Should We Keep or Drop
the Terminal-Only Rule?
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The Terminal-Only Rule (TOR)

. In Japan, only patients in the terminal phase are allowed
to have life-sustaining treatments terminated. (TOR)

. A similar situation exists in South Korea but not in Taiwan or
the UK (Tanaka et al. 2020).

. TOR is analogous to the Dead-donor rule in organ
transplantation (Kodama 2007).

- Abuse or gerrymandering of TOR is occurring.

- Should Japan keep the rule or drop it? - Drop it.

Tanaka and Kodama (2020)

1. Fussa DlalySl Case 2018

https://mainichi.jp/articles/20190312/k00/00m/040/323000c

- A 44-year-old chronic kidney disease (CKD) patient died a week
after terminating dialysis treatment in a public hospital in Tokyo
in August 2018.

- The patient’s attending physician suggested several treatment
options, including kidney transplantation and permanent
vascular catheter. According to the independent enquiry
conducted by the Japanese Society for Dialysis Therapy
(JSDT), the patient’s medical condition was not considered
terminal since she could have lived at least another six months
had the dialysis been continued.
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Tanaka and Kodama (2020)

https://medical nikkeibp.cojp/
leaf/mem/pub/report/
332/201904/560717.htm

- The patient indicated she understood the physician’s explanation
that she would die within two weeks if dialysis were terminated.
Nonetheless, after several discussions with the medical team and
her husband, the patient signed a consent form to authorise the
termination of dialysis, which was stopped shortly afterwards.

- According to the hospital’s report and the investigation
conducted by local government officials, the patient experienced
pain and panic the day after the dialysis treatment was stopped
and rescinded her wish to terminate treatment due to respiratory
distress.
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- Nurses calmed her down with breathing exercises, and the
attending physician administered a sedative. The patient
only indicated a wish to treat the respiratory discomfort
and did not insist on resuming dialysis. In response, the
physician offered pain relief without reinitiating dialysis.
The patient died shortly afterwards.

- The JSDT’s recommendations [2014] allow withholding and
withdrawing hemodialysis only if a patient’s general
medical condition is extremely poor [i.e. terminal].

2. Guidelines and Dialysis

MHLW'’s Guidelines and JSDT’s Recommendations (2014) adopt TOR

1. Only patients in the terminal phase can have life-
sustaining treatments (LST) terminated. (TOR)

2. Patients on dialysis are not in the terminal phase.
(except for those with very poor prognosis)

Dialysis patients not in terminal '

3. Therefore, patients on dialysis cannot patients in terminal

fm= (dying patients)
have their LSTs terminated. m =
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MHLW’s guidelines for end-of-life decision-making
process

- Created in 2007 ( M&KREIEEDRE 7O RICETZIHA KT 1>) )

- Qutlines the decision-making process for end-of-life care
(informed consent, proxy consent, best interest)

- There is no definition of “end-of-life (terminal phase)”
- Emphasises procedural justice

- Recommends for clinical ethics consultation

- Prohibits active euthanasia

- Changed its name from “end-of-life (terminal) care” to “the final stage
of life” in 2015 (AL ORILEEBEDRE 7O RICET 2HA RF1 V)

- Revised in 2018 and emphasises ACP and nursing care
(NEDRKEBEICR ITZER - T 7ORESACRICET Z2HA RF1Y)

MHLW’s Guidelines do not define or give criteria for the
terminal phase (=the final stage of life)

https://www.asian-eolc-ethics.com/
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*Note 4: The last stage of life includes cases
where the prognosis is predictable from a
few days to a few months at most, such as
the terminal stage of cancer; cases where the
prognosis is poor due to repeated acute
exacerbations of chronic diseases; and cases
where death occurs over several months to
several years, such as the sequelae of
cerebrovascular diseases and senility. The

last stage of life should be determined by the

proper and valid judgment of the medical

and nursing care team based on the patient's

condition. In an emergency situation where

[——— .
there is no time to form a team, the

physician has no choice but to make a
decision based on medical validity and
propriety with respect for life, after which
the medical and nursing care team will again
consider proper medical treatment and

nursing care for the patient.




JSDT’s initial view on the Fussa Case

Okada 2019

- The major issue in this case was that the physician proposed
discontinuing dialysis for the non-terminal patient with end-stage
kidney disease undergoing maintenance dialysis. Despite the patient's
desire to resume the suspended dialysis, it was not restarted.
Additionally, the medical team did not carry out shared decision-
making and advance care planning.

- For non-terminal patients, the medical team should refrain from
proposing the option of forgoing dialysis at the start and during the
continuation of treatment...

- Dialysis is considered a life-prolonging treatment for patients with end-stage
kidney disease; however, for patients who can achieve long-term
survival through the initiation or continuation of dialysis, it should be
regarded not as life-prolonging treatment, but simply as treatment.

Guidelines and Dialysis

MHLW'’s Guidelines and JSDT’s Recommendations (2014) adopt TOR

1. Only patients in the final stage of life (FSL) can have life-
sustaining treatments (LST) terminated. [TOR]

2. Patients on dialysis are not in FSL.
(except for those with very poor prognosis)

Dialysis patients not in FSL '

3. Therefore, patients on dialysis cannot ] e o)
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3. Enter JSDT’s new recommendations (2020)

BT &S 53(4) 1 173~217, 2020

BAZENEFS (the Japanese Society for Dialysis Therapy)
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Determination of the final stage of life: Joint decision
model JSDT (2020: 187, 207)

- In this report, we will use the term 'final stage of life' in
accordance with recent guidelines from the MHLW, rather than
'terminal phase'. The determination of whether a patient is in the
final stage of life should be made by a physician, taking into
account the patient's overall condition, including dialysis-related
complications and other diseases. The final stage of life begins
when the patient, or the patient's family if the patient lacks
decision-making capacity, understands and accepts this
diagnosis.

. ESKD requiring dialysis alone does not constitute the final
stage of life. However, patients with ESKD who require dialysis to
sustain life but choose comfort care measures and discontinue
dialysis have a high probability of death within several days to
weeks, even though they are not medically considered to be in
the final stage of life...




Determination of the final stage of life: Joint decision
model JsSDT (2020: 187, 207)

- Therefore, when a patient, or the patient's family if the
patient lacks decision-making capacity, requests the
medical team to discontinue dialysis, the final stage
of life begins from the point at which a physician
diagnoses the patient with ESKD requiring dialysis to
sustain life permanently.

m: - ] Dialysis patients not in FSL
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i patler;ts n ZSLI ) patients in FSL
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JSDT’s revised view on the Fussa Incident
Okada et al (2022)

- Under the new JSDT’s recommendations, while dialysis
patients are not considered to be in the final stage of life,
when a patient with decision-making capacity
requests the medical team to discontinue dialysis, and
a physician diagnoses the patient with ESKD requiring
permanent dialysis to sustain life, and the patient or
their family understands and accepts this diagnosis,
the final stage of life is deemed to have commenced.
Therefore, the civil lawsuit [Fussa] case in question
falls under the category of being in the final stage of
life.

4. Discussion: Is the joint decision model of FSL
coherent?

.- Judgment of the terminal phase (or FSL) seems medical,
independent of the patient’s wish or understanding.
(Objective-medical model)

. Compare: “Stage 4 cancer begins when the patient, or
the patient's family if the patient lacks decision-making
capacity, understands and accepts this diagnosis.”

This would be very odd.

- Implication 1: Of two exactly similar ESKD patients on

dialysis, one may be in the FSL and the other not in the FSL.

- Implication 2: If the ESKD patient changes his mind, he can
be in and out of the final stage of life without any change in
his medical conditions.

Implication 1

Two exactly similar ESKD patients on dialysis

| don’t want to | want to
continue dialysis continue dialysis

Pt1 is in the final stage of life P12 is not in the final stage of life
=allowed to discontinue dialysis =not allowed to discontinue dialysis




Implication 2
ESKD patient on dialysis changes his mind

| don’t want to Now, | want to

continue dialysis

- -

Pt3 is not in the final stage of life
another day without any change in
his medical conditions

continue dialysis r-
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Pt3 is in the final stage of life
one day

4. Discussion: Is the joint decision model of FSL
coherent?

- Consistency 1: Should we apply the same logic to ALS
(MND) patients and PVS patients and allow
discontinuation of LSTs?

- Consistency 2: Healthy people can die within a few days if
they don't eat and drink at all. Should physicians consider
healthy people to be in the final stage of life if they decide
not to eat and drink? f\
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Joint decision model leaves 1. (TOR) untouched
but tinkers with 2. to make termination possible

1. Only patients in the final stage of life (FSL) can have life-
sustaining treatments (LST) terminated. (TOR)

2. Patients on dialysis are not in FSL.
(except for those with very poor prognosis)

e
3. Therefore, patients on dialysis <~
cannot have their LSTs terminated. h

Joint decision model leaves 1. (TOR) untouched
but tinkers with 2. to make termination possible

1. Only patients in the final stage of life (FSL) can have life-
sustaining treatments (LST) terminated. (TOR)

2. Patients on dialysis are not in FSL.
(except for those with very poor prognosis)
=Patients on dialysis are in FSL

only if they wish to have LSTs discontinued. r-
3. Therefore, patients on dialysis can have ‘ '«15' |-
their LSTs terminated. /M =i
J BE




We should challenge 1. (TOR)

1. Only patients in the final stage of life (FSL) can have
life-sustaining treatments (LST) terminated. (TOR)

2. Patients on dialysis are not in FSL.
(except for those with very poor prognosis)

3. Therefore, patients on dialysis cannot
have their LSTs terminated.

Patient autonomy and the
right to refuse treatment

- If we as a society allow dialysis patients to end their
treatment, we should not do so by changing the definition
or interpretation of “terminal phase” to bypass TOR.

- Instead, we should abandon TOR and recognise the right
to refuse treatment for non-terminal patients, even if that
may result in their death. i“

Dialysis patients not in FSL = o
ﬁ - -

Allow forgoing dialysis patients in FSL
even if they are notin FSL  (dying patients)

Right to refuse treatment

Two exactly similar ESKD patients on dialysis

| don't want to | want to
continue dialysis continue dialysis

Pt4 is not at the final stage of life Pt5 is not at the final stage of life
=allowed to discontinue dialysis =allowed to continue dialysis

Conclusions

. The Terminal-Only Rule (TOR) is one of the ethical principles
in Japan’s end-of-life care.

.- The Fussa Dialysis Case in 2018 appeared to violate TOR.

. JSDT's new recommendations have adopted the joint
decision model to determine the terminal phase, enabling
non-terminal dialysis patients to “choose” to be terminal.

. JSDT’s strategy carries several unpalatable implications.

- Recognising the right to refuse treatment is a simpler way to
allow non-terminal patients to discontinue dialysis.
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