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ABSTRACT

In Japan, patient safety has been promoted at all levels since the 1999 landmark adverse medical event at Yokohama City
University Hospital (YCUH). However, patients do not believe that health care is becoming safer. Furthermore, two university
hospitals (UHs) that were designated as “advanced treatment hospitals” had their status revoked by the Health Ministry as of June
1, 2015 due to patient safety problems. The history of patient safety in Japan can be roughly divided into two terms: 1999-2009
and since 2010. In the first term, a basic patient safety system was established that included the creation of a patient safety
division and an incident-reporting system from the perspective of systems error rather than individual responsibility. Additionally,
many companies have promoted the improvement and development of drugs and medical devices in collaboration with health
care providers. The two recent serious medical errors at UHs seemed to occur partially due to a lack of medical ethics. Unlike in
the United States (US), in Japan, there is no medical license renewal system, the organizations that govern physicians are weak,
and the framework of lifelong education is inadequate. Therefore, the second term involves a mindset of quality-driven patient
safety. It requires health care providers and policy makers to change their mindset toward medical ethics and patient safety by
learning from the US and demands a strong organization and framework to govern physicians in Japan.

Key Words: Medical ethics, Patient safety in Japan and the United States, Awareness of patient safety, Policy and actions for

patient safety, Systems governing physicians

1. INTRODUCTION

Unlike in the United States (US) and other countries world-
wide, in Japan, the term “health care safety” was used to
mean “patient safety” (Japanese health care professionals of-
ficially use the phrase “health care safety” [Iryou Anzen
in Japanese] to mean ‘“patient safety” [Kanja Anzen in
Japanese] under the supervision of the government, although
the government’s meaning is not clear). Although the term
“patient safety” should be used in the sense of the Hippocratic

Oath,['! it is not used in this way.

After the announcement of the landmark Institute of
Medicine (IOM) report which was based on Harvard Medi-
cal Practice Study I and I1">3! by the National Academy of
Science!* in November 1999, numerous actions targeting
patient safety were promoted through President Clinton’s
initiative to reduce preventable medical errors by 50 percent
within five years of February 2000.

*Correspondence: Masahiro Hirose; Email: mhirose @med.shimane-u.ac.jp; Address: Department of Community-based Health Policy and Quality
Management, Faculty of Medicine, Shimane University, Izumo, Shimane, 693-8501, Japan.
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President Clinton called for a nationwide system for report-
ing medical errors and asked the Congress for 20 million
USD to create a Center for Quality Improvement and Pa-
tient Safety as part of the federal Agency for Healthcare
Research and Quality (AHRQ) in the Department of Health
and Human Services.!>©!

The following adverse medical events occurred in Japan
around 1999:

(1) Two men received the wrong operations at Yokohama
City University Hospital (YCUH) directly due to a
patient mix-up on January 11, 1999.7-81 At that time,
only one nurse transported both patients to the operat-
ing room. In this case, the most problematic issue was
the shortage of nursing staff.

On February 11, 1999, a 58-year-old female died af-
ter surgery because she received disinfectant intra-
venously at Tokyo Metropolitan Hiroo Hospital.[ 191
Instead, the main problems involved a lack of trans-
parency and compliance with Article 21 of the Medical
Practitioners Act.!'!]

In March 2000, an artificially ventilated 17-year-old
girl died from acute alcohol poisoning at Kyoto Uni-
versity Hospital (KUH). A young nurse mistakenly
placed alcohol into the humidifier of the ventilator in
place of water. As in the YCUH case, in this case,
the background factor was the shortage of nursing
staff.[12.13]

A 12-year-old girl died because of the failure of car-
diopulmonary devices at Tokyo Women’s Medical Uni-
versity Hospital (TWMUH) in March 2001, and the
operating surgeon covered up errors and falsified med-
ical records due to a lack of a sense of morality. This
university hospital was stripped of its status as an “ap-
proved hospital with advanced technology” (Tokutei
Kinou Byouin in Japanese) by the Ministry of Health,
Labour, and Welfare (MHLW) in July 2002.1'4]

In spring of 2001, the National University Hospital
Council (NUHC) of Japan presented proposals for
health care safety in collaboration with the Ministry of
Education, Culture, Sports, Science and Technology
(MEXT).

Subsequently, the MHLW established the Review
Committee on Health Care Safety Measures to indi-
cate the direction of health care safety in April 2002. It
mandated all hospitals and clinics with beds to prepare
four health care safety systems in 2002 and approved
hospitals with advanced technology and qualified clin-
ical training hospitals to take two additional actions in
2003.

Starting in 2004, administrators of target hospitals

2)

3)

“)

must submit medical accident reports to the Medical
Accident Prevention Center of Japan Council for Qual-
ity Health Care (JCQHC) (Although a mandatory med-
ical accident reporting system that might be relevant
to the Patient Safety Reporting System (PSRS) system
was initiated in 2004 in Japan, only 965 [mandatory:
274, voluntary: 691] out of the 8,540 domestic hos-
pitals operating in 2013 participated). Furthermore,
the Prevention Center of the JCQHC began to collect
nationwide near-miss incident reports in 2005. As de-
scribed, the basic systems for health care safety were
developed systematically through bureaucratic initia-
tives. The period between 2000 and 2009 marks the
creation of basic patient safety systems.
In May 2015, the two so-called approved hospitals
with advanced technology, Gunma University Hos-
pital and TWMUH were revoked because of deaths
caused by patient safety problems.!”!
(5) Eight patients died at Gunma University Hospital af-
ter undergoing laparoscopic surgeries performed by a
particular surgeon to treat liver diseases.!!®’
At TWMUH, a 2-year-old boy died after being injected
with a powerful sedative, Propofol, contraindicated
for administration to mechanically ventilated children.
This hospital is facing the revocation of its status for
the second time since 2002.17: 18!
Since 2010, several adverse medical events have oc-
curred. This time period can be considered the begin-
ning of a mindset focused on quality-driven patient
safety.
The surgical case occurred directly due to a surgeon’s
inadequate skill, but the common cause in both cases
was a lack of medical ethics and, indirectly, a lack of
peer review beyond clinical departments (such as the
“Morbidity and Mortality Conference (MMC)” in the
US). Morioka emphasized governments’ and physician
groups’ initiatives to improve awareness of medical
ethics.[!%)

(6)

Therefore, in addition to considering the shortage of health
care professionals, the author of this study describes the
health care system in Japan, particularly the patient safety
system, by comparing it with the US system in an attempt
to explore the factors that cause repeatedly stupid medical
accidents in Japan.

2. METHODS

Surveys to find the current condition of patient safety system
between Japan and the US had been performed in both coun-
tries and five studies had been conducted in order to explore
the cause of medical accidents in Japan.

ISSN 1927-6990 E-ISSN 1927-7008



jha.sciedupress.com

Journal of Hospital Administration

2016, Vol. 5, No. 6

2.1 Surveys to find the status quo of patient safety-
related systems in Japan and the US

In order to collect the information about patient safety sys-
tem in both coutries, the author directly visited patient safety-
related organizatons in the US during the stay at Boston
between October, 2006 and August, 2007, and collected
patint safety-related references and books. Addtionally, the
author collected the patient safety-related information after
coming back to Japan, too.

2.2 Five patient safety-related scientific studies

To find the key to resolve the problems of Japanese patient
safety, the author performed five scientific studies, includ-
ing a statistical examination. All reported p-values were
two-tailed, and the level of significance was set at p < .05.

2.2.1 Study 1: A comparative study of health care profes-
sionals’ attitude toward patient safety between Japan
and the US?%2!1

When a witness with greater awareness of patient safety
encounters an adverse medical event, he/she more quickly
submits an incident report. The author created Lag time be-
tween the reporting date and the incident occurrence date as
a novel quality indicator to examine health care profession-
als” awareness. The aim of two studies was to explore the
difference in Lag time between health care professionals at
KUH in Japan (the first study) and between professionals in
Japan and the US (the second study).

2.2.2 Study 2: A hospital survey on patient safety culture
in Japanm’ 23]

A nationwide survey of patient safety culture in 37 hospitals
(18,469 persons) was conducted using the Japanese version
of the Hospital Survey on Patient Safety Culture question-
naire,**! originally developed by the AHRQ.>! The ques-
tionnaire consists of 44 items to assess organizational and
individual patient safety culture and to calculate the percent
positive response (PPR) of twelve factors. Responses to all
items were scored on a 5-point scale (1 = strongly disagree —
5 = strongly agree).

2.2.3 Study 3: A study on Japanese health care profession-
als’ sense of ethics!?%!

This study aimed to explore Japanese physicians’ sense of
medical ethics. Data on scores from 454 accredited hospitals,
according to version 5.0 JCQHC accreditation standards,
were obtained from the JCQHC website. The surveyors’
scores were measured on a five-point scale for the items
related to “Patients’ rights and system for securing patient
safety”, including medical ethics.

Published by Sciedu Press

2.2.4 Study 4: A study on the situation of JCQHC accred-
itation in Japan'?”!

The JCQHC began hospital accreditation in 1997. The char-
acteristics of facilities accredited as general type hospitals
according to the 2.0/3.0 version of the hospital accreditation
standards were examined in this study. As of December 1,
2001, a total of 577 of 9,286 domestic hospitals had been ac-
credited by the JCQHC. Many private-sector hospitals were
small-sized hospitals.

2.2.5 Study 5: A study on in-hospital patient safety sys-
tems in Japan!?>28

A nationwide survey was conducted on the patient safety

activities in hospitals implementing the Preferential Health

Care Safety Countermeasure Fee (PHCSCF) as of April 1,

2012. Of the 2,674 hospitals targeted (all domestic hospitals:

8,706 as of June 1, 2012) in Japan, 669 hospitals responded.

In this study, the 669 participant hospitals were divided into
three classes by the number of beds and PHCSCEF classifi-
cation: PHCSCF I (85 points) and II (35 points); PHCSCF
I implementing hospitals with more than 401 beds (A: 173
hospitals); PHCSCF I implementing hospitals with less than
400 beds (B: 306 hospitals); and PHCSCF II implementing
hospitals (C: 180 hospitals).

3. RESULTS
3.1 Surveys to find the status quo of patient safety-
related systems in Japan and the US at the na-
tional/federal/public level
After the 1999 YCUH case, the NUHC of Japan proposed
some countermeasures for health care safety in collaboration
with the MEXT.[?! One of these countermeasures was to
assign a registered nurse as a risk manager at 42 national
university hospitals (UHs) in 2003 and 2004. The National
University Hospital Conference for Health Care Safety Man-
agement was established under the supervision of the NUHC
of Japan. Since 2001, regular meetings have been held semi-
annually to discuss health care safety.

The In-Health Ministry Review Committee on Health Care
Safety Measures discussed the current status of health care
safety and determined the direction of health care safety in
Japan, as follows: "]

(1) Full enforcement of the establishment of health care
safety systems in hospitals;

(2) Provision of useful information regarding measures
for health care safety in hospitals;

(3) Ensuring health care safety related to drugs and medi-
cal devices;

(4) Well-developed health care safety education and train-
ing for hospital staff;
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(5) Establishment of a system for responding to patients’
claims and consultation;

(6) Efforts to improve patient safety by the parties in-
volved;

(7) Promotion of studies that provide evidence to improve
health care safety.

The MHLW mandated all hospitals and clinics with beds to
prepare four measures for health care safety as of October 1,
2002: to prepare guidelines for health care safety, to establish
a committee on health care safety, to establish an incident-
reporting system within hospitals, and to hold a health care
safety seminar for hospital staff (in response to plan 1).3!!

Moreover, the MHLW mandated clinical training hospitals
and approved hospitals with advanced technology to create a
patient consultation service within the hospital as of April 1,
2003 (in response to plan 5).13%!

This allowed hospitals to calculate the PHCSCF (50 points)
when meeting the requirement under the social insurance
medical fee schedule based on the minor revision of Medical
Service Act (MSA) on April 1, 2006.533 Four years later,
on April 1, 2010, PHCSCF was divided into two classes,
PHCSCF I (85 points) and PHCSCF II (35 points).*4!

Additionally, since 2004, the JCQHC Medical Accidents Pre-
vention Center, which was renamed the Division of Medical
Accident Prevention in 2012, has undertaken the nationwide
Project to Collect Medical Near-Miss/Adverse Event Infor-
mation.[35-37]

The JCQHC is a third-party hospital accreditation organiza-
tion,?”! and it has conducted various activities, such as the
above project and the evaluation of medical services provided
at hospitals, to maintain public confidence in health care ser-
vices and improve the quality of the services (in response to
plan 2).

Following the Reorganization and Rationalization Plan for
Special Public Corporations that was approved in a Cabinet
meeting in 2001 and the plans for health care safety proposed
by the In-Health Ministry Committee (in response to plan 3),
the Pharmaceuticals and Medical Devices Agency was estab-
lished and came into service on April 1, 2004, according to
the law.

With regard to plan 4, when the PHCSCEF is implemented,
one of the requirements is to assign a qualified health care
professional to attend a minimum of forty hours of a semi-
nar for health care safety managers. Although the content
of the seminar was not clearly defined at that time, the Re-
view Committee indicated the guidelines for the seminar in
2007.138

4

In response to plan 6, the MHLW initiated Health Care Safety
Promotion Week in 2008 as one of the “Health Care Safety
Nationwide Collaborative Actions” to address the plans to
health care safety among health care-related organizations
and to improve Japanese people’s understanding of health
care safety.

In response to plan 7, the MHLW encourages research institu-
tions, including UHs, to conduct studies on health care safety
to obtain evidence on how to improve health care safety.

Furthermore, in a social environment of rising concern about
health care safety, the MHLW revised the MSA for the fifth
time with the title “Securing Patient Safety”. The Law is
defined in paragraphs 9 to 12 of article 6 in the Act. The
phrase “health care safety”, rather than “patient safety”, was
used in the Act for the first time in Japanese history.3"!

In the US, various institutions and government agencies for
patient safety emerged after the publication of the IOM re-
port. The president at that time received a new report on
medical errors from the administration’s Quality Interagency
Coordination Task Force (QulC)!?! and announced a series
of landmark initiatives to promote patient safety.

Consistent with the QulC recommendations, the president
called for the following:

(1) A new Center for Patient Safety;

(2) A requirement that each of the more than 6,000 hos-
pitals participating in Medicare have error reduction
programs in place;

(3) New actions to improve the safety of medications,
blood products, and medical devices;

(4) A mandatory reporting system in the 500 military hos-
pitals and clinics that serve more than 8 million pa-
tients;

(5) A phased-in nationwide state-based system of manda-
tory and voluntary error reporting.

With respect to items 1 and 2, changes were initiated in the
Department of Veterans Affairs (VA) in 1995. After the Ex-
pert Advisory Panel in 1997, the VA National Center for
Patient Safety (NCPS) was established in 1999.1*! James
P. Bagian,'*?! who was a National Astronautics and Space
Administration (NASA) astronaut, became the Director of
NCPS to lead the VA’s patient safety efforts and provide
patient safety programs.[4344]

The Patient Safety Improvement Corps (PSIC) was devel-
oped in 2003 through a joint effort by the AHRQ and the
NCPS and operated in partnership with these organizations.
The PSIC was a nationwide training program conducted as
part of AHRQ’s overall patient safety initiative and held three
times in 2005 and 2006.14>)
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In terms of items 4 and 5, the NCPS Patient Safety Informa-
tion System (PSIS) is a de-identified internal, confidential,
and non-punitive reporting system, and VA hospitals’ inci-
dents are sent to NCPS through PSIS. The system allows
NCPS to electronically document and analyze patient safety
information from across the VA4

The PSRS is a program that NASA developed in 2000 in
collaboration with NCPS to examine issues related to pa-
tient safety.[*! Staff in all medical systems can voluntarily
file a report using PSRS’s original format. PSRS plays a
complementary role in patient safety in the US.

Although the Agency for Health Care Policy and Research
was originally established in 1989, it was reauthorized as the
AHRQ under the Healthcare Research and Quality Act of
1999. Its mission is to produce evidence to make health care
safer, higher quality, more accessible, more equitable, and
more affordable.

At the hospital level in Japan and the US
Patient Safety Division at KUH and Patient Safety Team at
BWH and Incident Reporting System.

Following an adverse medical accident in 2000, KUH, a
teaching affiliate of Kyoto University School of Medicine in
Kyoto, Japan, established a Patient Safety Division in April
2002. Furthermore, it assigned a qualified surgeon and a
registered nurse as full-time risk managers.[2%-47]

In May 2001, BWH, a teaching affiliate of Harvard Medical
School in Boston, created a Patient Safety Team that con-
sists of a medical director (30% time), a full-time patient
safety manager, a full-time pharmacist and a full-time data
manager.!?!48!

Witnesses of events can submit an incident report to Patient
safety Division at KUH via fax and to Patient Safety Team
at BWH via a web-based hospital-wide system that was
adopted in 2003. An electrical incident-reporting system was
implemented at KUH in August 2005.120-21:47]

MMC at BWH

The MMC has long been part of the practice of medicine.
Earnest Amory Codman, an early 20*"-century surgeon,
championed the evaluation of clinical practice by introduc-
ing the end result system at Massachusetts General Hospital.
The MMC was developed based on his idea.[**->!]

The MMC begins at 7:00 a.m. at Carrie Hall every Wednes-
day morning at BWH. Nearly a hundred people, from the
interns to the chairman of surgery and all surgeons, attend
the MMC and discuss patients’ status and complications after
surgery. In the US, residents must attend this MMC during
their surgical residency program.

Published by Sciedu Press

By contrast, most hospitals in Japan do not regularly hold
an MMC because Japanese physicians do not understand its
essence.

Medical license and medical licensure renewal system in
Japan and the US

In Japan, the Ministry of Health and Welfare (until 2001 and
subsequently the MHLW after the merger with the Ministry
of Labour, 1948) implemented the so-called Internship Sys-
tem for Clinical Training in 1946 under the supervision of the
Allied Occupation forces. The Medical Practitioner’s Law
was established in 1948!°?! and states that all individuals who
wish to become physicians in Japan must pass the national
medical examination and receive a national medical license.

However, partially because medical graduates were not
secured in their health care professional position for life,
the internship system was abolished and a clinical training
residency program was established in 1968. Since 2004,
the MHLW has conducted a two-year mandatory primary
residency program and a matching examination for resi-
dency between hospitals and new medical graduates. Prior
to this mandatory system, MEXT introduced a Computer-
Based Test and Objective Structured Clinical Examination
in 2002.55%

There is one other way to become a physician in Japan. The
MHLW accepts individuals who graduated from foreign med-
ical schools abroad and who pass a national medical examina-
tion review of eligibility requirements. However, the national
medical examination is conducted in Japanese. Hence, it is
difficult for foreigners to become physicians in Japan.

Despite debate over the propriety of the medical license re-
newal system, the Japanese health care system continues to
lack its own renewal system. Furthermore, the Japan Medical
Association (JMA) established a continuing medical educa-
tion (CME) system and provides the CME for JMA voluntary
members.’*>] Because the JMA-CME is limited, a CME
by a third party should be established immediately.!**!

In the US, physician certification and licensure requirements
for those who obtained their medical education abroad have
changed over time. After World War II, increasing numbers
of physicians who had trained outside the US sought oppor-
tunities in the US health care system, and the need to assess
the training and qualifications of these physicians became

evident.[%%

In 1956, the Educational Commission for Foreign Medical
Graduates (ECFMG) was established to ensure that graduates
outside the US and Canada were qualified to enter graduate
residency programs and to pursue licensure in the US.[5657]
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Beginning in 1988, international medical graduates were al-
lowed to take the same professional examinations as US med-
ical school students and graduates. Between 1988 and 1993,
international medical graduates could take either the Foreign
Medical Graduates Examination in the Medical Sciences
(FMGEMS) or the National Board of Medical Examiners’
Part I and Part II examinations.

Beginning in 1994, the FMGEMS was replaced with the US
Medical Licensing Examination TM Step 1 and Step 2 ex-
aminations. In 1998, the ECFMG incorporated an additional
performance-based examination, the clinical skills assess-
ment, into the certification process.’* "1 Additionally, to
work at a hospital in the US, a licensed physician must apply
to the state health department of the hospital.

An American physician must renew his/her medical license
every several years to meet the requirement of CME credits.

3.2 Scientific studies: The key to resolving the problems
of Japanese patient safety

3.2.1 Study 1: A comparative study of health care profes-
sionals’ attitude toward patient safety between Japan
and the US?%211

In the first study at KUH, the 6,880 incident reports filed by

physicians and nurses were examined. Physicians reported

far fewer incidents overall (462 vs. 6,418), and in univariate

analyses, the Lag time was significantly longer for physicians

than for nurses (3.79 vs. 2.20 days; p = .001).

In the second report, 3,084 incident reports filed at KUH
and 4,102 reports filed at BWH were examined. Unad-
justed Lag times were significantly longer for physicians
at KUH than for those at BWH (4.3 5.2 vs. 2.8 £ 8.7 days,
p <.0001) and were longer at KUH than at BWH (3.1 4 4.1
vs. 1.0 &= 4.1 days, p <.0001).

This result indicated that the physicians working at KUH
were less willing to submit incident reports than those at
BWH; thus, the physicians at KUH may have a lower sense
of ethics than those at BWH.

3.2.2 Study 2: A hospital survey on patient safety culture
in Japan!?>%31

The Percent Positive Response of twelve factors, with the ex-

ception of Factor 3 (Frequency of events reported), for health

care professionals in Japan was lower than the responses in

Sorra’s report for the US.

Furthermore, the Percent Positive Response of Factor 9
(Staffing) in Japan (29.3%) was lower than that in the US
(55.0%). These finding suggests that a culture of patient
safety may be fostered less at hospitals in Japan than in the
US and that health care professionals in Japan feel busier

6

than those in the US.

3.2.3 Study 3: A study on Japanese health care profession-
als’ sense of ethics!?6!

Table 1 presents the result of this study. Out of
454 hospitals, 41 UHs and 411 general clinical train-
ing hospitals (GHs) were targeted. The mean scores
(+ SE: standard error) of GHs for items on ethics 2.1.2
“Policy on professional ethics is clearly indicated” and
2.1.3 “Policy on clinical ethics is clearly indicated” were
3.46 £ 0.026 and 3.22 + 0.024, respectively. Similarly, the
mean scores of GHs for items on research 2.1.4 “Policy on
clinical trial studies is clearly indicated” and 2.1.5 “Policy on
clinical researches is clearly indicated” were 3.87 4+ 0.019
and 3.75 £ 0.024, respectively. The scores of GHs and UHs
for items on ethics were statistically lower than those on
research (Wilcoxon test: p <.001). These findings concluded
that Japanese physicians might lack a sense of ethics.

3.2.4 Study 4: A study on the situation of JCQHC accred-
itation in Japan'?’!

The ratios of accredited hospitals to domestic hospitals by
the number of beds at that time were 0.007 for hospitals
with 20 to 49 beds (number of accredited hospitals/domestic
hospitals = 10/143), 0.026 (63/2,435) for hospitals with 50
to 99 beds, 0.050 (74/1,464) for hospitals with 100 to 149
beds, 0.062 (71/1,140) for hospitals with 150 to 199 beds,
0.079 (98/1,244) for hospitals with 200 to 299 beds, 0.118
(87/745) for hospitals with 300 to 399 beds, 0.173 (63/358)
for hospitals with 400 to 499 beds, and 0.223 (101/497) for
hospitals with more than 500 beds. Thus, the ratios gradually
and linearly increased among larger-sized hospitals.

As Figure 1 indicates, the hospital accreditation rate in-
creased until 2004 and peaked in 2009. Since then, the
rate has been slowly but steadily decreasing. Although the
importance of hospital accreditation has been debated, the
rate was 26.6% (2,267/8,512) as of May 14, 2015. This find-
ing indicated that Japanese physicians are reluctant to obtain
hospital accreditation.

3.2.5 Study 5: A study on in-hospital patient safety sys-
tems in Japan'?>?81

Many hospitals in A and B were large and owned by the

national, municipal and public sectors, but most hospitals in

C were small-sized or medical corporations.

According to this study, the mean (£ SD: standard devia-
tion) numbers of nurses assigned as full-time risk managers
were 1.25 £ 0.70 in A, 1.06 = 0.94 in B and 0.23 4+ 0.93
in C. The mean (4 SD) numbers of incident reports filed
by all staff were 2,023 4+ 1,550 in A, 779 £ 649 in B and
428 4 455 in C. In terms of hospital accreditation by JC-
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QHC, the accreditation rate (accredited hospitals/participant
hospitals in each group) was 90.1% (156/173) in A, 68.8%
(203/295) in B, and 43.7% (76/174) in C.

This result demonstrated that small-sized hospitals suffer

Table 1. Patient safety culture in Japan and the US

from a serious shortage of staff and do not assign health care
professionals as risk managers. Furthermore, smaller-sized
hospitals experience difficulty in achieving high performance
for patient safety activity in Japan and may be less interested
in the quality of health care, such as hospital accreditation.

Patient Safety Composites

Japan (37: 16,670) USA (1,032: 472,397)

mean PPR SD mean PPR SD

Factor 1: Communication Openess 44.1 11.69 62.0 6.54
Factor 2: Feedback & Communication About Error 60.9 9.80 64.0 8.20
Factor 3: Frequency of Events Reported 64.2 5.67 63.0 7.52
Factor 4: Handsoffs & Transitions 394 11.70 45.0 11.08
Factor 5: Management Support for Patient Safety 46.1 10.53 72.0 7.08
Factor 6: Nopunitive Response to Errors 43.0 13.40 44.0 8.47
Factor 7: Organizational Learning-Continuous Improvement 55.0 12.70 72.0 9.30
Factor 8: Overall Perceptions of Patient Safety 455 3.86 66.0 8.26
Factor 9: Staffing 29.3 24.02 57.0 9.36
Factor 10: Supervisor/Manager Expectations & Actions 69.4 6.88 75.0 6.37
Promoting Patient Safety

Factor 11: Teamwork Across Units 421 14.09 58.0 10.04
Factor 12: Teamwork Within Units 74.3 4.42 80.0 5.84

Note. PPR: Percent Positive response; SD: standard deviation; The numbers in parenthesis indicated number of participant hospitals and hospital

staff.

E=Jaudited hospitals:n =-fl=accredited hospitals:n

700 3000
1 ]60“ 2536 2574 2434 2342
B 2500
500 506 500 428
Els 2000
400 39 399 397
338 1500
300
1000
200
0 _— — _— _— — — — _— _— _— L _— 0
'97 '98 '99 '00 '01 '02 '03 '04 '05 '06 '07 '08 '09 '10 '11 '12 '13
AccreditationRate 0.5 1.7 3.0 4.4 6.1 8.4 11.2 15.5 207 24.8 27.1 29.1 29.5 29.3 28.3 28.1 27.4
No. of hospitals 9413 9333 9286 9266 9230 9187 9122 9077 9026 8943 8862 8794 8739 8670 8605 8565 8540
Hospital 1997-2003 2004-2013 2014-
Accreditation 15t generation 27d generation 3" generation
Standards Ver. 2.0~3.1 Ver. 4.0~6.0 Ver. 1.0

Figure 1. Annual trends of number of audited and accredited hospitals in Japan
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4. DISCUSSION

The history of patient safety in Japan can be roughly divided
into two terms: the first term involving the creation of the
patient safety infrastructure and the second term involving
the duration of quality-driven patient safety.

In the first term, after the 1999 YUCH case, hospitals and
clinics with beds have prepared patient safety systems accord-
ing to the law, health care professionals have made efforts to
secure patient safety, and drug and medical device compa-
nies have developed and improved their products for patient
safety. Adverse medical events in this term occurred in the
context of a shortage of health care professionals, especially
nursing staff.[”!

According to the 2013 OECD data, although the number of
practicing doctors per 1,000 population in 2009 was 2.2 for
Japan and 2.4 for the US, the number of hospital beds per
1,000 population was 13.7 for Japan and 3.1 for the US/6!!
(Organisation for Economic Co-operation and Development
2011). In 2009, Japan had 8,739 hospitals'®?! and the US had
5,795.1931 Tt suggests that health professionals are spread too
thin. As a result, they always feel very busy in Japan.

The excessive number of hospitals in Japan is partially be-
cause of the large number of small-sized and private-sector
hospitals with less than 150 beds (4,728 in 2009).1!

For example, based on the results of study 2 on Hospital
Survey of Patient Safety Culture, the average Percent Pos-
itive Response of Factor 9 (Staffing) was 29.3% in Japan
and 55.0% in the US. This represents a substantial difference
between Japan and the US. The number of hospitals in Japan
has to be properly adjusted in order to put physicians and
nurses there for securing patient safety.

Another relevant factor is health care workers’ awareness,
especially physicians’ awareness. Study 1 examined physi-
cians’ awareness of patient safety and sense of medical ethics
and presented evidence using Lag time between the occur-
rence and submission of an incident.[>*2!] Study 2 used the
Hospital Survey of Patient Safety Culture questionnaire to
examine the individual and organizational perspectives,?% 28!
and study 5 provided evidence using surveyors’ scores of
items regarding patient safety and medical ethics extracted
from the JCQHC website.[*%! Based on the results of these
studies, Japanese physician’s lack of a sense of medical ethics
contribute to a factor of stupid medical accidents.

Finally, the third issue is the framework needed to secure
patient safety. Table 2 presents a summary of patient safety-
related systems and events. This table shows that the coun-
termeasures for patient safety in Japan were presented in-
crementally rather than systematically and, thus, burdened

8

front-line health care professionals.

Considering the policies and specific actions, there seems to
be a large difference in the paths to patient safety between
Japan and the US. After the landmark YCUH adverse event
case, following the National University Hospital Council
of Japan’s proposal, the Education Ministry determined to
assign a registered nurse as a full-time risk manager at only
42 national university hospitals of the approximately 9,000
domestic hospitals in Japan.

Although the Health Ministry implemented the preferential
health care safety countermeasure fee system in 2006, one
of the requirements is to assign a qualified health care pro-
fessional (as a health care safety manager) to attend a patient
safety seminar lasting more than 40 hours. However, as
the guidelines of the seminar program were only recently
indicated in 2007, the Japanese central government seems
unwilling to provide financial and human resources for this
important policy issue.

By contrast, the US government has been responsible for tak-
ing numerous actions according to the president’s statement.
The VA NCPS was established, and a director was assigned.
The NCPS attempted to train health care professionals from
all US states in collaboration with AHRQ, and PSRS was
created in collaboration with NCPS and NASA under the
supervision of the government.

Unlike health care professionals in the US, Japanese health
care professionals do not have the opportunity to attend opti-
mal patient safety seminars at the national level. NCPS holds
a patient safety seminar for all state health care professionals,
including administrative posts, for the purpose of standardiz-
ing patient safety at the federal level. Plans are in place to
create a patient safety incident reporting system equivalent
to the system in the US.

Thus, Japan can incrementally implement a policy for health
care safety based on bureaucratism, as frequently noted in
other fields, including economics and foreign diplomacy at
home and abroad. By contrast, the US has a planned policy
for patient safety based on presidentialism. In the United
Kingdom, a higher level of political accountability has led
British politicians to play a greater role in promoting patient-
led reforms compared with their Japanese counterparts.!%4]

Table 3 presents the systems that govern physicians to secure
patient safety and control the quality of health care. When
comparing Japanese systems with those in the US, Japanese
systems are quite generous to Japanese physicians. As shown
by the statistics on disciplining physicians, once a physician
obtains a medical license in Japan, he/she remains a physi-
cian throughout his/her life unless a crime is committed. The
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Japan Medical Association does not promote Japanese physi-
cians’ efforts to be involved in patient safety or to have a

sense of ethics.

Table 2. Summary of patient safety-related events and systems between Japan and the US

Japan

us

* 1995 JCQHC est.
» 1997 JCQHC hospital accreditation initiated.

Duration of the creation of basic health care safety infrastructure

1999 The landmark Yokohama City University Hospital case; Tokyo
Metropolitan Hiroo Hospital case

2000 Kyoto University Hospital case; TWMUH case

2001 National University Hospitals Council of Japan’s proposal

2002.04 Patient Safety Division at Kyoto University Hospital est.
2002.07 MHLW Review Committee on Health Care Measures est.
2002.10 MHLW mandatory HCS systems for hospitals & clinics with
beds

2003.04 MHLW additional mandatory HCS systems for HTA & CTH
2004.04 Pharmaceutical and Medical Devices Agency est.

2004.10 JCQHC Medical Accident Prevention Center est.; Mandatory

Medical Accident Reporting initiated.
2006.04 5" Revision of Medical Service Act: Health Care Safety

2006.04 Preferential HCS Countermeasure Fee initiated.

Duration of the change the mindset to patient-oriented patient
safety
* 2010.04 Preferential HCS Countermeasure Fee revised.
» 2015.07 Two university hospitals’ qualifications revoked by MHLW
N Gunma University Hospital case
v TWMUH case with Propofol
» 2015.10 Medical Accident Investigation System initiated.

« 1910 End result system by Dr. Earnest Codman at Massachusetts
General Hospital
* 1913 American College of Surgeons est.
« 1916 1" Hospital Investigation: American College of Surgeons
« 1951 Joint Commission on Accreditation of Hospitals est.
« 1995 Dana-Faber Cancer Institute case: Big Dose Chemotherapy case
* 1999 VA NCPS est.
\ Announcement of the Institute of Medicine report
§ Harvard Medical Practice Study I: New York
§ Harvard Medical Practice Study I1: Utah & Colorado
A 2000 President’s announcement to reduce medical errors
§ 1999 AHRQ
§ 2000 Patient Safety Information System
§ 2000 Patient Safety Reporting System (with NASA)
§ 2006-07 Patient Safety Improvement Corps (NCPS & AHRQ)
« 2001 Patient Safety Team at Brigham & Women’s Hospital est.
« 2005 Patient Safety and Quality Improvement Act 2005

Note. JCQHC: Japan Council for Health Care Quality; TWMUH: Tokyo Women’s Medical University Hospital; MHLW: Ministry of Health, Labour, and
Welfare; HCS: Health care safety; HTA: hospitals with advanced technology; CTH: clinical training hospitals; NASA: National Aeronautics and Space
Administration; NCPS: National Center for Patient Safety; AHRQ: Agency for Healthcare Research and Quality.

A surgeon working at Massachusetts General Hospital imple-
mented the end result system based on patients’ perspective
at the beginning of the 20" century, and this system was ex-
panded to the MMC as a peer review system beyond clinical
departments and the Joint Commission as a peer-reviewed
hospital accreditation organization. By contrast, Japanese
physicians do not fully understand the MMC and the hospital
accreditation system.

Why is patient safety in Japan and the US different? It ap-
pears as though health care professionals and policy makers
in Japan may believe that the Japanese health care system is
thoroughly sufficient because the WHO report gave Japan
the top rank in global health system attainment in 2000.%3)
Finally, they may subconsciously pay little attention to pa-
tient safety and patient-centered health care due to their lack
of a sense of medical ethics.

Published by Sciedu Press

Figure 2 presents the development of Japanese medicine.
Looking back at the history of the development of Japan, at
the time of the Meiji Restoration, the Japanese people did
not change spontaneously. Rather, they changed extrinsi-
cally because in those days, the government was obliged to
change in response to external pressure from the international
community. The Meiji government implemented German
medicine and established the University of Tokyo’s Faculty
of Medicine. Since the implementation of German medicine,
physicians have had greater respect for research medicine
than for clinical medicine.

When Japan was defeated in the Pacific War, physicians had
the opportunity to extrinsically change their perspective from
research medicine to clinical medicine. Japanese physicians,
including medical professors, witnessed American medicine
in harmony with research medicine and clinical medicine.
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However, because most of them had experienced the oppor- to focus on studies to rebuild their departments without real-
tunity to study overseas in German, they made every effort izing that American medicine was better.

Table 3. Summary of patient safety-related organizations and systems between Japan and the US

Organizations/Systems Japan uUs

National Medical Association and Japan Medical Ass_ociation American Medica_l Association

Title of Code of Ethics (Voluntary/38.3% in 2007) (Voluntary/ 60% in 2007)
Guideline of Medical Ethics for Physicians Code of Medical Ethics

State Medical Licensing Board

Organizations governing physicians  Ministry of Health, Labour, and Welfare . .
9 9 g phy y (third-party organization)

Physicians: 240,908 Physicians: 701,249
Statistics regarding * Instances: 48 « Instances: 3,401
physicians disciplined (2001)  Revocation of license: 6 < Revocation of license: 1,642
(cited from Morioka 2012) « Suspension of license: 42 « Suspension of license: 745

* Fine: - * Fine: 1,014

All graduates from medical school
* National medical exam
« License required to practice medicine

Virtually, foreigners omitted

Medical licensure . . .
« National medical examination

Medical license renewal system None Required
Japan Medical Association American Medical Association
Lifelong medical education * Members only « Members only
* Voluntary « Voluntary but required for license renewal

Morbidity & Mortality Conference

beyond clinical departments Almost none Mandatory for surgical residency
Japan Council for Quality Health Care (1995) Joint Commission (1957, renamed 2007)
Hospital accreditation performance « Accreditation: since 1997, hospitals only « Accreditation: since 1957, health care facilities
« Health insurance hospitals: not required « Medicare and Medicaid Services: required

* Accreditation rate: 26.3% (2,228/8,485: 2015) « Accreditation rate: approx. 88% (2016)

Clinical/ Hospital
Medicine
(Patient-centered)

Experimental/ Laboratory Medicine
(Research-centered)

Earlyﬂdern ‘ aldisn
Latelmoblern Edinb_ou_rgh EEE S S N -
Medicine
French ]
Revolutionaky Liberal pjedicine Meiji Restoration
War War G
. o SETnEY » Japanese Medicine
American Medicine Medicine implementation Germany
Based on tf_1e_ P — — Medicine without
harmony of clinical understanding scholarship

dern & experimental Pacific War & culture in Europe/US
medicine L

Figure 2. Development of Japanese medicine

By contrast, most American medical researchers had stud- tury. They absorbed Edinburgh medicine and established
ied abroad in Edinburgh, Scotland, and they learned the American medicine. However, in the second half of the 19th
origin of clinical medicine in the first half of the 19th cen- century, American researchers realized that many problems
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remained unsolved by clinical medicine and began to focus
on research medicine. Hence, American medicine harmo-
nized clinical and research medicine.[%0]

5. CONCLUSIONS

This study compared the Japanese health care system, includ-
ing the patient safety system, with the US system in order
to explore the factors associated with medical accidents in
Japan. On the background of relatively shortage of health
care professionals due to too many hospitals, as Japanese
research-oriented physicians lack a sense of ethics and pro-
fessionalism and they failed to truly understand the MMC
and JCQHC'’s hospital accreditation performance based on a
peer-review system, adverse medical events repeatedly oc-
curred in Japan. Additionally, the important structure to
govern pyhisinas is not sufficient and generous to physicians.

Japanese policy makers should be responsible for restruc-
turing the national organization for patient safety, and for

creating the national system appropriately governs physcians.
Japanese health care providers and the government must
change their perspectives on medical ethics and patient safety
by learning from the US.
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