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Today’s topics

1. Recent changes in the government policy for
medical research and genomic medicine in
Japan

2. Return of results of genomic analysis

3. Revision of Personal information protection
legislation and its influence to genomic
medicine



History of AMED
(Japan Agency for Medical Research and Development)

Feb 2013 Office of Healthcare Policy established in the Cabinet Office.

Jun 2013   Cabinet approves establishment of 'control tower' function for
medical R&D. in line with "Japan Revitalization Strategy -- Japan is
Back" policy strategy.

Feb 2014    Cabinet approves bills for Act on Promotion of Healthcare Policy
and Act on the Independent Administrative Agency of Japan
Agency for Medical Research and Development.

May 2014   Act on Promotion of Healthcare Policy and Act on the Independent
Administrative Agency of Japan Agency for Medical Research and
Development pass.

April 2015
Japan Agency for Medical Research and Development (AMED) established.

1. Recent Changes in the Government Policy



The role of AMED
Providing a one-stop service for research expenses, AMED consolidates budgets for

research expenses, which had previously been allocated from different sources --
the Ministry of Education, Culture, Sports, Science and Technology, the Ministry of
Health, Labour and Welfare, and the Ministry of Economy, Trade and Industry.

l Horizontal and vertical
cooperation of traditionally
divided areas.

l ‘Knowledge sharing’ and ‘data
sharing’

(President Prof. Makoto Suematsu)
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Data sharing with 1) UDN of US and other countries
2) Matchmaker Exchange

Single IRB
Return of results
Genetic counseling



Challenges
• Funding:

– For connecting clinicians, researchers and patients
across the nation

– Wider use of genetic testing

• Training and Capacity building of professionals
– Clinicians, bioinformaticians, ELSI specialists, etc.

• Regulations
– ethics review, informed consent, data protection, etc.



Recommendation of American College of Medical Genetics and
Genomics (ACMG)： （Green et al. Genetics in Medicine, July 2013）

It was recommended that: laboratories performing clinical sequencing
(whole genome/exome sequencing) seek and report mutations of the
specified classes or types in the genes listed in the document.

The list includes 56 genes for 24 diseases. Many of the diseases are
cancer (16) and others are cardiac ones (7). All the mutations show high
penetrance and are clinically actionable.

The first version was criticized since it made reporting obligatory and also
recommended that results are returned to children.

The ACMG revised the recommendation in 2014 so that receiving results
is opt-in option.  It also decided to use the term “secondary findings” in
stead of “incidental findings.”

2. Return of results of genomic analysis



Government policy for RoR in genetics in Japan

1. Japan has worked actively on ethics of human
genome/genetic research since the end of the 1990s.

2. In 2000, the Government adopted Fundamental
Principles of Research on the Human Genome as a basic
policy for the country.  It clearly states (as one of the
principles) that research participants has both right to
know and right not to know their genetic information.

3. More practical guidelines: Ethical Guidelines for Human
Genome/Gene Analysis Research was published in 2001,
and their revision in 2004 set the policy of “disclosure in
principle” However, there were also exemptions and
researchers did not have to return the results when they
are not accurate and useful.

Minari et al, SCRIPTed, 2014



1. Revision of the Government Guidelines in 2013.
Researchers have to establish their own policy for RoR.
“Incidental finding” is also mentioned for the first time.

2. New policies for some biobanks.
A new biobank, the Tohoku Medical Megabank, has set

a policy of disclosing “some results that are useful for
health obtained by genetic analysis”

Recent trend which may lead to more
disclosures of research results

How about
discussions and
policy in the
clinical setting?

However, these
policies are in the
research setting.



Projects that perform large scale genomic sequencing in Japan

• Clinical sequencing projects in university groups
• Tohoku Medical Megabank
• Projects in National Center (for medical research)

NCC, NCNP, NCCHD, NCVC, NCGM, NCGG

• Prefectural Cancer centers

• AMED IRUD project

• Biobank Japan

• Clinical Genetics Department network of Japan

l Survey current status of handling of
‘incidental findings” (IFs)

l Formulate a guidance that can be used
nationwide in Japan.

“AMED Project of
implementation of genomic
medicine”   2014-2017



１．Many organizations are working on the issue of
IFs (struggling to decide what to do ) in the context
of clinical sequencing.

２．The most advanced activities are found in
cancer area and some organizations are returning
the results of IFs to patients.

３．Some organizations have prepared the
procedures including method of consent, decision
making and counseling. They may serve as guiding
examples to others in Japan.

Summary of 2014-2015



４．Most of the organizations consider the ACMG
recommendations and list of genes/mutations
useful.  (However, there is a need to analyze other
major initiatives such as genomics England.)

5. There are other issues such as disclosure to
family members, lack of databases for
interpretation, who has responsible for the decision
making, etc.

Challenge now is to make guidelines which can
be applicable to many hospitals across the
country.  (2016-2017)

Summary of 2014-2015



3. Changing landscape for
personal information  protection

ＥＵ: The new Regulation (which would replace Data
Protection Directive) is being prepared.
The Regulation will be legally binding with influences to
genomic research.
(and some other features: e.g. Right to be forgotten)

Japan: The government is also working for revision of
personal information protection legislation. It has passed
some of the main laws.  But, how the entire legal system
will handle genomic information is not clear yet.





Genomic data in personal information protection legislation
in Japan (Current status of discussions)

• In principle, genomic data is personal
information even when it is anonymized.

• Details will be determined under the Cabinet
Order, which is now being prepared and
finalized this year in the government.



Genomic data in personal information protection legislation
in Japan (Current status of discussions)

• Two definitions of data will be relevant to genomic
research.

1. “Personal Identification code”
>> genomic data

(sequence data without interpretation)
What kind of genomic data?

Not clear yet.  >> Cabinet order
2. “Sensitive personal information”

race, religion,  medical history, personal information which
has potential to bring about unjustifiable discrimination or
prejudice

>> genetic information
>> What kind of information? Not clear either.
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Genomic data in personal information protection legislation
in Japan (Current status of discussions)

• In addition to the Cabinet order under the Act on Personal
Information Protection, the revision of research ethics
guidelines will start this month (April 2016).  How they
define the actual procedures of handling of genomic data is
also quite important for genomics research.

• There are other concerns such as whether existing samples
(old samples) without detailed consent can be used or not.
(for the third party use, for example)
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Thank you for your attention!


