoto K. SARS‐CoV‐2 Human Challenge Trials: Rethinking the Recruitment
of Healthy Young Adults First. Ethics & Human
Research. 43(3): 37-41, 2021.
10.	Yokomichi H, Mochizuki M, Hirata M, Nagai A,
Kojima R, Horiuchi S, Ooka, T, Akiyama Y, Shinohara R, Miyake K; BioBank Japan Project, Yamagata Z. All-cause and cardiovascular disease mortality in underweight patients with diabetic
nephropathy: BioBank Japan cohort. J Diabetes
Investig. 12(8):1425-1429, 2021.
11.	武藤香織. COVID-19の専門家助言組織の課題. 法
律時報. 93(3): 69-73, 2021.
12.	佐藤桃子, 神里彩子, 武藤香織. 出生前遺伝学的検
査における用語「マススクリーニング」使用に関
する言説分析. 日本遺伝カウンセリング学会誌. 42
：307-317, 2021.
13.	藤澤空見子, 武藤香織. 研究における患者・市民参
画－－その実践と評価手法の確率に向けて.
Journal of Internet of Medical Things. 4(1):18-25,
2021.
14.	武藤香織. 専門家助言組織の役割とは何か 新型コ
ロナ分科会の政府提言から. Journalism. (377): 2531, 2021.
15.	松井健志, 高井ゆと里, 山本圭一郎, 井上悠輔. ベル
モント・レポートを超えて ―生殖補助医療/技術
に関する臨床研究の倫理課題―. 生命倫理. 31(1):
20-28, 2021.
16.	井上悠輔. 感染症予防と「国民の責務」規定. 年報
医事法学. (36): 65-73, 2021.
17.	須田拓実, 村松紀子, 井上悠輔. 医療機関における
「音声翻訳アプリ」の利用：医師の期待、医療通
訳者の受け止め. 病院. 80(8): 722-727, 2021.
18.	北林アキ, 井上悠輔. 患者・市民からの医薬品副作
用報告に関する制度の現状と課題：欧州の状況と

2022/04/12

17:51:45

75
の比較から. 臨床薬理. 52(4): 117-125, 2021.
19.	井上悠輔. パンデミック下での人権問題を考える
（特集感染症と医事法）. 医事業務. (607): 16-20,
2021.
20.	井上悠輔, 大隈楽. 感染症流行時の市民の「責務」
や差別の問題を「コロナ条例」から考える. 公衆
衛生. 85(5): 347-353, 2021.
21.	井上悠輔, 松井健志, 山本圭一郎. ラーニング・ヘ
ルスケア・システムの思想：“進化し続ける医療”
を支える道徳規範をめぐる議論.
医学のあゆみ.
276(9): 871-875, 2021.
22.	李怡然. 遺伝性のがんにおけるリスクの予測と予
防——起点としての遺伝学的検査に着目して. 保

04ヒトゲノム解析センター_3k.indd

75

健医療社会学論集. 32(1): 34-44, 2021.
23.	船橋亜希子. 民間療法に基づくインスリン不投与
によって1型糖尿病の患児が死亡するに至り、殺
人の間接正犯・保護責任者遺棄致死の共同正犯を
認めた事例 最決令和2・8・24（刑集74 巻5号517
頁）. 年報医事法学. 36:168-175, 2021.
24.	船橋亜希子. 指定発言ー刑法学の立場から. 年報医
事法学. 36:98-103, 2021.
25.	弓山達也, 河田純一, 中塚豊, 福井敬, 渡邊龍彦. 『
苦海浄土』を声に出して読む：水俣病を題材とし
た「いのちの教育」. いのちの教育. 6(1): 66-75,
2021.

2022/04/12

17:51:45

