W

e can quickly move around
the town on a vehicle
guided by our own shifting
body weight, or check into a hotel by
just using our fingerprint. Such a future
is now starting to become a reality.
Sometimes “regulation” becomes
a barrier to a business operator
trying to realize an innovative service
or business model that improves
productivity. In order to support the
initiative of such motivated business
operators, the “System to Remove
Gray Zone Areas” and “System of
Special Arrangements for Corporate
Field Tests” enables these operators
to check whether regulations are
applied or to request for a review of
regulations. The systems came into
effect in 2014 as a part of the Industrial
Competitiveness Enhancement Act,
which intends to reinforce the growth

potential of Japan.
The “System to Remove Gray
Zone Areas” allows for increased
regulatory clarification before launch
of operations for businesses where
compliance of existing rules and laws
cannot easily be determined. If, for
example, the application of regulations
remains uncertain when starting a new
business, entrepreneurs must bear
stifling risks. Therefore, the System
supports motivated business operators
to challenge new ventures without
worrying by clarifying the applicability
of regulations in advance.
On the other hand, the “System of
Special Arrangements for Corporate
Field Tests” helps business operators
who have an idea they hope to realize
in the future but currently cannot

commercialize because of regulation.
This is somewhat like a system to
approve “special zones” for individual
companies. Special arrangements
such as deregulation can be applied
according to the business to verify the
feasibility of the business. If the safety
and effectiveness of the business
are verified, it may lead to regulatory
reforms to take effect in nationwide.
Unlike the national strategic special
zone, companies can individually
or jointly apply for the special
arrangement.
In order to bring new growth to Japan,
it is essential that business operators
with ideas use these systems and

expand potential of innovations with
flexible ideas. METI has already
received 84 applications for the
“System to Remove Gray Zone Areas”,
and 11 for the “System of Special
Arrangements for Corporate Field
Tests” as of the end of September
2016. In the following pages,
interviews with companies utilizing the
two systems will be introduced and
steps to utilize them will be explained.

Supporting commercialization by removing
regulatory barriers!
Support 1
Check whether the business is being
regulated or not in advance

System to Remove Gray Zone Areas
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Request special arrangements in case the
business is being regulated

System of Special Arrangements
for Corporate Field Tests
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Unique ideas may possibly change the future
How the System works through frontrunner
cases

Case 2
System to Remove Gray Zone Areas

Healthy Life Compass Corporation

“Conduct a blood test anytime in a casual style at drugstores and pharmacies”
Our company provides a self-check service
through self-blood collection at neighborhood
drugstores and pharmacies. Since receiving the
official go-ahead through the System to Remove
Gray Zone Areas, the number of stores introducing
the service is steadily increasing and is currently
about 1,500. Users are mainly those who are selfemployed and housewives. The service helps the
health management of people who are busy with
childrearing and nursing care.
The system of Specified Health Checkups began
with the goal of early detection of lifestylerelated disease. However, the consultation rate is
not growing as intended, mainly due to reasons
such as “making a reservation is troublesome”
or “cannot take the time for it.” Therefore, we
considered how to provide a casual blood test that
can be taken anytime, anywhere.
This is how it works. First, the user collects blood
by himself/herself at the blood-collection corner
in pharmacies or drugstores. Then, the specimen
is analyzed at the test center, and the result is
reported to the user at the storefront at a later
date. The service not only provides lab results
but also offers advice from pharmacists to the
extent that it does not infringe on the Medical
Practitioners’ Act. If the result is outside the scope

With the establishment of the System to Remove Gray Zone Areas and the System of Special Arrangements for Corporate
Field Tests, many unique businesses are emerging.
We interviewed three business operators who succeeded in realizing ideas that would have been difficult under the
existing rules, on their thoughts about the business and the points to keep in mind when utilizing the systems.

Case 1
System of Special Arrangements for Corporate Field Tests Tokyu Corporation

“Community development utilizing new technologies”
“Segways,” the globally-popular nextgeneration vehicle, have been travelling to and
fro on the public roads of Futako-Tamagawa
since September 2016. Those who use the
service enjoy “on-the-road communication,”
which is one of the aims of the guided tour, by
waving to and exchanging words with passersby while moving at a relaxing speed of 6km/h
(maximum).
This tour, jointly held by Tokyu Corporation,
Segway Japan Ltd., and the Futako-Tamagawa
Traffic Environment Cleanup Promotion Council,
could not have been realized without the
System of Special Arrangements for Corporate
Field Tests. The travelling of Segway on public
roads in Japan is not allowed under the
Road Traffic Act. Thus, regulation worked as
motivation for us, as we had a strong desire
to realize the idea ahead of others. It is not
realistic for a private company to change the

law, but while seeking for alternative ways
to realize our goal, we came to know of the
System.
It has been a long road to the commencement
of the business. It took a particularly long time
and much effort to formulate the plan for new
business activities, which is the second phase
of the system. Talks with the police did not
progress smoothly, and we were about to give
up many times. However, METI was our reliable
ally throughout the process, giving advice on
the business plan and supporting talks with the
police.
Various sorts of elaborate and new ideas
was exercised in order to secure safety, such
as implementing a test run for about five
months, providing careful lectures in advance,
conducting training for security staff, and
setting the maximum speed limit of 6km/h.
Relating the tour with furthering traffic-related

protocol and manners was also very effective.
Communication, spreading from the friendly
exchange among people riding Segway, should
lead to passers-by being more comfortable
and ceding the way to others on the road. We
believe that generating this kind of heartfelt
communication beyond the concept of testing
a new technology gained the understanding of
many people.
There must be many technologies that cannot
be realized under the current system but
will become necessary in the future. In order
to transform the system, it is important to
patiently explain the necessity of change, which
opens an avenue to the next phase. By realizing
the Segway initiative, the Futako-Tamagawa
area has laid the groundwork for accepting new
technologies. We believe that this is one of the
precious assets of the town.

Mr. Otoya Kobayashi
Assistant Manager,
Business Planning Division
Development Headquarters,
Urban Development Business Unit
Tokyu Corporation
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Actual examples of utilizing the System of Special Arrangements for Corporate
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of standard figures, the service also recommends
a re-check be carried out at a hospital.
At the start of the service, it was difficult to expand
the business because it risked infringement of
the Medical Practitioners’ Act. At that time, we
learned of the establishment of the System to
Remove Gray Zone Areas, and decided to utilize
it immediately. We made inquiries as to whether
the regulation applied to our intended business or
not, in collaboration with the division in charge of
METI, and received the answer in about a month
that it is not regulated under either the Medical
Practitioners’ Act or the Act on Clinical Laboratory
Technicians, etc..
It is important to prolong healthy life expectancy
in order to resolve the problem of medical care
expenses in Japan. We strongly believe that
promoting the consultation through this service
leads to the early detection and treatment of
diseases, which also results in the reduction of
fiscal burdens.

Mr. Koji Fujita
Director, Sales Department,
Healthy Life Compass Corporation

Case 3
System to Remove Gray Zone Areas
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Liquid, Inc.

“Ensuring a comfortable trip for overseas tourists visiting Japan with the
fingerprint authentication system”
With the 2020 Olympic and Paralympic Games
in Tokyo on the horizon, it is expected that the
number of overseas tourists visiting Japan will
continue to increase. In such a context, there is an
urgent need for Japan to develop an environment
to welcome them. One of the representative
cases is the check-in services at hotels. Everyone
will notice that there is a need for improving the
efficiency of current approaches when witnessing
visitors from abroad queueing in long lines at the
reception desks.
In order to resolve the problem and ensure
comfortable trips for travelers, we developed a
system for managing guest information utilizing
fingerprints. By registering the information
included in the IC chip of the passport and
fingerprint beforehand in the cloud system of
our company, it becomes possible to provide
hotels with identification details with the touch
of a finger, greatly reducing the time needed for
completing check-in.
However, at the time of designing the system,
it could not be judged whether the passport
information registered and referred to here falls
under the “preservation of the copy of passport”
and the “presentation of passport” required by

the Ministry of Health, Labour and Welfare upon
the stay of overseas tourists visiting Japan. There
is no description on the handling of electronic
records in the regulation. Therefore, we utilized
the System to Remove Gray Zone Areas.
As a result, it became clear that there is no
problem with the information read out with
fingerprints at the time of checking in. The inquiry
process went smoothly thanks to the support
provided by the staff in charge at METI. At the
hotel in Tokyo which introduced this system in
June 2016, a few hundred overseas tourists
visiting Japan have already registered their
fingerprints and passport information, and we’ve
heard that the time required for checking in was
reduced by around 70%. Because it not only
contributes to improving the efficiency of the
management of visitors’ information, but also
helps to improve traceability, we believe it may
also become a system effective for supporting
counterterrorism measures in the future.

Mr. Hideyuki Hoshina
CEO, Liquid Japan, Inc.
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Steps for Utilizing
the Systems

The procedure is
simpler than you
think!

The System to Remove Gray Zone Areas and the System of Special Arrangements for Corporate Field Tests
support the endeavors of companies and associations.
One might think the application and inquiry of using these systems would take time and effort, but the process
is simple and the response is prompt. In an ordinary case, it would be done within 1 month from application
submission.
In addition, the ministry in charge of the business provides support with useful advice.

Confirm in advance whether the business is regulated or not
Support 1

Request for the special arrangement in case the business is being regulated

System to Remove Gray Zone Areas

The ministry in charge
of the business
provides support from
the standpoint of the
business operator

1

The point of this system is that the
ministry in charge of the given business
becomes a supporter, instead of directly
making an inquiry to the regulating
authority by the business operator. To
find the problems in the business plan,
it is efficient and useful to consult the
ministry in charge of the industry.
Then, after the gray zone becomes
clear, the ministry in charge makes an
inquiry to a regulating ministry or agency
(hereinafter called, “the regulating

Support 2

authorities”). The answer is notified
within 1 month in an ordinary case. If it
is determined that the business activity
is regulated, it is possible to move on
to the use of the System of Special
Arrangements for Corporate Field Tests.
The ministry in charge of the business
will provide appropriate support by
giving instructions and advice on
revising the business plan in order to
implement the idea with complying
regulations.

2
Business
operators

3
Minister of
the ministry in
charge of the
business

If not regulated

System of Special Arrangements for Corporate Field Tests

Considering specific
measures for improving
productivity and ensuring
safety

There are two steps for making an
application. First, a business operator
applies to create a special arrangement.
Once it is approved, the next step is
to make an activity plan for the new
business.
In both steps, it is important to build a
feasible plan, in order to realize to improve
productivity, create new demand or ensure
safety. The ministry in charge of the

1

Start

business will give appropriate support.
If the business is implemented without any
problems, taking effectiveness of the result
into account, the regulation may be under
consideration for possible relaxation, or
even abolishment.

2
Business
operators

3
Business
operators

Start the
business

Inquiries on
whether the
business is
regulated or
not

Inquiry

Answer

Request for
a special
arrangement
in regulation

OK
If regulated

Apply for a
plan for new
business
activities

Request

OK

Start

Start the
business within
the range
of special
arrangement

Agree

Appropriate advice
Minister of
the ministry in
charge of the
business

Minister of
the regulating
ministry

Change the business
plan in order not to
comply the regulation
Utilization of the System
of Special Arrangements
for Corporate Field Tests

Minister of
the ministry in
charge of the
business

Minister of
the regulating
authority

Creation of a special
arrangement in the
regulation
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Minister of
the ministry in
charge of the
business

Minister of
the regulating
ministry

Take effectiveness of the
result into account and the
regulation may be under
consideration
for possible relaxation
or abolishment

Authorization of the
plan for new business
activities
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