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G Our organ transplantation law was revised in 2009, and informed
consent of donors necessary to perform organs harvesting form them was
changed from opt-in form to opt-out form. One question is, regarding this
revision, is there any change in the concept of the informed consent in Japan,

in general?

& WFET I A LWTT D In general, certainly there has, over the
years, been a considerable movement towards informed consent in Japan.
There is no question about that. With regard in particular to the revised
organ transplant law in 2009, I wonder how much actual difference that
revision has made in practice, and I think that this is something that perhaps
has been looked at imperatively. I don’t have all the facts before me now, but
I think that I have heard that there still are very, very few organ transplants
being conducted in Japan even after the organ transplant law.

And so, my suggestion to my colleagues, especially in the law department,
is that sometimes we make a mistake of placing too much emphasis on
theoretical points and not enough emphasis on what actually happens on the
ground, and it's the actual empirical analysis that seems to be at the heart of
medical legal scholarship.

Now, having said that, may I ask a question to one of the panelists? I

would like to direct question to Dr. Sato. My topic is Disaster Management.
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One thing that we have all learned is that human beings will make mistakes.
And institutions will make mistakes. We saw that in the Pennsylvania case
of Gelsinger that I talked about in my presentation.

One of the things that is important is how those mistakes are handled.
Sometimes well-handled mistakes can have not so great consequences. But
other times, mistakes poorly handled can have enormous consequences. Mr.
Kawasaki observed that an emphasis on soft law makes it somewhat easier
to have an evasion of responsibility, and when we look at instances, for
example, at the very beginning of advanced medicine in Japan with Dr.
Wada Jiro and heart transplant, it had tremendous consequences for public
trust in medicine. If we look at recalls, for example, of automobiles and drugs
and medical devices that are defective but they are hidden, it has adverse
consequences for trust in companies. And of course, an extreme case is
Fukushima where the government’s and TEPCO'’s response have caused
tremendous decreases in trust in government and the industry.

So my question for Dr. Sato is this. As representative of a distinguished
medical institution, what would you say that Keio University has learned
about the management of the disasters which inevitably at some point in the

future will happen from advanced, for example, stem cell research?

1k Thank you very much. This is a very serious issue, but, generally
speaking, apart from the disaster that we have had over the last year, in this
country, people tend to turn their back on disasters, and responsibility-
ducking and avoidance are often seen rather than facing the actual disaster
and looking for the causes in order to plan actions to prevent it in future. In
this regard, I think the United States excels in many ways including
measures to deal with the clinical research in disasters as you refer to.

In our case, we have put in place a couple of steps, and brought in
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external regular quality assurance system to directly check all the ongoing
clinical research. Some people say that it's going a bit too far, but I don’t
think so. All of the newly acquired informed consents are electronically
preserved so that anybody can check whether this patient in question is
undergoing so and so trial, which was approved when by whom etc. - this
system didn't exist a year ago. Indeed, we have learned quite a large lesson
from the disaster; in fact I'm a bit suspired of the degree to which
improvements we have achieved over this disaster and mishap. Mishap itself
was dreadful, but leaned lessons and improvements achieved so far are, in
my view, somewhat remarkable.

Nationally speaking, it must be noted that there indeed are some
institutions where procedures to ensure in clinical research compliance with
the relevant regulations are far from being ideal, and where thus lots of
improvement are critically needed.

In short answer, back to your question, we have learned quite a lot.
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