Journal of Neuroendovascular Therapy Advance Published Date: July 3, 2017

DOI: 10.5797/jnet.0a.2017-0062

Detailed Investigation of the Court
Decisions against Neuroendovascular
Therapy from the Disclosed Database
by Courts in Japan

Hisashi Nagashima,’ Kazuhiro Hongo,? Alhusain Nagm,® and Yoshitaka Wada*

Original

Article

Objective: Neurosurgeons are known as a high-risk group for malpractice litigation in western countries. Besides, based
on our previously reported study, neurosurgeons are also in a high-risk group in Japan. Increasing risk of malpractice
litigation is a big problem in Japanese healthcare system and several court decisions related to the neuroendovascular
procedures are known. Herein, we reviewed the past court decisions regarding the neuroendovascular procedures and
investigated the factors affected to the court decisions focusing on the prevention of allegations.

Methods: Court decisions related to neuroendovascular procedures between 2001 and 2015 were extracted from the
database in Courts in Japan, and the reasons for the decisions were explored in each case.

Results: Ten cases regarding the neuroendovascular procedures were found among 446 retrieved healthcare-related
court decisions. Five out of those 10 cases were attributed to the embolization of unruptured aneurysms, two were
correlated with the embolization of arteriovenous malformations (AVMs), one was related to the carotid stenting, and two
were associated with the diagnostic angiography. Negligence was identified in five out of the 10 cases, and dismissed in
the other five cases. In the five court decisions in favor of plaintiffs, one identified negligence in clinical decisions, one in
technical skills, and three in process of informed consent. In one case, defendants could not prove their contentions in
technical skills for absence of intraprocedural video records and negligence was confirmed. In two out of five court
decisions in favor of the defendant, the claim was dismissed based on the well-described clinical records or documents
pertaining to the informed consent.

Conclusion: Neuroendovascular procedures are one of the high-risk groups for malpractice litigation. Sufficient informed
consent, documentation, and storage of the clinical data are indispensable prerequisites to reduce the risk of malpractice
litigation.
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| Introduction

Neurosurgeons are in a high-risk group for malpractice lit-
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igation in western countries, specifically while managing
brain aneurysms that have a greater hazard to result in
favor of the plaintiffs in neurosurgery.!? We investigated
the court decisions for malpractice litigation in the neuro-
surgical field in Japan and reported that the Japanese neu-
rosurgeons are also in a high-risk group for malpractice
litigation.® The risk of malpractice allegations in neuroen-
dovascular procedures alone is not known; however, sev-
eral judgments against the neuroendovascular procedures
are recognized and affected to the latter court decisions in
Japanese healthcare-related lawsuits.® In this manuscript,
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authors reviewed the past court decisions regarding the
neuroendovascular procedures in Japan and described the
factors affected to the decisions mainly for the risk preven-
tion of malpractice litigation.

[ Materials and Methods

Over 58000 of elected court decisions were provided in the
website of Courts in Japan. Healthcare-related court deci-
sions from January 2001 to December 2015 were retrieved
from the database with the keywords of “healthcare” and
“malpractice litigation.” All the regained court decisions,
excluding the results out of the medical malpractice, were
reviewed and court decisions regarding the neuroendovas-
cular procedures (including diagnostic angiography) were
included. All the texts of decisions extracted were investi-
gated in detail and the factors affected to the court deci-
sions were defined.

| Results

In 840 matched data retrieved from the database, 446 were
found to be the healthcare-related court decisions. In total,
446 identified healthcare-related court decisions retrieved,
41 (38 cases) were decisions related to neurosurgery, and
11 among those 41 decisions were allegations against the
neuroendovascular procedures including diagnostic angi-
ography. All the 11 extracted court decisions are shown in
Table 1. In the 11 court decisions, one decision in the
Supreme Court (No. 7) was a result of retry for another
decision in a District Court (No. 2) in the same case,
subsequently, 10 cases were disclosed. Regarding those
10 cases, five were attributed to embolization for unrup-
tured aneurysms, two were correlated with embolization
for arteriovenous malformations (AVMSs), one was related
to carotid artery stenting (CAS), and two were associated
with diagnostic angiography for subarachnoid hemor-
rhages. Additionally, negligence was identified in 5 of
those 10 cases and dismissed in the other five cases. In the
five court decisions where negligence was dismissed,
claims of plaintiffs were terminated in two cases based on
the well-described clinical records or documents pertain-
ing to the informed consent. In contrast, among the five
court decisions where negligence was identified, three
cases disclosed negligence in process of informed consent
due to the lack of information of the specific risks (includ-
ing the past results, information regarding “off-label” use)
or period for mature consideration.
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| Discussion

In Japan, annual newly filed healthcare-related malpractice
litigation is once decreased after 2004, it increased again
from 2009 and exceeded over 800 cases in 2015.% Accord-
ing to the disclosed data from Courts in Japan, among 13743
healthcare-related allegations tried from 2001 to 2015, 6790
(49%) were settled by settlement, and 5239 (38%) were
decided (Fig. 1). Understanding the factors affecting the lit-
igation and court decisions might support physicians to pre-
vent the allegations; however, most of the cases were not
disclosed and only 446 of them (8.5%) were provided during
the selected period in the website of Courts in Japan.®

Neurosurgeons are known as a high-risk group for mal-
practice litigation in western countries.” In Japan, we
reported that 41 (9.2%) of disclosed 446 healthcare-
related court decisions disclosed in the website of Courts
in Japan were related to the neurosurgery,® and concluded
that the Japanese neurosurgeons are also in a high-risk
group. Among the 41 neurosurgery-related court deci-
sions, 11 decisions were claims against neuroendovascu-
lar procedures including diagnostic angiography (which
occupy a quarter of them). Accordingly, neuroendovascu-
lar procedures are considered to be in a high-risk group for
malpractice litigation in neurosurgery.

In this series, half of the 10 cases were allegations against
the embolization of unruptured aneurysms. Gupta et al.?)
reported 66 malpractice litigations related to the brain aneu-
rysms in United States and concluded that a majority of the
verdicts were not in the defendant’s favor. In Japan, we
stated the trend of malpractice litigation against neurosur-
geons; besides, we found that 11 of 38 (29%) cases (includ-
ing five cases in this series) were attributed to unruptured
aneurysms.? Kuwabata et al.¥ reported that litigations
against the neuroendovascular procedures for aneurysms or
AVMs are increasing in number. Embolization of the unrup-
tured aneurysms might be a higher-risk group of malprac-
tice allegations.

Herein, 5 of 10 cases (including three cases with unrup-
tured aneurysms, one case with AVM, and one case with
carotid stenosis) were identified as negligence and resulted
in favor of the plaintiffs. In those five cases, the court
identified negligence in the clinical decisions during the
procedure in one historical case of unruptured aneurysm
and malpractice in technical skills in another case with
AVM. In the remaining three cases, negligence in the pro-
cess of informed consent was identified, but negligence in
the clinical decisions or technical skills and correlation to
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Fig. 1 Ultimate result of healthcare-related malpractice allegations in Japan. A half of the cases was
settled by settlement and one-third of the cases were decided in courts. (X-axis: years, Y-axis:
numbers of cases) (created from disclosed data by Courts in Japan; http://www.courts.go.jp/

saikosai/vems_1f/2016053102ijikankei.pdf®)).

the result was dismissed. In these three cases, the decided
payout was as solatium for the emotional distress and esti-
mated to be less than 10 million Japanese-yen (JPY). In
contrast, two cases where negligence identified in clinical
decision or technical skills, the estimated payout were
over 70 million JPY as compensation for damages.
Negligence in the process of informed consent and self-
determination were identified in three of four court deci-
sions after 2006. Payout tends to be lower in cases with
identified negligence in the informed consent process;
however, such cases are frequent in number. Based on our
results, in two of five cases where negligence was dis-
missed, negligence in process of informed consent was
discarded based on the clinical records or the well-
described document. However, negligence was identified
in the process of informed consent in three cases due
to insufficient information of the specific risks (including
past results and “off-label” use), and unsatisfactory period
for mature consideration. Process of informed consent is
described as an important process to exercise of the right
to self-determination in these court decisions.”® Inade-
quate information or insufficient period before the deci-
sion is considered to deprive the chance to exercise of that
right and likely to identify as negligence. Creating the
documents and describing the process for informed

4

consent and giving a few days for self-determination might
be an important process to reduce the risk of litigation.

In this series, the court accepted the complaints of plain-
tiffs and identified negligence of defendants in technical
skills during the embolization in one case with AVM. In this
case, defendants could not prove their contentions against
the plaintiffs’ allegation in their procedure due to absence of
video records during the embolization. Appropriate data
storage such as movie records or photos is paramount as
evidences supporting the contentions of defendants.

We are aware that this study might have some limita-
tions. Understanding the affecting factors to the court deci-
sions are important to prevent the outbreak of conflict;
however, only selected 8.5% of court decisions are dis-
closed. Also, half of the filed allegations were resolved
with settlement and details of the cases are not disclosed.
Systemic analysis of the settlements based on the data in
the insurance companies might be essential.

| Conclusion

Neuroendovascular procedures are in a high-risk group
for malpractice litigation in neurosurgery. Sufficient infor-
mation, creating the documents for informed consent and
storing the clinical data such as movie records or photos
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are vital indispensable prerequisites to reduce the risk on

malpractice litigation.
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