Nephrology and Renal Diseases

Letter to Editor

Oat

open access text

ISSN: 2399-908X

‘Two major concerns surrounding governmental approval of
tumourectomized kidney transplants in Japan

Akira Akabayashi'?*, Eisuke Nakazawa'and Yuzaburo Uetake’

Department of Biomedical Ethics, Faculty of Medicine, the University of Tokyo, Japan
Division of Medical Ethics, New York University School of Medicine, New York, USA

Dear Editor,

On July 6, 2018, the Japanese Ministry of Health, Labour and
Welfare Expert Committee approved tumourectomized kidney
transplant (TKT) as ‘Advanced Medical Treatment’ (AMT, ‘senshin-
iryo’). In TKT, a kidney is removed as per a live donor operation and
perfused with preservation fluid; the small renal tumour is excised on
the back-table, and the tumourectomized kidney is transplanted into a
recipient [1].

Alongside concerns expressed by experts and the media (e.g., risk
management for cancerization and informed consent), we raise two
more serious issues.

The first issue is the adequacy of hemodialysis (HD) compared to
that of transplantation. TKT proponents emphasize the shorter life
expectancy of those undergoing HD [2,3]. However, reliable empirical
data supporting this assumption have not yet been obtained, due to
difficulties in conducting unbiased RCTs to address this comparison.
Patients with moderately serious conditions who can endure the
invasive surgery and immunosuppressant therapy would likely benefit
from TKT, while those with more serious conditions would likely fare
better with HD.

Regarding the age of recipients, an old analysis showed that
patients who were 20 years to 39 years old at the time of placement on
the waiting list, and who underwent transplantation, were projected
to live longer than those who remained on the waiting list [4]. On the
other hand, another study revealed that recipient age less than 50 years
was a risk factor for early acute rejection episodes [5].

So far, no study has investigated how age directly impacts the
survival difference between renal transplant and HD. However,
analyses of Japanese databases identified some implications.

In 2016, the average age of 1,331 registered patients who underwent
living kidney transplantation was 45.7 years (22.3% Z60). The 5-year,
10-year, and 15-year graft survival rates (data from 2000 to 2009) were
89.2%, 86.0%, and 75.8%, respectively [6].

In a sharp contrast, the average age of HD initiation was 69.4 years
in roughly 39,000 patients (77.0% =60), with a crude death rate of 9.7.
HD duration was 25 years in 50.4%, Z10 years in 25.2%, and 215 years
in 13.0%. The total number of patients undergoing HD was roughly
330,000 in 2016 [7].

These data imply that older patients may benefit more from HD,
while younger patients with less serious conditions may benefit more
from transplantation. A rigorous analysis adjusting age is needed to
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answer this question, where transplantation patients are compared
with HD patients under proper medical control.

Japan is in good standing with regard to HD [8], with very low
mortality rates. Moreover, HD is relatively inexpensive, at JPY 4,400,000
(USD 40,000) annually, in sharp contrast to that in the United States
(USD 82,000). These facts should also be considered in policy-making.

The more fundamental concern is the issue of allocating public
resources to unestablished, non-life-saving treatment. Because HD
is available as an alternative, TKT does not represent a life-saving
measure as heart, lung, and liver transplantations would. One of the
most significant benefits of TKT for HD patients is improved quality
of life (QOL), with some reduction in medical expenditures, and the
prevention of cardiovascular complications of HD patients.

Is it justifiable to use public national health insurance supported
by taxpayers and employers’ companies to cover TKT? A typical
TKT surgery costs JPY 6,620,251 (USD 66,200). In the framework of
AMT, patients would pay only JPY 1,127,385 (USD 11,300), while the
remaining JPY 5,492,866 (USD 54,930) is covered by national health
insurance.

It becomes exceedingly difficult to justify public spending on TKT.
First, as a general principle, public funding requires accountability.
How would the government explain using ‘public’ funding for an
unestablished treatment for which the main benefit is improved
QOL, without seeking other private sources such as pharmaceutical
companies or private foundations?

Second, as TKT covers only a small fraction of the population, why
are all Japanese citizens expected to contribute equally to increase the
QOL of a few select patients? Is it not fundamentally unfair to require
all to invest equally?

Third, the government did not hold any public Q&A session on
this matter, and even publicity for policy decision-making, a necessary
condition of procedural justice, was not granted.

Therefore, we conclude that even the noblest of intentions for
the best interests (increase in QOL) of patients secure no ethical
justification to use public funds.
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Japan must face its paucity of brain-death organ donors,
which has resulted in a lengthy waiting list. To this end, feasible
recommendations have been made [9], but the government response
has been underwhelming, with the petty promotion of a type of living-
related organ transplantation (namely, TKT). Until dramatic changes
are made in transplantation policies and the waiting list is shortened
substantially, HD will remain the default treatment option for Japanese
patients with end-stage renal failure.
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