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= JPY 170
® JPY 1 trillion = USF 6.6 million = EUR 5.9 billion

® USD 1= JPY 150

® EUR 1
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Total health expenditute per GDP
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Drug pricing system in Japan

New drug price determination method

l New drug —l

Comparable drug exists No comparable drug exists
¥ I *New drug lacking in novelty l

Price determination by Price determination by Cost accounting system

comparable drugs (1) comparable drugs (Il) Manufacturing (importing) cost
General, administrative

The daily drug price of the new The insurance drug price for new and selling costs

drug is matched to the daily drug drugs with low innovativeness is Operating profit

price of existing most comparable to be the set at the lowest level Distribution cost

drugs. compared to the prices of the )
Consumption tax

- comparators over the past few | 4

Corrective premium ] years. [ Corrective premium ]

e . : ™ - : .
Innovativeness premium Innovativeness premium
Usefulness premium Usefulness premium
Marketability premium Marketability premium
Child premium Child premium
Sakigake review designation Sakigake review designation

l |_scheme premium 3 v\scheme premium P
| Adjustment to average overseas price% ]

More detailed information: https://www.pmda.go.jp/files/000236926.pdf
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- Cost-comparison method (ZE{RIZEZLLEF )

New drug price = Existing drug price + Premium (5-120%, if it is accepted)

- Cost-calculation method (R{fiEt&E A=)

New drug price = Manufacturing costs + Profit + Premium

(*)Japanese drug price is reimbursement price, not ex-factory price. No official margin of
wholesalers.
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Approval

Reimbursement

Pricing

HTA for re-pricing

FREEREFTHEHAERL 2 —
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Pharmaceuticals and Medical Devices Agency
(PMDA) [Japanese FDA]

-Health economic bureau of Ministry of
Health, Labour and Welfare (MHLW)

S—

Drug prices were determined at
the same time as reimbursement.

Center for Outcomes Research and Economic
Evaluation for Health (C2H),
National Institute of Public Health (NIPH)




(a) Many countries

HTA process

Price negotiation

(b) Japan

Price negotiation

HTA process
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® Negative listing: Almost all approved products were reimbursed

® Reimbursement continues even if a drug is not cost-effective.

® Pharmaceutical companies can not offer confidential discounts.

FREEREFTHEHAERL 2 —
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Selection criteria of products for cost-effectiveness
evaluation

« Cost-comparison method (ELIEHEA)

New drug price = Existing drug price + Premium (5-120%, if it is accepted)

- Cost-calculation method (JR{EiEtE A=)

New drug price = Manufacturing costs + Profit + Premium
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Cost per QALY

Threshold of
willingness

to pay

Before HTA

After HTA
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New prices after cost-effectiveness evaluation

- Cost-comparison method (FELIFEZLEEHF )

New drug price = Existing drug price + Premium

l J
|

Reduction rate by cost-
effectiveness evaluation:
~90%

« Cost-calculation method ([F{fist&H A=)

New drug price = Manufacturing costs + Profit + Premium

Reduction rate: ~50%

Maximum
Discount
rate
: 15% of
new drug
price
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® Basic threshold:

JPY 5 million (about EUR 30,000) per QALY
~ 1x GDP capita in Japan

® Threshold for special products
(anti-cancer drugs, pediatric drugs etc.)

:JPY 7.5 million (about EUR 45,000) per QALY
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(3) [1]-[5] Process for cost-effectiveness evaluations

sjuswiasnlpe ao1d |eN3OY

9 months (manufacturer’s analysis)*!
Standard 3 to 6 months*! 3to6 months*1 3 months or 6 months
timeline . . (manufacturer’s analysis based on the (academic analysis) 3 months
(determine analytical framework) N determined analytical framework)
[ Manufacturers (medicines, medical devices) }\
Y e TN
| | :
3 Y
/ Preliminary @ 5 -
. ~ [0}
consultation A 3 m N
o o Academic 4] =
9 3 o Analysis o O
- e Manufacturer 3 3 y 3 A
= submits proposal = Manufacturer 3 o Verification o 3
— N for analytical o conducts analysis = of 3 2 g
r o<
o) 9,—‘| framework = based on the g © gﬂnzrll%?scturer g 58
5 @ e Consultation based 5 analytical e (review) = 39
@ @ on the proposed al 5~ . ® 3o
- m framework @ A e Re-analysis g <
% framework, 3 VO E s
o summary of main 3 I | I O 3 = v %
- o issues & . Consultations, 3| | Consultations, : i S
S « Content of the 3 __.ifneeded | 1 ifneeded | 5 >
v consultation = 2 o 2
recorded g8 > v =
= s o
Q c (0]
3 E
=
o
— —— — - —
{ Ministry of Health, Labour and Welfare, National Institute of Public Health (Center for ’
Outcomes Research and Economic Evaluation for Health: C2H) *1 The total time from the
v A NN “preliminary consultation”
g to “completion of
.. .. . . manufacturer submission”
Clinical specialists Academic analysis group shall not exceed 9 months.
AR tE > 2 —
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The accumulated number of drugs for cost-effective evaluation

|||||
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Results:

REEREFTMARE > 2 —

N=13
(27%)

N=35
(73%)

B Not cost-effective
B Cost-effective

(as of Aug 2025)
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Not cost-effective
(N=35)

Cost-effective
(N=13)




(1) All the products (2) Only not cost-effective products
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Basic Policy on Economic and Fiscal Management and Reform
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Back up



Percentage of increase
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for anyone who permanently resides in Japan for three
months or more. This includes both Japanese citizens and non-Japanese
citizens.

® Enrollees have . Plans are designated
according to the enrollee’ s employment status, age, and residence

. Regardless of the plan, enrollees can
receive care from any medical provider as frequently as they would like.

. Cost-sharing varies according to
age. Normally 30%. Children under 3 have a 20% copayment and persons over
70 with low incomes have a 10% copayment.3

https://japanhpn.org/en/hsl1/
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