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Current Disparities in the Prices of
Medical Materials Between Japan
and the United States: Further
Investigation of Cardiovascular
Medical Devices
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Objectives. Prices of medical devices in Japan were previously reported to be 2 to 4 times higher than
those in the United States in 1996 and 1997. However, such data are out of date. We previously compared
the market prices in early 2005 between Japan and the US for 16 items in 10 categories of medical materi-
als, and showed that price differences still existed for al these items. However, the number of itemsinves-
tigated was small for each category, and generalization of the results might have been limited. The present
study conducted a further investigation into price information for multiple items for each category, focus-
ing on 5 cardiovascular devices.

Methods. The US market price information was obtained from interviews of a healthcare provider net-
work and 2 different group-purchasing organizations. We could obtain price information on 19 itemsin 5
categories. We substituted the Japanese reimbursement prices for the Japanese market prices.

Results. The price rati@l Japanese reimbursement price / US market pricelivas 2.00 3.5 for coronary
stents, 5.90 6.8 for percutaneous transluminal coronary angioplasty catheters, 2.20 3.5 for pacemakers,
1.60 2.5 for mechanical valves, and 3.40 4.7 for oxygenators.

Conclusions. The price disparities for cardiovascular devices between Japan and the US were recon-
firmed. Japan’s healthcare system should establish group-purchasing organizations, promote centers of
clinical excellence, and abolish regulation of parallel imports and protectionism under the Japanese
Pharmaceutical Affairs Law.
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Japanese prices of medica devices were estimated
INTRODUCTION to be 2 to 4 times higher than those in the United

Differences between domestic and foreign prices States or Europe. In 1996, the Japan External Trade
of medical devices still remain a controversial Organizatiohl JETROLCeported that Japanese reim-
issue.™*" Several investigations have showed that bursement prices were about 2.5 times higher than
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the US market prices for pacemakers, about 4 times
higher for percutaneous transluminal coronary
angioplastyl PTCA Ctatheters, and about 1.8 times
higher for coronary stents.” In 1997, the Institute
for Health Economics and Policy] IHEPCreported
that the Japanese market price was 1.60 1.8 times
higher than the US market price for pacemakers,
about 3.6 times higher for PTCA catheters, and
about 1.5 times higher for oxygenators.” However,
these data are already out of date because both
domestic and foreign prices have continuously
changed due to fluctuations in the market.

The Japanese government has been trying to
solve this problem. In 2002, the Ministry of Health,
Labour, and Welfarel MHLWUntroduced a policy,
the so-called foreign average price adjustment

0 FPA[Tule,®” to simply cut reimbursement prices.
With that policy, reimbursement prices are reduced
biennially by a maximum of 25% if the average
market price in Japan is higher than twice the mean
price in the US, UK, Germany, and France. Fig. 1
shows step-by-step decreases in reimbursement
prices of PTCA catheters and coronary stents in
Japan. According to this rule, the reimbursement
price of PTCA catheters was reduced by 25% in
2002, and by 12.5% in 2004.

We previously reported recent price differences
between Japan and the US with regard to severa
medical devices including 16 items in 10 catego-
ries: 2 types of autosutures, 3 types of PTCA
catheters, 2 types of percutaneous transluminal
angioplastyl PTAtatheters, 1 type of Swan-Ganz
catheter, 3 types of coronary stents, 1 type of pace-
maker, 1 type of implantable cardioverter defibrilla-
tor, 1 type of mechanical valve, 1 type of oxygena-
tor, and 1 type of vascular graft.®” In the previous
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- == Fig. 1 Decreases in Japanese reimbur se-

L- ment prices of PTCA catheters and
coronary stents
PTCA O percutaneous transluminal coro-

nary angioplasty.

study, price differences still existed for all these
items. However, the number of items investigated
was small for each category, and generalization of
the results might have been limited.

In the present study, we conducted further inves-
tigations to follow price information on multiple
items for each category, focusing on PTCA
catheters, coronary stents, pacemakers, mechanical
valves, and oxygenators, to reconfirm the latest sta-
tus of price differences between the US and Japan,
eva uate the efficacy of Japanese policies for reduc-
ing such price differences, and discuss what is real-
ly important to mitigate this problem.

METHODS

For the present study, we used the same informa-
tion source as our previous study.®” We asked a
physician in the US to give us further information
on the US market prices of cardiovascular medical
devices including coronary stents, PTCA catheters,
pacemakers, mechanical valves, and oxygenators.
In May 2005, he interviewed 3 separate, indepen-
dent organizations: a large healthcare provider net-
work that purchases its own products; and 2 differ-
ent group purchasing organizationsl GPOs[that
negotiate and contract on behaf of many hundreds
of hospitals throughout the US.

Information on market prices of medical devices
is usualy commercially confidential ; but we were
ableto abtain al information by agreeing to protect
the confidentiality of information sources.
Therefore, we cannot disclose the identities of the
physician or the 3 organizations.

From all the items that were actually purchased
by the 3 organizations, we selected items that had
been approved in Japan. We compared the US mar-
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Table 10 US and Japanese prices of cardiovascular medical devices

79

Japanese

Category[] Item description Company US market price reimbursement price Priceratio
Coronary stent

0 0O 0O 0O Express 2 Boston Scientific $9400 900 $2,736 2.903.0
0 0 0 0 Radius Boston Scientific $1,3800 1,050 $2,736 20026
0000 Driver Medtronic $1,0000 900 $2,736 2.703.0
0 0 00 Se60D Medtronic $9000 780 $2,736 3.0035
PTCA catheter

0 0O O O Quantum Maverick Boston Scientific $2800 230 $1,564 5.906.8
0 O 0O O Sprinter Medtronic $2500 230 $1,564 6.306.8
Pacemaker

0000 ActrosDR BIOTRONIK $5,8000 5,400 $13,455 23025
U000 Kappa 700 DR Medtronic $5,2000 4,320 $13,455 2603.1
00O 00 Diamond 1 Vitatron $5,4500 4,590 $13,455 25029
000 0 Kappa 700 VDD Medtronic $5,1950 4,406 $13,091 2.503.0
U000 Ruby 111 Vitatron $5,29501 4,316 $13,091 2.503.0
00 00O Clarity DDDR Vitatron $5,4500 4,590 $12,091 22026
0000 Jadelll Vitatron $3,9950 3,056 $10,545 2.6035
Mechanical heart valve

0oo0osmMm St. Jude Medical $5,6000 3,600 $8,918 16025
OO0O00OATS ATS Medica $5,6000 3,600 $8,918 16025
0 O O O CarboMedicus CarboMedicus $5,6000 3,600 $8,918 16025
00O O O Edwards TEKNA Baxter $5,6000 3,600 $8,918 16025
Oxygenator

0000 Liliput 2 Dideco $5500 500 $1,891 3.403.8
00O O O CarmedaMaxima Medtronic $4700 400 $1,891 4.004.7

The exchange rate was assumed to be 110 yen per US dollar.

Price ratio] Japanese reimbursement price/ US market price. Other abbreviation asin Fig. 1.

ket prices and Japanese reimbursement prices for
each of these selected items. Japanese prices were
converted to US dollar prices at the exchange rate
of 110 yen per dollar.

We compared the results from our investigation
with those from the JETRO study,*” where the US
market prices were compared with Japanese reim-
bursement prices.

RESULTS

We could abtain information on the following 19
items in 5 categories: 4 coronary stents, 2 PTCA
catheters, 7 pacemakers, 4 mechanical heart valves,
and 2 oxygenators. Table 1 shows all the items and
manufacturers, US market prices, Japanese reim-
bursement prices, and price ratios Japanese reim-
bursement price / US market pricell

All reimbursement prices in Japan were higher
than market prices in the US. The price ratio of
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PTCA catheters was relatively large: 5.81 $1,564 /
$280[to 6.8 $1,564 / $23001 Price ratios of coro-
nary stents, pacemakers, and oxygenators were 2.0
0 $2,736 / $1,3801o 3.51 $2,736 / $78001 2.2
00 $12,091 / $5,450t0 3.5] $10,545 / $3,056[] and
3.4 $1,891 / $550010 4.1 $1,891 / $4000] respec-
tively. The price ratio of mechanical valveswas rel-
atively small: 1.6 $8,918 / $5,600(to 2.5] $8,918 /
$3,600C1
According to the JETRO investigation,*” price
ratiosl Japanese reimbursement price / US market
pricel] of PTCA catheters and coronary stents were
3.70 4.8) $2,400 / $5600 650Cand 1.8 $2,800 /
$1,6000] respectively. Our study indicated that
price ratios of these 2 categories have increased. In
the JETRO investigation, the market price of pace-
makers was $12,9000 13,700 in Japan and $4,8000
5,600 in the US, with a price ratio of about 2.50
2.7, dmost equal to the current price ratio of pace-
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makers 2.200 3.500n our study.

DISUCUSSION

Limitations of investigations on price differences

Properly speaking, US market prices should be
compared with Japanese market prices. However,
in Japan, it is extremely difficult to obtain informa-
tion on market prices of medical devices, which are
highly confidential for each medical institution. The
MHLW obliges wholesale dealers to give informa-
tion on selling prices of medical devices biennialy,
but this information is kept confidential. New reim-
bursement prices are set for each functional catego-
ry of medical devices by adding 4%l so-called R-
zonel1o the actual average market prices. When
medical institutions use expensive medical devices,
the public health insurance reimburses their
expenses at reimbursement prices. Sellers offer
products to medical institutions at prices less than
reimbursement prices. According to the Central
Social Insurance Medical Councill Chuikyolin
Japan, the average difference between reimburse-
ment prices and market prices of expensive medical
devices was 11.4% in 2004.™" In the present study,
we substituted the Japanese reimbursement prices
for the Japanese market prices. Since reimburse-
ment prices are higher than market prices, the esti-
mated price ratios in this present study were also
higher than actual priceratios.

Another unavoidable limitation in our investiga-
tion was based on the long delays in approval of
novel medical devices in Japan. In this study, we
selected items that were approved in both the US
and Japan. However, some items used in the US
have not yet been approved in Japan. Some prod-
ucts used in Japan are no longer marketed, or prices
have heavily decreased on the US market. Such sit-
uations made it difficult to accurately evaluate the
price disparity.

What isimportant to solve price differences?

Over a period of 10 years, prices have decreased
in both countries, but more markedly in the US
than in Japan. In fact, the FPA rule has allowed
reduction of Japanese reimbursement prices to a
certain degree, but it has not effectively improved
price differences.

Cardiovascular medical devices are often traded
at different prices worldwide.®” Particularly, high
prices in Japan seem to be extraordinary.®” Some
Japanese authors have suggested possible reasons

for such price differences.*”*” The first reason is
that subsidiary companies of US manufacturers
monopolize the right of importing a particular item,
and set a higher price than the original US price
when the item is just imported in Japan. Paralel
imports are impossible because the Japanese gov-
ernment issues the approval number only to a sin-
gle importer. No product can be reimbursed without
an approva number. Such a regulation is based on
the Japanese Pharmaceutical Affairs Law.

The second reason relates to the fact that medical
institutions in Japan lack bargaining powers. In
Japan, business approaches like group purchasing
are rare; each medical ingtitution individually pur-
chases medicines or medical devices. Furthermore,
physicians determine items to be purchased, and
can not negotiate with the providers about purchas-
ing prices.

The third reason is that Japanese high prices of
medical devices include costs for Japanese-style
customary services. Providers offer additional ser-
vices such as consignment of inventory manage-
ment for cardiac catheters. In addition, Japan has
many small hospitals that perform procedures so
infrequently that they do not develop or maintain
the necessary expertise. This requires expensive
ongoing technical support from manufacturers
independent of the size of the hospital. Fur-
thermore, a complex multi-layered distribution sys-
tem leads to a high profit margin for dealers and
considerable distribution costs.

The Japanese government does not account for
these fundamental reasons, but simply cuts reim-
bursement prices. The FPA rule has caused a great
deal of criticism from the foreign industry. The US
Trade Representativel USTRCBsserted that the FPA
rule acts as a barrier against participation in the
Japanese market, which would be an obstacle to
technological innovations, and restricts access to
the best technology.'®” The European Confederation
of Medical Devices Associatiohl EUCOMEDU
claimed that the FPA rule would result in a com-
pounded loss of funds available to manufacturers
for research and development of future generation
medical devices.™”

In conclusion, our study indicates that the FPA
rule has not sufficiently improved the price differ-
ences. Japan's health policy is so palliative that it
cannot improve any of the structural problems in
the Japanese market. What is important to solve
these problems? We propose the following radica
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improvements: ilestablish group-purchasing orga-
nizations in Japan, iiCpromote centers of clinical
excellence and centralize coronary interventions

Price Disparities of Medical Devices 81

and cardiac surgeries, and iiiCabolish regulations of
paralel imports and protectionism by the Japanese
Pharmaceutical Affairs Law.
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