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Overview of Today’s Presentation

○ National Health Insurance System

○ Drug Pricing System in Japan 

○ Price Determination by Comparable Drugs

○ Cost Accounting System

○ Usefulness Premium

○ Reform of Drug Pricing System

○ Cost-effectiveness Evaluation System
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 Medical treatment fee is classified into medical, dental and dispensing fee.

 Specifically, medical fee is calculated by adding the scores given to individual medical actions that were provided, 

converting 1 point to 10 yen, in principle (so called, “fee-for-service system”).

 For example, when a patient is hospitalized for appendicitis, the first visit fee, hospital fee according to the number of 

days of hospitalization, surgery fee for appendicitis, test fee, drug fee, etc. are added. The insurance medical institution 

will receive the total amount less the co-payment charged to the patient from the examination and payment organization.

Ministry of Health, 

Labour and Welfare

Conceptual diagram of health insurance treatment

Insured person (patient)

(2) Medical care service 

(medical treatment benefits)

(3) Co-payment

Insurance medical institutions, etc.
(hospitals, clinics, dispensing pharmacies, etc.)

Insurance 
doctors

(7) Payment of medical 

treatment fee
(4) Claim for medical treatment fee

Examination and payment organization
(Social Insurance Medical Fee Payment Fund, Federation of 

National Health Insurance Associations)

(5) Sending approved bill

(6) Payment of billed 
amount

Insurer

(1) Payment of premium
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National Health Insurance Drug Price Standard

• Item list
– A doctor or pharmacist operating under the health insurance program, in principle, 

must not use drugs other than “Drugs the Minister of Health, Labour and Welfare 
specifies”.

– Items listed in the NHI Drug Price Standard are stipulated as “Drugs the Minister of 
Health, Labour and Welfare specifies”.

= NHI Drug Price Standard specifies drugs usable in insurance-covered healthcare, and 
functions as an item list.

• Price table
– When an authorized medical institution or pharmacy operating under the health 

insurance program makes insurance claims, the drug charge shall be calculated based 
on the price specified in the NHI Drug Price Standard.

= NHI Drug Price Standard specifies the claimable amount of drugs used in insurance-
covered healthcare, and functions as a price table.

Items and prices of drugs usable in insurance-covered healthcare, 
specified by the Minister of Health, Labour and Welfare

(common for all medical insurance systems, including health insurance, National Health 
Insurance (NHI), and various mutual aid systems)
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Manufacturing (importing) cost
General, administrative 
and selling costs
Operating profit
Distribution cost
Consumption tax

The insurance drug price for new
drugs with low innovativeness is
to be the set at the lowest level
compared to the prices of the
comparators over the past few
years.

Price determination by 

comparable drugs (I)

Price determination by 

comparable drugs (II)
Cost accounting system

Corrective premium

Adjustment to average overseas price※

Comparable drug exists No comparable drug exists

New drug

New Drug Price Determination Method

New drug lacking in novelty

Innovativeness premium
Usefulness premium
Marketability premium
Child premium
Sakigake review designation 
scheme premium

※Only those to be priced with the cost accounting method or the comparator pricing method for which no drugs with similar pharmacological action exist 

Innovativeness premium
Usefulness premium
Marketability premium
Child premium
Sakigake review designation 
scheme premium

Corrective premium

The daily drug price of the new
drug is matched to the daily drug
price of existing most comparable
drugs.



Price Determination by Comparable Drugs
• When there are comparable drugs with similar efficacy, the daily drug price of the new drug is matched to 

the daily drug price of existing comparable drugs from the viewpoint of ensuring fair competition in the 
market. [Price determination by comparable drugs (I)]

– A comparable drug shall be, in principle, a new drug within 10 years after NHI price listing and the drug price of 
generic drugs is not listed.

• For the relevant new drug, when higher efficacy is identifiable compared to comparable drugs, a corrective 
premium is applied to the above amount. [Innovativeness premium, usefulness premium, marketability 
premium, child premium, and sakigake review designation scheme premium]

1 tablet = ¥50
3 tablets a day

1 tablet = ¥X
2 tablets a day

<Daily drug price matching>

¥50×3 = ¥X×2

X = 75 yen

=

Innovativeness premium 70-120%
New action mechanism, high efficacy/safety, improvement of disease 
treatment method

Usefulness premium 5-60% High efficacy/safety, improvement of disease treatment method

Marketability premium 5%, 10-20% Orphan drug, etc.

Child premium 5-20% Dosage and usage expressly includes those pertaining to children, etc.

sakigake review designation 
scheme premium 10-20%

Pharmaceutical approval was obtained in Japan ahead of other 
countries, etc.

Comparable drugs refer to those similar in 
the following aspects.

A Efficacy and effect

B Pharmacological action

C Composition and chemical 
structure

D Dosage form, division and 
use
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If there are no comparable drugs, raw material cost, manufacturing expenses, and other 

factors are accumulated.

 A corrective premium is applied to the above amount for the new drug if a higher efficacy is identifiable compared to the

existing treatment.

 However, differentials are set for the premium rate according to the percentage of gross product cost items disclosable

by the Drug Pricing Organization (disclosure level).

* Disclosure level = (Disclosable drug price component) ÷ (Gross product cost)

Disclosure 

level
80% or more 50 - 80% Less than 50%

Premium 

coefficient
1.0 0.6 0.2

(1) Raw material cost
(Active ingredients, additives, containers and 

boxes)

(2) Labor cost (= 3,657Note 1 x working hours)

(3) Manufacturing expenses

(4) Product manufacturing 

(importing) cost

(5) Marketing, research and other 

expenses
((5) / ((4) + (5) + (6)) ≦ 0.506Note 2)

(6) Operating profit ((6) / ((4) + (5) + (6)) = 0.155Note 2)

(7) Distribution cost ((7) / ((4) + (5) + (6) + (7)) ≦ 0.075Note 3)

(8) Consumption tax (10%)

Total: Calculated drug price

Example:

Note 1, Unit labor cost: “Monthly Labour Survey” and “General Survey on Working
Conditions” (Ministry of Health, Labour and Welfare)

Note 2, SG&A expense ratio, operating profit margin: “Handbook of Industrial Financial

Data” (Development Bank of Japan)

Note 3, Distribution cost ratio: “Statistics on Pharmaceutical Industry Report”, Economic

Affairs Division, Health Policy Bureau (Ministry of Health, Labour and Welfare)

In principle, the average coefficient for the pharmaceutical manufacturing industry

(average value for the most recent 3 years (2017 to 2019) obtained at the end of the previous

fiscal year) is used for the above numbers.

However, the upper limit of the SG&A expense ratio is

70% for chemical products with a disclosure level≧ 80%

and biopharmaceuticals (limited to a peak market size of

less than 5 billion yen) with a disclosure level ≧ 80%,

and with only R&D expenses exceeding the upper limit of

the SG&A expense ratio (50.6%)

Regarding regenerative medicine products, etc., each

individual item is reviewed and if the amount is less than

the amount calculated using the average coefficient, then

that amount is used for calculation.

Premium amount = Total price (Price before premium) ×
Premium rate (0 to 120%) × Premium coefficient (0.2 to 1)

Cost Accounting System
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(1) New action mechanism that is clinically useful

(2) High efficacy/safety compared to comparable drugs

(3) Improvement of disease treatment method

(4) High medical usefulness achieved by preparatory contrivance

Orphan drug

Efficacy group with small market

Dosage and usage expressly 

includes those pertaining to 

children, etc.

Satisfies all of (1)-(3)

Satisfies 2 of (1)-(3)

Satisfies any of (1)-(4)
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Innovativeness premium
[70-120%]

Usefulness premium (I)
[35-60%]

Usefulness premium (II)
[5-30%]

Marketability premium (I)
[10-20%]

Marketability premium (II)
[5%]

Child premium

[5-20%]

+

+

Innovativeness premium 70-120%
New action mechanism, high efficacy/safety, improvement of disease treatment

method

Usefulness premium 5-60% High efficacy/safety, improvement of disease treatment method

Marketability premium 5%, 10-20% Orphan drug, etc.

Child premium 5-20% Dosage and usage expressly includes those pertaining to children, etc.

Usefulness Premium

* Usefulness premium for the case where high usefulness, etc., is identified compared to comparable drugs

sakigake review designation
scheme premium

[10-20%]+

Subject of “sakigake review 

designation scheme”
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Fundamental Reform of the Drug Pricing System

Based on the “Basic Policy for Fundamental Reform of the Drug Pricing System” (December 2016), achieve both

“Sustainability of the universal healthcare system" and "Promotion of innovation” to realize “Reduction of public

financial burden” and “Improvement in the quality of medical care”

Fundamental review of the premium for new drug development, etc.

New drugs

- Target items: Narrowed down based on the innovativeness and

usefulness

- Corporate index: Premium according to the achievement level of the

corporate index (development of innovative new drugs,

etc.)

Prompt response to market expansion due to additional indications, etc.

- Target: 35 billion yen or higher*

- Frequency: 4 times a year (when new drugs are listed)

* Reduction in the drug prices in accordance with 

the repricing rule following market expansion

Long-listed products and generics

Review of the prices of long-listed products

- Target: Long-listed products for which 10 years have

passed since a generic was launched

- Review method: Step-by-step reduction with the generic

drug price as reference

Consolidation of the price of generics

- Target: Generics for which 12 years have passed

since they were launched

- No. of price ranges: In principle, 1 price range

Review of the evaluation of new drug innovation

- Scope of premium (new drugs with no comparable drugs)
: Premium for the operating profit → Premium for the 

total drug price

Introduction of cost-effectiveness evaluation

- Trial introduction
: Price adjustments for target items implemented in April 2018

- Full-scale implementation
: Technical problems will be summarized and started by April 

2019

- Drug price revision in FY

2021

: Conducted for items with

significant price

discrepancies, with a

discrepancy rate of more than

0.625 times the average

discrepancy rate of 8%

(discrepancy rate 5%)
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Maintenance of minimum 

drug prices

Drug price maintenance of 

basic drugs

Premium after addition of indications for pediatric and 

rare diseases

Repricing of products that 

are not profitable

Market expansion repricing
Reduction when annual sales exceed a certain amount

Repricing following a change in efficacy
Adjustment when there are changes in main efficacy and effect

Repricing following changes in dosage and administration
Adjustment when there are changes in dosage and administration for main 

efficacy and effect

Revision of drug prices of long-listed 

products

(Z2, G1/G2)

Adjustment of average overseas price after new drug listing
Price reduction adjustment of items for which the overseas price is set for the 

first time after listing of the new drug

Long-listed products

Generics
New drugs

Ensuring stable supply

Sustainability of universal 

healthcare system

Optimization according to 

change in status

Evaluation of 

innovation

Drug price calculation

Pricing rules linked to

prevailing price revisions

Pricing rules not linked to

prevailing price revisions

Others
Deduction of the accumulated amount of 

premium for new drug development and 

elimination of off-label drug use

Consolidation of price 

range for generics

Premium for new drug development and 

elimination of off-label drug use

Premium when the drug price is revised
Maintaining drug prices, or easing of reduction in 

prices

Deduction for 

accumulated 

premiums

Determination 

of target items

Innovativeness 

premium

Usefulness premium

Marketability premium

Child premium

Sakigake review 

designation scheme 

premium

Comparable drug 

efficacy

comparison method

Cost accounting 

system

Foreign average

price adjustment

Drug Life Cycle and Current Drug Pricing Rules (Overall Image)
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o The Central Social Insurance Medical Council (CSIMC) established the Cost-

effectiveness Evaluation Subcommittee in May 2012 and based on the experience of

introducing trials from FY 2016, the subcommittee has been studying how cost-

effectiveness evaluation should be implemented in Japan.

Main Background for the Study on Cost-effectiveness Evaluation

Around 2010~

May 2012

November 2013

Discussions on the introduction of cost-effectiveness by the CSIMC

Establishment of the Cost-effectiveness Evaluation Subcommittee by CSIMC

“Interim consolidation of discussions” by CSIMC

June 2015 It was decided in the “Basic Policy on Economic and Fiscal Management and

Reform 2015” that consideration of cost-effectiveness would be introduced on a

trial basis during the Revision of Medical Fee in FY 2016

April 2016 ~ Trial introduction of cost-effectiveness evaluation

June 2018 It was decided in the “Basic Policy on Economic and Fiscal Management and

Reform 2018” that specific contents will continue to be reviewed for full-scale

implementation of cost-effectiveness evaluation and will be concluded in FY 2018

CSIMC General Assembly-8-2

February 20, 2019 (revised)



[Steps to evaluate cost-effectiveness]

Effectiveness

Cost

b

a

AItems to be 

compared

Items to be 

evaluated

B

(2) Analysis by manufacturer (9 months)
Meeting prior to analysis (determination of analysis 

framework, etc.), analysis by the manufacturer

(3) Academic analysis (verification and reanalysis) (3 to 6 

months) (*1)

(4) Comprehensive evaluation

(5) Price adjustment based on the results of cost-

effectiveness evaluation

(1) Selection of items
(Select drugs with large market size)

(*1) Implemented mainly by the National Institute of 

Public Health of Japan

Factors that require consideration, such as rare

diseases, children and anticancer drugs, are also

considered in the overall evaluation(*2)

Prices of target items are adjusted according to the

evaluation results(*3)

- Price reduction of items that are not cost-effective

- Price increase of items that lead to a decrease in medical

expenses

o The Cost-effectiveness Evaluation System came into operation from April 2019 based on discussions by the Central Social Insurance Medical Council.

o Drugs and medical equipment with a large market size, or with significantly high unit price are subject to evaluation. However, items used for rare diseases that 

do not have an adequate treatment method (designated intractable diseases, etc.), or those used only for children are excluded.

o The evaluation result is not used to determine whether the drug can be reimbursed by insurance and is used for the price adjustment once the drug is listed in the 

national health insurance system (supplementary to the drug pricing system).

o We will continue to improve the system, collect case studies and examine how the system should be established and utilized.

Cost-effectiveness Evaluation System (Overview)

Evaluation 

results

(ICER)

Price

adjustment rate

5 million yen 7.5 million yen 10 million yen
(*2)

▼

Analysis of how much the items to be evaluated increase the cost-

effectiveness compared to the existing comparable items.

Calculation of the cost required to extend healthy life of a person by

1 year.

Incremental cost 

effectiveness ratio

(ICER) B-A (How much will the effectiveness increase?)

b-a (How much will the cost increase?)
=

(*2) A higher standard than usual (7.5 million

yen/QALY) is used for anticancer drugs, etc.

(*3) The price adjustment range is based on the

usefulness premium, etc.

(3 months)

Note: The period within parentheses () is the standard timeline

130th meeting of the Committee on Health Insurance, Social Security Council on September 16, 2020 Reference Material 1
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Selection Criteria for Items Targeted for Cost-effectiveness Evaluation

Classification

Comparable drug 

efficacy method

(Comparable function 

classification)

Cost accounting system Selection criteria

(i) New

listed items:

Items listed after

full-scale

implementation*1

H1

Usefulness premium

of items(*2) is

calculated

Usefulness premium of

items(*2) is calculated, or

disclosure level is below

50%

• Peak market size (estimate): 10 billion yen or more

H2 • Peak market size (estimate): 5 billion yen or more and less than 10 billion yen

H3
• Items determined by the CSIMC General Assembly, such as items with a

significantly high unit price (*3)

(ii) Already

listed items:

Items listed

before full-scale

implementation

H4

Items for which usefulness premium (*2) is

calculated regardless of the calculation method

• Items with sales of 100 billion yen or more

• Other items determined by the CSIMC General Assembly, such as items with a

significantly high unit price (*3)

Comparable

items
H5 Comparable items in the H1-H4 Classification

• Drugs for which price is calculated in comparison with representative items(*4)

• Medical devices for which price is calculated in comparison with representative

items(*4), and that are categorized in the same functional classification

(*1) Even if an item does not meet the selection criteria in terms of the peak market size (estimate) at the time of listing, it is selected if the annual market size

exceeds 5 billion yen due to the expansion of market size. In this case, it is positioned in the H1 or H2 classification according to its annual market size.

(*2) Items for which either an innovativeness premium, usefulness premium, or improvement premium (medical devices) was calculated will be targeted.

(*3) Items determined by the CSIMC General Assembly as requiring priority evaluation, such as items with a significantly high unit price and items for which

new findings that would have a major impact on the evaluation were discovered after the completion of the cost-effectiveness evaluation and then

reevaluation was deemed necessary

(*4) Items targeted for cost-effectiveness evaluation in the H1~H4 classification

Measures
○ From the perspectives of emphasizing the impact on medical insurance finances and complementing the drug price

and materials pricing system, the main targets of cost-effectiveness evaluation will be drugs and medical devices that

are highly innovative and have a large financial impact.
○ The criteria is as follows based on the number of items to be covered and the current system for cost-effectiveness

evaluation.

CSIMC General Assembly-8-2

February 20, 2019 (revised)



Target Scope of Price Adjustment

(*1) Items with a low disclosure level and premium will be subject to price adjustment for both the premium and operating profit based on the cost-effectiveness

evaluation.

(*2) For medical devices, this is equivalent to the corrected component of the operating profit margin.

(4) [Items with high disclosure level and no premium]: Excluded

Gross cost of products 

(high disclosure level)

Operating 

profit

Distribution cost

Consumption tax

(3) [Items with high disclosure level and premium]: premium component

Gross cost of products

(high disclosure level)

Operating 

profit

Distribution cost

Consumption tax

Premium component

Considered for price adjustment

Considered for price adjustment

(2) [Items with low disclosure level and no premium]: operating profit

Gross cost of products 

(low disclosure level)

Operating 

profit

Distribution cost

Consumption tax

Premium 

component
(*2)

(1) [Items with a low disclosure level and premium]: Premium + operating profit (*1)

Gross cost of products 

(low disclosure level)

Operating 

profit

Distribution cost

Consumption tax

Considered for price adjustment

Fig.: Scope of price adjustment in the cost accounting system (image)

Measures
- The scope of the price adjustment is as follows, based on a review from the perspective of complementing the drug price and material price

systems.
(i) Price determination by comparable drugs (price determination by comparable function classification)

○ Usefulness premium is the price adjustment range.

(ii) Cost accounting system

○ Items with a disclosure level of less than 50% (drugs and medical devices)

- The price adjustment range is the operating profit and usefulness premium for drugs, and operating profit and its correction for medical

devices ((1) and (2) in the Fig.).
○ Items with a disclosure level of 50% or more (drugs and medical devices)

- The price adjustment range is the usefulness premium for drugs, and corrected component of the operating profit margin for medical

devices ((3) in the Fig.).

CSIMC General Assembly-8-2

February 20, 2019 (revised)



Steps in the Analysis and Evaluation for Cost-effectiveness Evaluation

3 to 6 months*1

(Analysis by the manufacturer based on the

determined analytical framework)

(Comprehensive

evaluation and price

determination)

9 months (analysis by the manufacturer) *1

3 months or 6 months

(Academic analysis) 3 months
3 to 6 months*1

(Determine the analysis framework)

Standard 

timeline

National Institute of Public Health, Ministry of Health, Labour and Welfare (Center for Outcomes 

Research and Economic Evaluation for Health)

Manufacturers (drugs and medical devices)

Discussion before 

analysis
• Manufacturer submits 

proposal for the analysis 

framework

• Consultation based on 

the proposed framework 

and summary of main 

issues

• Contents of the 

consultation are 

documented
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Academic analysis
• Verification of

analysis by the

manufacturer

(review)

• Reanalysis

Necessary 

consultations

Manufacturer

conducts analysis

based on the analysis

framework
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(2) ⑥Clinical experts Academic analysis team

*1 The total time from the

"preliminary consultation" to the

"completion of submission by the

manufacturer" must not exceed 9

months.

CSIMC General Assembly-8-2

February 20, 2019 (revised)


