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Early Establishment of a New Investigational System
in Death Associated with Medical Practice
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Key words: Article 21 of Medical Practitioners Law, medical incident, investigational system of death associated with

medical practice, independent professional organization, model project

A medical incident that occurred at Metropolitan Hiroo Hospital in 1999 made us realize that Article 21 of the
Medical Practitioners Law and the duty to report an unexpected death during medical practice to the police had a serious
impact on our medical service. We also understood that we had an unsatisfactory system by which to investigate unexpected
deaths associated with medical practice in Japan. To resolve this situation, the medical society requested the establishment
of an independent professional organization to determine the cause and prevention of the recurrence of fatal medical accidents.
To this end a model project was started in 2005; however, early establishment of the new investigational system was requested
following the occurrence of a case at Ono Hospital. The Ministry of Health, Labor and Welfare proposed a third draft
plan for the new investigational system and legal general principles of the investigational commission for medical safety
in 2008. It is obvious that the new investigational system would not function without the active participation of the
medical society. The medical society has been requested to eliminate the distrust of medical practices through its own
professional activity. (I Jpn Coll Angiol, 2009, 49: 371-376)
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An autopsy report on multiple system atrophy
diagnosed immunohistochemically despite severe
iIschaemic damage: a new approach for investigation
of medical practice associated deaths in Japan

M Nakajima,' H Kojima,? Y Takazawa,® N Yahagi,* K Harada,' K Takahashi,' K Unuma,’

K Yoshida'

ABSTRACT

A 60-year old man with a 10-year history of multiple
system atrophy (MSA) was found in respiratory arrest.
After 4 months of respiratory support with two episodes
of septic shock, he died. Autopsy disclosed severe
atrophy of the mesencephalon, brainstem, medulla
oblongata and cerebellum. Gallyas—Braak, a-synuclein and
ubiquitin-positive inclusions in the cytoplasm of glial cells
were evident, despite the severe ischaemic damage due
to respiratory arrest and subsequent respiratory support
for 4 months. The cause of respiratory arrest was not
identified, but could be explained by the natural history of
MSA. The bersaved family, who had suspected mal-
practice, was satisfied with the explanation based on the
investigation performed by eight expert doctors, one
expert nurse, two coordinator nurses and two lawyers in
the model project promoted by the Japanese government.

In 2005, the Ministry of Health, Labor and Welfare
of Japan started a model project to investigate
medical practice associated death.' In “the model
project”, a forensic pathologist, a histopathologist
and a clinical expert conduct the autopsy and
submit an autopsy report. Additionally, other
experts review the medical practices and submit
another report. In the local appraisal committee,
these doctors, the other independent doctors and
lawyers (for the patient’s side and the doctor’s
side) discuss the case with reference to the two
reports. The cause of death, the review of medical
practices and the recommendation for accident
prevention are explained to the bereaved family
and hospital persons at the same time, and the
summary of the report is disclosed.!

This report is the first forensic autopsy report on
multiple system atrophy (MSA) for investigation
of the causes of death using the model project
promoted by the Japanese government; addition-
ally we report on the usefulness of using histo-
chemistry for diagnosis of MSA in severely
damaged brain tissue. The patient was found in
respiratory arrest in a hospital. He died 4 months
later with respiratory support. Before the autopsy,
we explained to the bereaved family that there was
a low possibility of finding the true cause of death
because of severe brain damage. However, we
found a-synuclein- and Gallyas-positive inclusions
in the glia; these are the hallmarks of MSA.
Additionally, we review on the mechanism under-
lying the respiratory arrest of MSA patients; this is

J Clin Pathol 2009;62:1029-1033. doi:10.1136/jcp.2008.065060

a current topic in neurology practice and will be an
important forensic topic.

CASE REPORT

A 60-year-old man was diagnosed primarily with
spinocerebellar atrophy and later with MSA
10 years ago from gait disturbance. There was no
family history of MSA. His younger sister had
cared him at home. For 4 years, he had been fed
through a gastrostomy tube and breathing was
assisted through a tracheostomy. He had hypogly-
caemia due to rapid transfer (dumping) of food to
the intestine for 1 year, and oesophageal regurgita-
tion for a month. As a result of these difficulties, he
was admitted to hospital, but staff could barely
communicate with him because of lack of eye
contact. The CT image showed severe atrophy of
the brainstem, medulla and cerebellum, with
fourth ventricular dilatation, consistent with
MSA. Forty-seven days after admission, he became
febrile, and this was thought to derive from
pneumonia resulting from the use of tracheostomy
tubing. Four days later, a nurse found him in
respiratory arrest and started resuscitation. He
regained spontaneous beating under mechanical
ventilation, with a flat electroencephalograph.

He underwent two episodes of septic shock
before he died 4 months later, with progressive
deterioration of respiration, and circulatory failure
towards the end. When he died, the sister claimed
negligence on the part of the nurse since it had
been 2 h since the last airway aspiration when
respiratory arrest occurred. Therefore, the hospital
recommended her to allow the deceased to undergo
the “model project” investigation.

AUTOPSY FINBINGS
A forensic pathologist, a histopathologist and an
emergency doctor performed the autopy on the thin
man with height of 165 cm and weight of 50.4 kg at
48 h postmortem. They conferred with the attend-
ing physician before the autopsy. The coordinator
nurses helped with the autopsy, appraisal processes
and the grief services. There was no abnormal
external finding, except for a mild bed sore, in the
patient who had gastrostomy and tracheostomy
tubes. The skeletal muscles appeared atrophic.

The heart (356 g) showed concentric hypertrophy
with mild focal fibrosis in left ventricular walls and
moderate coronary sclerosis. The right ventricle was
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moderately infiltrated with a lipid layer. The lungs (469 g and
775 g) demonstrated proportionate oedema but no pneumonia.
The thoracic cavities contained 1100 ml and 550 ml of exudates.
There was an ulcer scar at the gastric angle.

The brain (1243 g) showed severe softening and flattening
due to diffuse ischaemia. There was severe atrophy in the pons,
brainstem, medulla and cerebellum from the lower view (fig 1A),
resulting in marked dilatation of the fourth ventricle (fig 1B)
and the mesencephalic aquaduct (not shown). The whole
sections of the pons and medulla oblongata (fig 2A and B,
respectively) showed severe atrophy and neural loss compared
with those of an age-matched control (fig 2C and D,
respectively), as shown by the size and reduction in Kliiver—
Barrera (KB) staining. There was severe atrophy of the
cerebellum (fig 8A), and loss of Purkinje cells (fig 3B) and
granular cells (fig 3C), as well as infiltration of Bergmann’s glias
(fig 3D). In the spine, the neuronal loss with the dorsal cord
preservation was consistent with sporadic MSA (not shown).

The histological examination showed severe and diffuse
cortex laminar necrosis with fibre gliosis, diffuse neuronal loss
and infiltration of macrophages (KB staining). These findings
were consistent with ischaemia and reperfusion injury due to
respiratory arrest, and resuscitation followed by 4 months of
being almost in the state of “respirator brain”’. The findings also
suggested occurrences of respiratory arrest other than the
documented one. Notably, Gallyas-Braak’s staining demon-
strated glial cytoplasmic inclusions in the cortex (fig 4A), basal
ganglia (fig 4B) and most of the whole brain regions examined
(not shown). Some inclusions were positive for anti-a-synuclein
(fig 4C) and anti-ubiquitin antibodies (fig 4D). The Gallyas—
Braak and a-synuclein-positive inclusions are the hallmark of

'ill!iiil'lil||!l!| iIIIlIIII |||..i|i|||‘l'_=|l||}'|| Il

Figure 1  Atrophy in the midbrain, brainstem, medulla and cerebellum
from the lower view (A), and dilatation of the 4th ventricle (B).

1030

MSA." **° The negative staining for anti-B-amyloid and anti-
tau-antibodies (not shown) excluded other a-synucleinopathies
such as Alzheimer disease.

Two neurologists submitted a clinical review report to the
local appraisal committee, and an expert nurse reported on the
review on the nursing care. On the basis of these reports based
on clinical review and autopsy, the three autopsy operators, two
neurologists, one nurse, two additional doctors and two lawyers
discussed and determined the proximal cause of death as MSA,
with the direct cause of respiratory arrest as unknown.

DIscussioN

MSA is a sporadic neurodegenerative disorder that encompasses
olivopontocerebellar atrophy, striatonigral degeneration and
Shy-Drager syndrome.” MSA is characterised by cerebellar
ataxia, parkinsonism and autonomic dysfunction.’* Patients
with MSA suffer from ataxia, dysarthria and dysphagia due to
degeneration of olivary neurons, pons and spinal cord. The
parkinsonisms are manifested as akinesia and muscle rigidity,
and autonomic nervous system dysfunction manifests as
postural hypotension, vocal cord paralysis and sleep apnoea.”

The typical course of MSA in Japanese patients has been
reviewed, with an onset of around 55 years, the median times
from initial symptoms to combined motor and autonomic
dysfunction of 2 years, to a bedridden state of 8 years, and to
death of 9years® The histopathological hallmark is the
formation of a-synuclein-positive and Gallyas-positive argyro-
philic glial cytoplasmic inclusions.” ** The inclusions may be
also stained with ubiquitin,” as found in this case.

The clinical symptoms and course, marked atrophy of
medulla, brainstem, cerebellum and spinal cord, and histological
findings, supported the clinical diagnosis of sporadic MSA. The
preservation of the Gallyas-Braak and o-synuclein-positive
inclusions were unexpected as the brain showed severe and
diffuse softening due to respiratory arrest and near “respirator
brain” state, and the time lapse before the postmortem (48 h).
However, the immunoreactivity was preserved for o-synuclein
and ubiquitin, consistent with MSA. Aggregation of «-synuclein
underlies o-synucleinopathies including MSA, Parkinson dis-
ease, dementia with Lewy bodies (LBs), diffuse LB disease and
the LB variant of Alzheimer disease.”"

The direct cause of respiratory arrest was not identified.
There was no sign of ischaemia and arrhythmia on ECG or
enzyme leakage during the hospitalisation. From the appearance
of the mild myocardial lesion, the duration of the respiratory
arrest would not have been long. There were two episodes of
septic shock, but the focus of inflammation was not identified.
The lung oedema at the end-stage may have been caused by the
circulatory failure complicated by enhanced vascular perme-
ability and excessive transfusion.

The sister of the patient demanded to know whether
asphyxia due to insufficient aspiration of sputa had caused
the respiratory arrest. The nurses had not aspirated for 2 h
before the respiratory arrest. Moreover, sputa, body tempera-
ture, C-reactive protein and leucocyte count had increased over
a few days. However, asphyxia was excluded because of the
relatively small amount of the sputa aspirated from the airway:.

Sleep-disordered breathing in MSA patients is known to cause
sudden death. It is hypothesised that hypoventilation may be
caused by impaired automatic control of ventilation secondary
to degeneration of the pontomedullary respiratory centres; or by
stridor and obstructive sleep apnoea due to larynx narrowing
secondary to combined vocal cord abductor paralysis and
excessive adductor activation during inspiration.”

J Clin Patho!l 2009;62:1029-1033. doi:10.1136/jcp.2009.065060
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Figure 2 Whole sections of the pons
(A) and medulla (B) show severe atrophy
and neural loss compared with the pons
(C) and medulla (D) of an age-matched
control, as shown by the size and
reduction in Kliiver—Barrera (KB) staining.

In support of the central mechanism, a histochemical study
has confirmed severe loss of putative chemosensitive neurons,
accumulation of o-synuclein immunoreactive glial inclusions as
well as marked fibre gliosis in the medulla in cases of MSA."""
Additionally, given that autonomic failure is a prominent
feature of MSA, a pathological involvement of autonomic
neurons would contribute to respiratory arrest in MSA.* * Rapid
eye movement (REM) sleep disorder occurs 90-100% of MSA
patients, indicating severe and widespread impairment in the
brainstem that regulates REM sleep." In our case, the atrophy
in the brainstem and medulla was severe.

In support of the airway obstruction hypothesis, a clinical
study using laryngoscopy under anaesthesia reported vocal cord
abductor paralysis (45%) and floppy epiglottis and airway
obstruction (55%) of patients with MSA® It is well known that
many patients with MSA suffer from nocturnal laryngeal
stridor attributed to paradoxical vocal cord motion (PVCM).*
PVCM is the adduction of the vocal cords during inspiration,
and it can cause airway obstruction.’

[t has also been reported that tracheostomy can fatally
exacerbate sleep-disordered breathing in MSA, from the
observations that the apnoea-hypopnoea index becomes higher
after tracheostomy, and all patients with tracheostomies have
frequent central sleep apnoeas.” In an epidemiological study,
sleep apnoea is an expected event in MSA and the mean time
from the onset to death in Japanese patients is 9 years,” whereas

J Clin Pathol 2009,62:1029-1033. doi:10.1136/jcp.2009.065060

the patient in the current case had lived 11 years from the onset
of MSA. Collectively, it is reasonable to assume that he died in
the natural course of MSA.

From the point of view of the patient’s family, the sister had
cared the patient for more than 10 years at home, but she and
the attending physician were far away from the hospital when
the respiratory arrest happened. Additionally, the sister had
criticised the chief nurse on the care given by nurses with less
experience than the sister of caring for patients with MSA.

After more than 2 h, she accepted our explanation that there
was no negligence on the side of the nurse. She told me that the
family would be happy if the findings of this case were to be
disclosed in order to prevent the recurrence of similar events.
Although this is a case in which the doctors themselves found
no evidence of malpractice, but the family of the bereaved
suspected that it had occurred, the investigation was able to re-
evaluate the case independently.

The model project has been useful in the evaluation as to how
we conduct investigations into medical practice associated
deaths and explain the findings to the concerned parties.
Although the “model project” is useful, it is limited by the
intense effort and resources needed to deal with such cases. A
characteristic of Japanese culture is to lay the blame on a
responsible person, but in view of reluctance of the Japanese to
be reviewed by their peers, it will take time before the
investigation system can provide safety and confidence in
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Figure 3 Atrophy found in the
cerebellum (A), loss of Purkinje cells (B) A B

and granular cells (C), and infiltration of
Bergmann's glias (D).

Figure 4 Gallyas—Braak staining shows A B
cytoplasmic inclusions in the cortex (A),

and basal ganglia (B). Some inclusions
showed positive reactions with anti-o--
synuclein {C) and anti-ubiguitin antibody
(D).
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Take-home messages

» Multiple system atrophy was diagnosed
immunohistochemically despite severe ischaemic brain
damage after respiratory arrest followed by 4 months
hospitalisation. . ; ,

» This case was examined by the model project on the
investigation of medical practice associated deaths promoted
by the Japanese government.

medical practice. Finally, we were able to demonstrate the
usefulness of histochemistry in confirming the diagnosis of
MSA, despite prolonged survival after hypoxic brain damage.
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Abstract

Objective: We overview the police-directed death investigation of Medical Practice-Associated Deaths
(MPAD:s) in Japan and the new approach: the “Model Project for the Investigation and Analysis of MPAD.” The
Project, directed by clinical societies and the Ministry of Health, Welfare, and Labor, investigated 64 cases
from September 2005 to March 31, 2008. We explored the requirements and evaluations of the physicians and
risk managers who had requested the investigations by the Model Project.

Design: Questionnaire survey with interview.

Participants: The Project completed reports on 32 cases by November 1, 2007. The physicians and risk
managers who had requested the investigations to the Model Project office were sent questionnaires, and
voluntary respondents were interviewed. We also analyzed why some cases had been consulted with the
Project office but not investigated.

Results: The Project’s ca‘seload is unexpectedly small because of insufficient understanding about the Project on
the part of physicians and families. It often takes a long time before autopsy and case filing. Most physicians are
concerned with the potential involvement of the police, but unaware of the merit of investigation to inform the
results of investigation and prevent disputes. However, most of the respondents were satisfied with the fairness
and specialty of the investigation, as well as explanations to families. _

Conclusions: Most respondents were satisfied with the Model Project activities. However, publicity is required

to encourage the investigation of Medical Practice-Associated Deaths.

Key words: medical practice-associated death, death investigation, 3rd party entity, medical accidents, model

project

Dispute over “Unnatural Death” in Japan physicians to report any “unnatural death™ to police'”
Article 21 of Japan's Medical Practitioners Act requires However, there is no legal definition of “unnatural
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death.” In a famous case of a death from accidental
injection of disinfectant at Tokyo Metropolitan Hiro-o
General Hospital (Feb. 1999), the attending physician
and hospital executive were prosecuted for negligence
of the report. The Supreme Court affirmed their
conviction®. The case initiated a hot controversy among
academic societies about “unnatural deaths” reportable
to police.™*

In 1994, the Japan Society of Legal Medicine (JSLM)
had publicized the guideline that recommended
reporting of cases of “unexpected deaths potentially
related to medical practice” (referred to as “Medical
Practice-Associated Deaths or MPADs"). * However,
clinical societies criticized the JSLM guideline and
insisted that only cases with gross negligence should be
reported to police." Many physicians felt that having
obtained informed consent from the patient or having
given an explanation to the bereaved family exempts
the physician from the legal obligation to notify police
of the death.®

In Japan, professional negligence resulting in death or
injury constitutes a crime®’ Therefore, the ambiguous
legal requirement for physicians to report “‘unnatural
deaths” - to police invites the intervention of the
criminal justice system into the medical field.?’
Additionally, the information obtained in these criminal
investigations is not allowed to be disclosed, used for
prevention of recurrences, or explained to the
concerned practitioners.>’

Model Project for the Investigation of Medical
Practice-Associated Deaths (MPADs)

Awareness shared by many clinical societies of the
need for an entity independent of hospitals and police
to investigate MPADs led to a joint declaration (April,
2004) by the societies representing internal medicine,
surgery, forensic medicine and histopathology.!’ In
response, the Ministry of Health, Welfare, and Labor
determined to promote a model project for independent
“3*_party” autopsies and clinical evaluations of
MPADs by the academic societies."" “The Model
Project” commenced in September 2005 in 4 areas
(now expanded to 10 areas). "'

The flow of the investigation in the project is
summarized as follows."" The attending physician
applies to the local office of the Model Project,
sometimes with advice from hospital executives and
risk managers, having obtained consent from the
bereaved family. Some hospitals also consult in
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advance with the police or coordinator physicians of
the Project. (2) Coordinator nurses interview the
persons concerned and summarize the information for
coordinator physicians. (3) In many cases, police
investigate the case and judge the necessity of judicial
autopsy with police involvement. Coordinator
physicians facilitate these processes with the help of
coordinator nurses. (4) Autopsy is performed by a
forensic pathologist, a histopathologist, and a clinical
expert who analyses medical records and films, attends
and advises in the autopsy. They submit an autopsy
report. (5) Two clinical reviewers read the medical
records, films, physicians’ statements, and autopsy
report and submit a preliminary review report. (6) At
the local appraisal committee, members discuss and
determine the cause of death, review the process of
practices, and make recommendations for prevention of
recurrences on the basis of autopsy and review reports.
(7) The results on the final “review report” are
explained to the bereaved family and physician at once.
It took average of 10.1 months from the application to
explanation on conclusion in a case.

Coordinator physicians (1) decide whether a case can

be accepted for autopsy by coordinating with police -,

and stakeholders, (2) advise ccordinator nurses and
3™.party physician consultants, and (3) coordinate with
the local appraisal committec and manage the
investigative processes.

Coordinator nurse were indispensable for the
investigation. They (1) interview hospital staffs and the
bereaved families, explain the process and listen to
their concemns, (2) coordinate hospital staffs, family,
and 3™ party physicians for autopsy and review, (3)
assist with bereavement service at autopsy and briefing,
(4) preserve medical records and films, and assist with
review processes.

Local appraisal committees consist of 10-15 medical
and legal specialists including the two expert reviewers,
the coordinator physician and nurse, two 3™ party
Jawyers from patient and care provider perspectives, 3"
party physician and surgeon, in addition to the three
autopsy participants (in the Tokyo district). Sometimes
the committee addresses questions to the hospitals.

The committee chairperson, reviewer, coordinator
physician and nurse explain the results of the final
review report to the bereaved family and physician at
once.
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Flow chart of the “Investigation of Model Project”

METHODS

By November 1, 2007, 32 final reports had been filed"'
Our study targeted these filed cases. All final reports
are summarized on the Model Project’s website."
Questionnaires were sent to 36 attending physicians
who submitted applications to the Model Project (22
respondents) and 36 hospital risk managers (21
respondents). The questionnaires asked them to
identify why they applied to the Model Project
(requests), whether they were satisfied with the
investigation, and what troubles they experienced.
Choices of requests are composed of 9 including “fair
investigation, expert investigation, expert appraisal,
information disclosure to family and physician,
prevention of recurrence, improved relationship with
family, dispute resolution”. We also interviewed 6
physicians and 7 risk managers, with reference to their
replies to the questions, and summarized their
unstructured responses. The study was approved by the
Committee of Ethics of University of Tokyo,

and the Steering Commitiee of the Model Project.

The causes of deaths in the subjects of this study
included hemorrhage related to surgery or
catheterization ruptured suture, drug prescriptions,
unexpected death unrelated to surgery, and pulmonary
emboli derived from recurrent malignancy. The
bereaved families suspected malpractice in most of the
cases.

RESULTS and DISCUSSIONS
Low case load

The Ministry of Health, Weifare, and labor budgeted
for analysis of 200 cases per year. However, in the first
31 months of the Project, only 64 cases (25/year,
12.5% of the expected number) had been submitted.
Among the 48 cases filed by the end of March, 2008,
there were cases caused by medical practices such as
hemorrhage related to surgical procedure in 11 cases or
catheterization in 3 cases, as well as adverse reactions
to drugs in 6 cases. In contrast, there were 24
unexpected death not related to surgery. And, there
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were 2 cases that have not been disclosed information
by the bereaved family's hope.

Submissions of cases to the Model Project were
prompted by different factors in different cases. Factors
listed in the responses included directions by hospital
executives or risk managers, and requests for review
from bereaved families to attending physicians.
Interestingly, three risk manager respondents listed
“recommendation from police”, while only one
attending physician listed this factor.

Some reasons for the low case load were identified
from unstructured questionnaires. First, confusion
exists over what cases should be submitted to the
Model Project, whether any particular case will be
accepted for investigation, and what the consequences
of acceptance of a case by the Project would be. There
is no clear definition of what cases are acceptable.
Coordinator physicians have no legal authority to

ISSN 1349-5232

accept a case independent from police investigation. As
a result, in many cases the hospital and bereaved
family were lefi with uncertainty for a long period
(>24h) before acceptance of the application. As a
result of this confusion, and of the lack of widespread
understanding of the merits of the Project among

practitioners, there has been an unexpectedly low case

uptake. .

The Ministry of Health has tried to_show the criteria
of the report for the investigation of MPADs. The
hospital directors are supposed to report the cases
which they judge or suspect malpractice or causality to
death.

Requests and satisfactions of applicants
The levels of the request and satisfaction of applicants
on behalf of hospitals are shown in Table.

Table Requests and satisfactions of applicants on behalf of hospitals: attending physicians and

risk managers.

Attending Physicians (22) Risk Managers (21)

Request Satisfaction] Request | Satisfaction
Fair investigation 19 13 16 13
Expert investigation 17 12 18 17
Expert appraisal 15 14 17 14
Information disclosure to family 10 8 14 16
Information disclosure:to hospital 2 2 5 7
Information disclosure to physicians 1 0 2 3
Prevention of recurrence 7 2 10 9
Improved relationéhip with family 4 2 6 7
Prevention of dispute 6 4 5 3

Most of the physicians and the risk managers who
submitted cases requested fair and expert investigations
on death causes and medical appraisals. With these
requests, the respondents were generally satisfied.
Most of the risk managers but few physicians were
satisfied with prevention of recurrences, reflecting their
interest.

Information disclosure

The Model Project’s publicly stated goals include
disclosure of information to the family and prevention
of recurrences.’ As shown in the table, “information
disclosure to the hospital” was expected by five risk
managers before the investigation, but was satisfied by
seven risk managers after the investigation. Consistent
with this unexpected awareness of the merit of
investigation by the risk managers, there was a free
description stating that the results of the investigation
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were unexpectedly useful in the root cause analysis.

The risk managers appreciated such merit more than
doctors did. To encourage medical safety, more
advertisement on this merit of investigation and
practical measures for feedback of the resuits to the
medical practices are required.

The long period of time from application to final
report to family and physicians (average 10.1 months)
in many cases appeared to foster doubts of the families
and anxieties of physicians. Therefore, physicians and
risk managers were also concerned about delays.
During this period, many hospitals found themselves
unable to reply to bereaved families’ demands for
explanations, which worsened the family-hospital
relationship. In few cases, coordinator nurses helped
the communication between hospitals and families.

In Japan, the delay or lack of disclosure of findings
of legal autopsy on MPADs prompted bereaved family
to sue physicians. '

Concern of physicians and risk managers

We interviewed six attending physicians and seven
nisk managers. They replied that the results of the
investigation contributed to medical safety. They also
told that the investigations confirmed their expectations
about the cause of death. However, the Ilatter
comments arose concem since the might have selected
“safe case”, in contrast with the findings that autopsies
often disclose unexpected results' Consistent with the
interpretation, they were concemed about the potential
disclosure of physicians’ malpractice, a concern that
was alleviated by most but not all final reports.

Dispute resolution .

Aiding resolution of disputes between families and
medical providers has also often been referred to as a
Project goal.' However, dispute prevention and an
improved relationship with the family were viewed as
requests by only a minority of the physicians and risk
managers (Refer to the table.). With regard to these
goals, satisfactions were heterogeneous. In one case,
the applicant expressed deep dissatisfaction because
the final report unexpectedly concluded malpractice as
the cause of death, though autopsy report suggested the
causality of ischemic heart disease to the death. In this
case, the communication and relationship between
surgeons and bereaved family became worse.

Although there is no practical measure toward
dispute resolution in asscciation with the Model Project,
the investigation by the Model Project would generally
help resolute dispute since most of bereaved families
were satisfied with the investigation. Additionally, half
of filed cases were not related to the medical practices,
but the bereaved families would have suspected
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malpractice if the autopsy and investigation had not
been performed. Consistent with this interpretation, the
survey on the high court cases in USA clearly showed
the merit of autopsy of MPADs to prevent disputes
even in the malpractice cases.'

Legislation

At present, the Ministry of Health, Welfare, and
Labor are waiting for the introduction’ of the bill on the
investigation of MPAD:s to the Congress. On the other
hand, not a few practitioners oppose the bill from the
concern on the report of the gross negligence cases to
the police by the investigative body.

Limitations of the Study

The subject cases may not represent MPADs in general
because (I) cases (usually involving suspected gross
negligence or a demand by the family) in which a
judicial autopsy is ordered are excluded from eligibility
from the Model Project, and (2) under Model Project
rules, cases may be submitied to the Project only on the
hospital’s initiative. The latter tends to rule out cases in
which the hospital judges that its interests would be .
adversely affected by outside review. Additionally, (3)
the number of cases available for study was small
because of low publicity, fear of legal issues, low
motivation of practitioners etc.
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