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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: (@) 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 annual

ZOTIBILRICH SEMBEEH EDRARDMEEIL. 78
LIENEEZBACERROEMNGIETIFSNBED
DT EMSIESTIFONCERERICELT BMtDE
ERmOEMB. ENZTNDFT LEESOR/NCED DR GE
BLEIETIoNSEI3ICH D,

FR20FE3AF T HIEERDTIBIEKICHS FEAM
BEEICERYULEEE. FOEEROEMBLOCZFDE
EROEMESR I DI TEMHRE SNIELEER
DEAMDHHY, EES | T IFORRICIR>T W,

FR20F4BDWIEICE > T HAEEMDTHIGILAICH
SEMBEEICKELIBE. TOEERDOEMB LV
ZTOEEROEMESRY S TEMHIRE S NIFRE
ERMDEMLZ T TIIBL EDERRED UETH S5
ICFET2EEZNICHENUIZ2ETOERRIET.&DE
<DEERDIEMHERS | TIFONRICIRS T,

CDESBEBNRBHIE S EEIFRRAAEEZEIRT
EONESHDIEREZZ D ERREXICHITDH%K
DEREEA/NR—23VZETTIXIHIT2EDTH S,

BEMOBEFEREDMHL:FFEOEMBETI S ZNZ
NOEERDBE(ICE>TOMEICERERL 2EICTE
EEMBESIZTIFREVWSRICEVWTA/R=Y3V%
FEET2HDTH D EMES VI DEEZE[EIC
EINSE2CEE BITHECRIIZTHEDEAEZLNE
LS BRI FPEERARSLUOERIEDOREEZE
L<BlbkE BB &R 5,

FEOMIE L EE. FBETEMIN S E LR SREMIE
ICL>TIRDIRULADEULEIETIF SN B LEED Mg
ZHEITRESIND > CLWHEDMIZIE. ZDEERD
BEDMEZRRT 26D TIEHRL BEIFHADEEDZ
— XIS ABREMDEERZHAETIDICHELRER
DFREEVZAVICEE e liZ T TLVRWFERHIC,
HARODKFEEMESFRORREZEFRT D20, BN
MBEANDREZTRITTITIBARIE WD KM ES 17
JLOETEINDEEI IF EMHD T & X/ A ZILZ RS
B EFNEEROMESMEDOMICBEICHKEL TS K
ERRIEODEBRDEREREXDE Rt Zz—BILKT S
ZELIRBIEBS,

BITOREDEMIET VI TIS, IRV IER
RORAREEEEUTCE L AEREY TRy I DORER
EL WK SHBICSALTEHE WITNIEEMASBEICT
EU.HSBHSEBRE R DX G<R2HETHZ.M>T,
EMOEEREILERDGDYVTRIVIEERREEDE
Bz—BREICT 5,

AIR—2 3 V(BT BEMHIEDRANHENDTIE /| EEM/NEER / 2010F18FTHEY
ACCJ Supports Comprehensive Pharmaceutical Pricing Reforms that Promote Innovation / Pharmaceuticals

Subcommittee / Valid Through January 2010



ACCJ Viewpoint

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.
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