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ACCJ Viewpoint

Recommendation

The American Chamber of Commerce in Japan
(ACQJ) encourages the Government of Japan
(GO1J) to increase its focus on prevention,

early detection, and wellness in its health care
policies, including by creating incentives for
people to adopt healthy lifestyles and promoting
appropriate use of the latest and most effective
vaccines, medicines, medical technologies and
services available. Focusing on health care
spending and health care professional efforts
earlier in the disease continuum can facilitate
early intervention, improve the quality of life
for patients, increase the productivity of the
workforce, and achieve multifold cost savings
and efficiency gains for the overall health care
system.

Background

Lifestyle choices in Japan and around the world
have resulted in an increase of preventable
chronic disease and conditions that are in turn
driving an increase in health care costs and

a reduction in economic output. Health care
system participants, including governments,
employers, payers and individuals, are seeking
new solutions to promote health while more
effectively managing increasing costs of care.

One promising approach is to focus a larger
portion of health care resources on keeping
people well and disease free. The World Health
Organization estimates that 80% of heart disease
and strokes, 80% of type 2 diabetes and 40%
of cancer could be prevented if people would do
three things: eat a healthy diet, be physically
active, and not smoke. Additional benefits can
be generated through the use of vaccines to
prevent diseases and the screening of high-risk
populations to improve the chances of early
detection, followed by early intervention to
prevent the onset of diseases or to ameliorate
the effects of diseases.

Advances in technology enable health care
providers to detect problems and commence
preventive treatment sooner and in many cases
before diseases can take their toll. Research
shows that appropriate screening of high-risk
groups helps save lives and can lead to the
extension of healthier, more productive years

for patients. Once a disease has been detected,
early intervention can help prevent serious, costly
complications so that the patient’s condition does
not worsen (and in some cases can improve).
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ACCJ Viewpoint

For example, controlling high blood pressure
with a combination of lifestyle changes and
medications can reduce hospitalizations from
strokes and heart attacks, lowering overall
human and financial burdens.

According to the American Institute for
Preventive Medicine, every 100 yen spent on
wellness and prevention can result in improved
health outcomes and health care savings of as
much as 500 to 600 yen over time. Additionally,
documented evidence demonstrates that
sustainable productivity gains can result from
such investments in wellness and prevention at
both the corporate and national levels. Many
private companies in Japan already recognize
that providing free supplemental screening

as part of their employees’ annual health
examinations is a valuable investment that will
improve workers’ quality of life along with overall
productivity at such companies. However, a more
comprehensive, national approach is needed.

Japan is well known for having one of the

lowest infant mortality rates and the longest

life expectancy in the world. Although life
expectancy in Japan continues to rise, the often-
diminished quality of life during the later years
places a burden on patients, families, caregivers,
health care systems, society, and the economy.
All of these burdens can be significantly relieved
through programs to promote prevention, early
detection, and wellness. However, as in many
other developed countries, the health care
systems and health policies have traditionally
focused on the treatment of medical conditions
after they occur, rather than on their prevention.

Chronic diseases, defined as illnesses that are
prolonged, do not resolve spontaneously, and are
rarely cured completely, are the leading cause of
death and disability in Japan. The World Health
Organization estimates that chronic diseases,
such as cancer, heart disease, stroke, respiratory
disease and diabetes, are collectively responsible
for 8 out of every 10 deaths in Japan. Further,
treatment of chronic diseases accounts for the
majority of health care spending in Japan, with

a significant share covering the costs of treating
older patients who have two or more chronic
diseases. The Ministry of Health, Labor and
Welfare (MHLW) estimates that the annual health
expenditure per capita in Japan is 152,700 yen
for someone under the age of 65 and 659,600
yen for someone over the age of 65.
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As seen in the Cabinet Office’s report “"New
Health Frontier Strategy,” the GOJ is increasing
its efforts to address the challenges of an aging
population and its impact on patients, the
economy, and society as a whole. The GOJ also
recognizes that preventive care is important

to the health and welfare of Japanese citizens.
The “Healthy Japan 21 plan” focuses on the
prevention of lifestyle-related diseases and the
Basic Plan for the Promotion of Cancer Control
includes important provisions for the prevention
and early detection of cancer. Further, in April
2008 all of Japan’s prefectural governments
launched their own preventive care policies.

One good success story is the GOJ's nationwide
program to provide free diagnostic screening for
the Hepatitis C virus over the past six years. 8.6
million people have been screened to date, which
represents 26.4% of the high-risk population
over the age of 40. As a result, 100,000 infected
people have been discovered, giving them the
chance to seek improved treatments that are now
effective 70% of the time in eliminating the virus
before it causes liver cancer.

Issue

The ACCJ welcomes these important government
prevention, early detection and wellness
initiatives but more needs to be done before
significant gains in quality of life, workforce
productivity, and cost efficiency can be realized.
More could be done to improve coordination
across ministries, health insurance payers or
different levels of government. Currently Japan’s
national health insurance system does not pay for
screening for most diseases or chronic conditions.
Also, direct preventive measures such as
vaccinations and elimination of serious health risk
factors such as obesity are not covered by the
current national health insurance system. Though
it is clearly stated in Article 1.2 of the Health Law
that “health care” must go beyond treatment

to include prevention and rehabilitation, this
broader concept of prevention has not been fully
integrated into public and health care policy.
Regulatory authorities still will not grant an
indication for prevention for most medicines that
show globally recognized scientific efficacy data.

By shifting from a treatment to a prevention-
oriented paradigm and implementing a
comprehensive set of new national policies and
programs focused on prevention, early detection,
and wellness, the GOJ can facilitate early
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intervention, improve health outcomes, boost
long-term healthcare cost efficiency and increase
the productivity of the workforce. Policies that
deserve priority consideration by the GOJ include:

° Create incentives, including into the health
insurance system, for people to reduce the
risk of disease by adopting healthy lifestyles
and behaviors long before the onset of
illness.

° Build incentives into the health care system
for health care professionals to promote
prevention, early detection and wellness.

. Promote diagnostic screening of high-risk
populations for disease indicators and
communicable infections.

. Promote systematic utilization of innovative
vaccines that can prevent disease and incur
healthcare savings.

. Promote use of drugs and devices that help
manage complications.

. Incorporate reimbursement for preventive
care and early detection costs in the
national health insurance system.

. Increase use of safety-engineered devices
with an emphasis on health care worker and
patient safety, including active surveillance
to reduce Healthcare-Associated Infections
(HAI).

Below are three practical examples that illustrate
how prevention, early detection and wellness
could be promoted in health care policy and what
the potential benefits would be.

Example I: Using Vaccines for Prevention
Vaccines are a cost-effective way to

prevent diseases altogether, including many
communicable diseases and some kinds of cancer.
As noted in the GOJ’s “Vision for the Vaccine
Industry,” vaccines are recognized worldwide as

a cost-effective form of healthcare. However,
many of the latest vaccines are not yet available
in Japan and vaccines are not reimbursed by the
National Health Insurance system. We encourage
the MHLW to promote the use of vaccines

more systematically and comprehensively and

to improve the regulatory review process for
vaccines. We request that the GOJ use science-
based criteria to recommend new vaccines for
inclusion in the national vaccination schedule.
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Example II: Using Medical Technology for
Early Detection

According to Japan’s National Cancer Center,
breast cancer is the leading killer among
Japanese women aged 30-64 years. Increasing
the mammography breast cancer-screening rate
would facilitate early intervention that could
improve patient quality of life and bring cost
savings. Breast cancer diagnosed in the early
stages has a 96% survival rate over 5 years
and treatment costs around 760,000 yen per
patient. Breast cancer that is not detected until
the later stages (when it has metastasized)

has only a 28% survival rate over 5 years and
can cost up to 4,140,000 yen per patient for
surgery, chemotherapy, and radiation treatment.
Early detection and early intervention are also
critical for the prevention of cervical cancer.

In Japan, out of the 8,000 cases of cervical
cancer diagnosed annually, roughly 2,500
women will die. Japan has seen a sharp rise in
cervical cancer patients in their 20s and 30s,
and a growing mortality rate. Cervical cancer
is the only type of cancer that can be prevented
with a vaccine, which is already in use in over
100 countries and is under development in
Japan. Because the human papilloma virus, or
HPV, is the dominant cause of cervical cancer,
regular Pap testing, early HPV testing when
recommended and early vaccination can work
effectively to prevent cervical cancer. In the
United States, regular Pap testing has been
effectively adopted and recognized as the single
most effective cancer screen in the history of
medicine. The ACCJ believes the most effective
way to increase the breast and cervical cancer
screening rates is to amend the National Health
Insurance Law to require screening to be included
among the mandatory items in the annual
“specific health checkups” (tokutei kenshin) for
people in high-risk age groups.

Example III: Promotion of Wellness Through
a Healthy Lifestyle

It is scientifically proven that smoking increases
the risk of many forms of cancer, stroke and
heart disease. The MHLW estimates that more
than 110,000 Japanese die from complications of
diseases related to smoking every year. A 2001
study by Japan’s Institute for Health Economics
and Policy estimates annual tobacco related
health care costs at 1.3 trillion yen, lost labor
resources at 5.8 trillion yen, and fire damages at
0.22 trillion yen. Similar estimates were produced
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by a 2006 study titled “"The Economic Impact of
Smoking and Non-Smoking” that was conducted
by the Respiratory Patient Lifestyle Disease
Policy Comprehensive Operations with scientific
research funds from the Ministry of Health,
Labour and Welfare. The Japanese parliament
ratified the WHO Framework Convention on
Tobacco Control (FCTC) in 2004 and made
significant progress in abiding by the Convention
in 2008 by introducing the “taspo” IC card age
verification system to prevent minors from
buying cigarettes at vending machines. The
ACCJ urges the GOJ to continue taking further
steps to implement a comprehensive approach to
tobacco control.

HEQOERBIRICEWT, T R R RESEICEANROELE / NLATPERS / 2010F1RETHEY
Increase Focus on Prevention, Early Detection and Weilness in Japan’s Health Care Policy / Healthcare Committee /
Valid Through January 2010



EHREBIRZMERSE

A/ NR—2 3> Z(BET DEMBEDIRA
R EAND I

ACCJ Supports Comprehensive
Pharmaceutical Pricing Reforms
that Promote Innovation

EERNEER
Pharmaceuticals Subcommittee

2010F1BETER
Valid Through January 2010

F1EX

ol

S

EEXEHILHER / The American Chamber of Commerce in Japan
T106-0041, ERAFEXMRAE 2-4-5, AV ZYU39MTEIL100

Masonic 39 MT Bidg. 10F, 2-4-5 Azabudai, Minato-ku, Tokyo 106-0041
http://www.accj.or.jp/user/211/Advocacy/

Ryan Armstrong / Associate Director for External Affairs &
U.S. Government Affairs Manager
Phone: +81 3 3433 8549, Fax: +81 3 3433 8454

FHbR] (B8F / BABESE YR v~
Phone: +81 3 3433 8451, Fax: +81 3 3433 8454




ACCJ Viewpoint

Recommendations

The ACCJ calls for the Government of Japan
(GOJ) to: 1) Implement comprehensive reform

of the pharmaceutical pricing system in a way
that promotes long-term investment in the health
of the Japanese people and the promotion of
efficiency and innovation in the pharmaceutical
industry; 2) Abolish anti-innovative
pharmaceutical pricing practices, including special
repricing for market expansion and biennial

price revisions; 3) Not implement price revisions
annually. Any short-term fiscal benefit in the form
of reduced expenditures for pharmaceuticals that
come from these anti-innovative pricing practices
are more than cancelled out by their cumulative
negative impact on patient access to innovative
medicines and innovation in the pharmaceutical
industry. Until comprehensive pricing reform is
adopted, steps that would further erode the prices
of patented products should not be pursued.

Background

Compared to other nations, the incentives for
launching new drugs in Japan are lower because
of requirements for additional local clinical trials,
low new drug launch prices and subsequent
price reductions.

For Japan to have an internationally competitive
pharmaceuticals industry that successfully
develops innovative drugs that better meet
patient needs, Japan should establish a pricing
system that supports the long-term (often ten
years or more) and large (often 100 billion

yen or more) R&D investments required of the
pharmaceutical and biomedical industries to
bring a new drug to the market. In particular,
pharmaceutical companies need to have stable
and adequate prices in order to re-invest over the
long-term in developing new medicines.

We applaud recent efforts by the GOJ to improve
the environment for investment, development,
introduction and use of innovative healthcare
technology to improve patients’ lives through
better and more cost effective diagnosis,
prevention and treatment. Pharmaceuticals are
critical because of the benefits they provide for
improved patient care and the industry’s potential
to contribute to the advancement of science &
technology, economic growth and employment.

Unfortunately, serious flaws in the current drug
pricing system have resulted in prices that do not
accurately reflect the value of individual drugs
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and have limited patients’ access to important life
saving and quality of life-enhancing drugs. These
flaws also make it more difficult for companies

to make the long-term plans necessary to

invest the large sums of money in research and
development necessary to develop new drugs
that better meet patient needs.

Although the maximum premium rates have been
increased in the system to grant price premiums
for new pharmaceuticals that are more innovative
or useful than previous pharmaceuticals, in
practice the actual price premium rates granted
remain low.

The ACCJ understands the importance of the
GOJ's efforts to contain rising healthcare costs

in the midst of an aging society. Unfortunately,

a short-term focus on cost containment, coupled
with inadequate reward for innovation, has
contributed to a significant delay in patients’
access to the most advanced medicines available
in other nations and has led to a less competitive
pharmaceutical industry in Japan.

Issues

1. Implement Comprehensive
Pharmaceutical Pricing System Reform:
The ACCJ welcomes the GOJ’s “Innovation 25"
initiative and commitment to comprehensive
healthcare reform, including support for more
stable lifetime pricing of innovative drugs and
rewards for biomedical innovation.

To improve healthcare outcomes in an efficient
manner over the long term, comprehensive
reform of the pharmaceutical pricing

system is needed to establish a system that
appropriately assess the value of innovation.
The ACCJ encourages the GOJ to implement the
pharmaceutical industry’s comprehensive pricing
reform proposal that includes: (a2) An appropriate
price at the time of launch that reflects the
value of innovative medicines; (b) Price stability
during the life of the patent or post-marketing
surveillance period to allow companies to recoup
monies invested in research and development;
and (c) Cost-savings through the promotion

of lower cost generic pharmaceuticals under
competitive conditions after the patent or post-
marketing surveillance period has expired.

The Ministry of Health, Labour and Welfare
(MHLW) has established a goal of promoting
lower-cost generic medicines. Financial
savings from these efforts should be allocated
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to promoting the development of innovative
medicines into the Japanese market.

2. Stop Special Repricing for Market
Expansion: The special repricing for market
expansion system, which penalizes drug
companies for developing drugs that are in high
demand by doctors and patients, is a particularly
anti-innovation policy. The MHLW has used this
system increasingly over the past several years
and expanded its scope in April 2008.

The special repricing for market expansion
system penalizes pharmaceutical manufacturers
by reducing prices of drugs that have exceeded
sales forecasts by more than 100% and whose
total sales volume exceeds 15 billion yen. This
policy contradicts the government’s goal to
promote innovation.

The most problematic aspect of the special
repricing for market expansion system is the
fact that not only is the price reduced for the
drug whose sales exceeded the criterion, but
that there are also across-the-board price
reductions for similar drugs as well, regardless
of whether or not these other drugs enjoyed
similarly strong sales.

Under the market expansion system until March
2008, when the sales volume of a drug exceeded
the sales volume criterion, only its price and

the prices of similar drugs whose prices were
subsequently based on a comparison to it were
subject to downward revision.

Under the market expansion system since April
2008, when the sales volume of a drug exceeded
the sales volume criterion, not only would its
price and the prices of similar drugs whose prices
were subsequently based on a comparison to it
be subject to downward revision, but the prices
of a much broader scope of all other previously
existing pharmacologically similar drugs are also
subject to downward revision.

This arbitrary system further discourages future
investment and innovation in the pharmaceutical
industry by increasing the uncertainty about
whether companies will be able to recoup their
research and development costs.

3. Prevent Annual Price Revisions: Biennial
drug price revisions are anti-innovation as they
lower reimbursement prices every two years with
no regard to the value of individual medicines to
patients. Increasing the frequency to an annuai
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price revision cycle would significantly worsen the
environment for pharmaceutical development and
commercialization in Japan by compounding the
market distorting impact of the current system.

Prices for new drugs are generally based on

the price of comparator drugs that have been
repeatedly and significantly devalued due to
regular biennial price revisions. As such, new
drug prices do not reflect their true value and
pharmaceutical companies are not receiving

the return necessary to support the enormous
investment and risk required to develop cutting
edge drugs that would serve the needs of
patients in Japan. As a result, major Japanese
pharmaceutical companies are increasingly
investing in overseas markets to ensure their
future growth. Increasing the frequency to an
annual price revision cycle would accelerate the
downward spiral in drug prices, widen the already
huge disparity between the value and price of
innovative medicines, and thus further hollow out
the Japanese pharmaceutical industry.

The existing biennial price revision cycle has
inhibited development of generic drugs as generic
manufacturers enter the market only to depart
when prices become insupportably low. Annual
price revision would make it even more difficult
to develop a thriving generic industry.

Finally, annual price revisions are unworkable
in practice. Without fundamental improvements
in the distribution system, such as ending the
practices of tentative transactions before price
negotiations and bulk buying (bundling) of
multiple types of drugs, an annual process would
exacerbate distortions and increase market
disruption, as well as dramatically increase

the administrative burden. Although the ACCJ
welcomes MHLW's objective to reform the
distribution sector, those efforts have not yet
been sufficiently successful.

BEC. EHROBENERF. BRNCIETRAETH
2 ISR T N AREZ REMAPRMLE N (E
EHBVW) EVSEBENSORINERE REBVATLD
RAERBREFLZVRD  BEEORETOCLRARRED
EHEBLSE. HIBORIAZIETEND TR ATEA
OEIBESHNICENI T2, ACCHITBESRONREE
WS EESBEOBEEFBLTWSEIZTHIN IS
UfcHUB &, AR, + 7Rl RSN TG,

A/R—2a VR RET ZREMEAEORENREANDOTE /| ERQNEER / 2010F1RFTHEY
ACCJ Supports Comprehensive Pharmaceutical Pricing Reforms that Promote Innovation / Pharmaceuticals

Subcommittee / Valid Through January 2010

15



