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October 20, 2025 (Mon) Coalition Government Agreement between the Liberal Democratic Party and the Japan Innovation Party.
https://o-ishin.jp/news/2025/10/20/17558.html

Reassessment of out-of-pocket 
costs for medications, including 
OTC-like drugs

Examination of the Role of Public 
Insurance to Protect the Core of 
Universal Health Coverage and the 
Use of Private Insurance

Establishment of Metrics for 
Cost-Effectiveness Analysis in 
Healthcare



RELATIONSHIP BETWEEN INCOME LEVEL AND “CATASTROPHIC 
HEALTH EXPENDITURE”

(WITH HIGH-COST MEDICAL EXPENSE BENEFIT APPLIED)

3

0 50 150 250 350 450 550 650 750 850 950 1100 1350 1750 2000total
Ruin 
Spending 7 12 18 21 15 19 8 4 10 8 3 0 3 0 0 128
Total 
number 
of people

7 12 33 53 72 76 72 63 71 76 51 76 60 27 7 756

100.0% 100.0% 54.5% 39.6% 20.8% 25.0% 11.1% 6.3% 14.1% 10.5% 5.9% 0.0% 5.0% 0.0% 0.0% 16.9%

Overall: 17.0%
Among those with an annual income below 

5.5 million yen, 36.4% fall under 
the category of “catastrophic health 

expenditure.”





THE BASIC POLICY ON ECONOMIC AND FISCAL MANAGEMENT 
AND REFORM(DRAFT AND FINAL VERSION)

Is the current summary really an 
“objective evaluation”???



WHAT IS “PRIORITY AND NON-PRIORITY” 
MEDICAL CARE?
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Clearly ineffective 
medical care

Preventive healthcare
Vaccines, health promotion, 

etc.

Substitutable minor 
medical care?

Self-medication

Changes in 
the co-payment rate itself



“SEEMINGLY” REASONABLE COST-EFFECTIVENESS?

Establish a pricing and insurance system with clear distinctions

Charge a fair price for “good” treatments and cut back on those that are not.

Use cost-effectiveness to judge the balance between money and “value”!



October 20, 2025 (Mon) Coalition Government Agreement between the Liberal Democratic Party and the Japan Innovation Party.
https://o-ishin.jp/news/2025/10/20/17558.html

Reassessment of out-of-pocket 
costs for medications, including 
OTC-like drugs

Examination of the Role of Public 
Insurance to Protect the Core of 
Universal Health Coverage and the 
Use of Private Insurance

Establishment of Metrics for 
Cost-Effectiveness Analysis in 
Healthcare



QOL 
questionnaire



AN EXAMPLE OF UNCERTAINTY (INSTABILITY):
THE MIGRAINE TREATMENT DRUG EMGALITY

Incremental 
effect 

Incremental 
cost ICER

Company Analysis 0.2298QALY 1.4 million yen 6.07 million yen

Official Analysis 1 0.0248QALY 1.51 million yen 61.13 million yen

Additional Analysis 
(Final) 0.1370QALY 1.51 million yen 11.06 million yen



AN EXAMPLE OF UNCERTAINTY (INSTABILITY):
THE MIGRAINE TREATMENT DRUG EMGALITY

Incremental effect Data Source for QOL Values

Company Analysis 0.2298QALY Convert migraine-specific index using 
the UK conversion formula

Official Analysis 1 0.0248QALY Use general indicators with the 
Japanese conversion formula as is

Additional Analysis 
(Final) 0.1370QALY Convert migraine-specific index using 

the Japanese conversion formula

Furthermore, the comparator was set to BSC rather than 
existing drugs



EVEN FOR THE SAME HEALTH STATUS, 
SCORES VARY BY COUNTRY
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HOWEVER…

“The clinical effect is XX%”
It is unreasonable to base 
discussions solely on a point 
estimate.

The ICER is △△ ten 
thousand yen per QALY Uh… okay…

When it comes out as “money,” it can give the impression that the 
uncertainty has been resolved.



LOW-VALUE CARE = LOW COST-EFFECTIVENESS CARE？
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Value (価値）＝
コスト÷アウトカム=

費用対効果？

アウトカムの条件:
疾患・介入特異的かつ

多面的な要素もつThere is strong skepticism toward the idea that “one single measure 
can solve everything.”



AN EXAMPLE OF UNCERTAINTY (INSTABILITY):
THE SPINAL MUSCULAR ATROPHY TREATMENT 

DRUG ZOLGENSMA

ICER Background

Results of Company 
Analysis dominant Following Zolgensma, administration of 

Spinraza is limited.

Results of Public 
Analysis 36 million yen 53.8% received Spinraza (lifetime)

The 53.8% comes from a clinical trial that included post-Zipraza 
administration.

The claim that “BSC was used as the comparator by Germany’s 
IQWIG” (false)



EMGALITY… ZOLGENSMA???

Zolgensma

Emgality



12 SUBGROUPS DIVIDED BY TWO INDICATORS: PRIOR TREATMENT AND EOSINOPHIL COUNT

COST-EFFECTIVENESS ANALYSIS OF TRELEGY FOR COPD
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Prior treatment Details of prior 
treatment

Eosinophil count
Comparator technology

Less than 100/μL 100/μL or more

Triple therapy

MITT
 (Triple therapy with 

two inhaled 
formulations)

A B Budesonide + Seebri

C D Relvar

E F Ultibro

Dual therapy ICS/LABA G H Relvar

Dual therapy or 
monotherapy

LAMA/LABA
or LAMA I J Ultibro

Monotherapy LAMA K L Relvar

Others - Excluded from analysis

• Additional benefits will first be evaluated based on the subgroup analysis results of the IMPACT trial (and other literature, if available).
• The design of the IMPACT trial has been questioned internationally, so it is reasonable to adopt settings that reflect actual clinical practice.
• From a clinical perspective, it is appropriate to define the population based on asthma-like phenotypes and to use eosinophil count as an indicator.
• Since lung function and QOL are concepts encompassed within exacerbations, it is appropriate to use exacerbations as the efficacy endpoint.
• From a cost-effectiveness perspective, the cheapest product should be used as the comparator.



RESULTS FROM THE REANALYSIS OF THE PUBLIC ANALYSIS, CALCULATED USING 
PATIENT PROPORTIONS FROM THE NDB

REFLECTION OF COST-EFFECTIVENESS IN PRICING (TRELEGY)
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Patient 
group

ICER (yen per QALY) Price
Adjustme
nt Rate

Patient 
proportion 

(NDB)

A Cost reduction 1.0 4.5%

B Cost reduction 1.0 14.0%

C Unable to analyze ‐ 0％

D Unable to analyze ‐ 0％

E Cost increase 0.1 0.1％

F Cost increase 0.1 0.2％

G Below 2 million yen per QALY 1.0 14.0%

H Below 2 million yen per QALY 1.0 40.2%

I Cost increase 0.1 6.5％

J Dominant 1.0 19.7%

K Dominant 1.0 0.2%

L Below 2 million yen per QALY 1.0 0.7%

The three subgroups E, F, and I (6.7% of the total) received 
a 90% reduction, resulting in an overall adjustment of -

0.55%.

The H5 products—VirezuTri, Enagia, and Trelegy 200—were also 
included together (effective July 1, 2021).

Excerpt from the March 24, 2021, MHLW Central Social Insurance Medical Council (Chuikyo) meeting materials

Whose are the results of the reanalysis based on the public (university) analysis?



Analysis of the Degree of 
Alignment between Public-Sector and Corporate 

Analyses(Yuasa et al.)
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トータル 2022/3まで 2022/4以降

追加的有用性も評価指標・分析手法も一致 追加的有用性一致、評価指標・分析手法は相違あり
追加的有用性不一致、評価指標・分析手法は一致 追加的有用性不一致、評価指標・分析手法も不一致

Yuasa A. HTA System in Japan: Progress and Issues From a pharmaceutical company and industry perspective. ISPOR Real World 
Evidence Summit, Tokyo, 29 SEP 2025.

Additional usefulness and the evaluation 
metrics/analytical methods are both consistent
Additional usefulness is inconsistent; evaluation 
metrics/analytical methods are consistent

Additional usefulness is consistent; evaluation 
metrics/analytical methods differ
Additional usefulness and the evaluation 
metrics/analytical methods are both inconsistent

Total Through March 
2022

From April 2022 
onward



WHAT DOES “OBJECTIVE” AND 
“VERIFICATION” MEAN?

Objective
×Mechanically listing results
×Data from the evaluation agency?
〇The validity of the evaluation itself

Verification ×Reporting results as-is
〇Checking including the process



Challenge : map each element  
into an underlying economic  
framework for value  
assessment.

Quality-
adjusted
life-years

（QALYs）
gained

Insurance  
value

Severity of  
disease

Value of hope

Real option-
value

Equity

Value

Scientific  
spillovers Net costs

Productivity

Family  
spillover

Reduction in  
uncertainty

Fear of  
contagion

Potential novel elements of value

Value element included in the traditional  
payer or health plan perspective

Common but inconsistently used  
elements of value

Value element also included  in 
societal perspective

Core elements of value

The notion that “COST/QALY 
solves everything!” is wishful 

thinking.

Supplementary 
Materials Labor productivity

Impact on 
the family

Disease 
severity

Equity 
(consideration 

for socially 
vulnerable 

groups)

WHAT ARE THE VARIOUS “VALUES”?



WHAT ARE THE "BIG ELEMENTS" IN RARE DISEASES? 
(STUDENT QUESTIONNAIRE, N=223)

What is the burden of disease 
and the value of treatment?
"First of all, there is a cost."
"First of all, there is QALY."

Not in



WHAT ARE THE "KEY VALUE FACTORS" IN RARE DISEASE TREATMENT? 
(STUDENT QUESTIONNAIRE, N=223)

01. Fees 02. Labor 
Productivity

03. The value of 
insurance itself

04. Quality of 
Life

05. Family 
Burden

06. Disease 
Severity

07. The value of 
bringing hope

08. Impact on 
Growth and 

Development

09. Reduced 
treatment 

uncertainty

10. Expectations 
for Future 
Treatment 
Excellence

11. Spillover 
effects on next-

generation 
therapeutic 

development

12. Eliminate 
unmet needs

13. Equity and 
fairness

14. Rarity of the 
disease

1st place 12.82% 0.00% 0.43% 50.43% 5.13% 11.97% 7.26% 4.70% 0.85% 1.71% 1.71% 1.28% 1.28% 0.43%
2nd place 14.59% 1.72% 2.58% 14.16% 24.03% 11.16% 6.01% 9.44% 4.29% 3.00% 3.00% 0.43% 4.72% 0.86%
3rd place 18.45% 3.86% 1.72% 10.30% 20.17% 8.15% 6.87% 11.59% 2.58% 4.72% 3.00% 1.72% 5.58% 1.29%
4th place 13.73% 4.72% 2.15% 6.44% 15.88% 5.15% 7.73% 14.59% 7.73% 9.44% 2.15% 2.15% 5.58% 2.58%
5th place 13.73% 6.44% 5.58% 6.44% 10.73% 6.01% 9.01% 6.87% 4.72% 11.16% 7.30% 1.72% 7.30% 3.00%

# Value aspect Explanation*

1 outlay Costs associated with hospital visits, treatment, and nursing care will be 
lower.

2 labour productivity You can work, you don't have to quit your job, and you can prevent a 
decline in your work performance.

3 Insurance
value

As treatment options for various diseases increase, the meaning and 
importance of insurance increases.

4 QoL Higher Quality of Life (QoL) over the lifetime

5 Family burden Family members also have less physical and mental burden (higher 
QoL, longer working hours, etc.)

6 Severity In the case of a serious disease, it is important to be able to prolong life. 
(The meaning of being able to extend the life of a person who dies now 
for one year is different from extending the life of a person who can live 
for another 10 years.)

7 Hope Value In rare cases, it is meaningful to be able to provide the prospect of cure, 
even if it is a slight possibility,

# Value aspect Explanation*

8 Growth and 
Development

If there are restrictions on life from birth, it is valuable to be able to grow while 
participating in society, such as going to school like everyone else, through 
treatment

9 Uncertainty It is valuable to reduce the uncertainty of the effectiveness of treatment (being 
able to determine in advance who is likely to be likely to work with this drug can 
increase the likelihood of working)

10 choice If you live as long as possible through treatment, you can expect to be able to 
use more effective treatments in the future due to technological advancements.

11 Scientific ripple 
effects

Innovative treatments can lead to the discovery and development of more 
effective treatments in the future

12 Unmet Needs It is more meaningful to develop treatments in areas where there are no effective 
treatments than to develop in areas where treatments already exist. (It is 
important to see how well the patient's needs for medical care are met)

13 Fairness We should not only ensure that everyone is provided with medical care equally, 
but also give priority to treatment for those who are already at a disadvantage. (If 
a socially vulnerable person gets sick, it can be even more painful.)

14 Rarity People with rare diseases with a small number of patients will be given higher 
priority than those with common diseases



How to deal with the financial burden of cancer patients
item United States 

(N=254)
Japan (N=153) Japan (N=510)

Reduced amount of prescribed medication used 48 (19%) 4 (3%)

31 (6%)Received a prescription but did not receive the medicine 62 (24%) 1 (1%)

Reduced the number of medical examinations and 
anticancer drug treatment

19 (7%) 4 (3%)

Did not have the recommended tests (e.g., CT scan) 23 (9%) 0 (0%) -
Did not receive or changed the recommended anticancer 
drug treatment

17 (7%) 3 (2%) 45 (9%)

Reduced food and clothing costs 118 (46%) 42 (28%) 105 (22%)/144 (30%)

Reduced leisure activities (travel, dining out, movies, etc.) 173 (68%) 67 (44%) 114 (24%)

Cut down savings 117 (46%) 95 (63%) 166 (35%) 

Sold assets 42 (17%) 5 (3%) 23 (5%)

I went into debt 90 (35%) 3 (2%) 59 (12%)

I increased my work time 30 (12%)
12 (8%)

30 (6%)
Family Increases Work Time 37 (15%) -
Extended hospitalization to obtain insurance money 6 (2%) 1 (1%) -Zafar SY, et al: The financial toxicity of cancer treatment: A pilot study assessing out-of-pocket expenses and the insured cancer patient’s experience. Oncologist 18:381-390, 2013

Honda K, et al. Prospective Survey of Financial Toxicity Measured by the Comprehensive Score for Financial Toxicity in Japanese Patients With Cancer. J Glob Oncol. 2019 May;5:1-8.
Sasaki T, et al. Influence of financial burden on withdrawal or change of cancer treatment in Japan: results of a bereavement survey. Support Care Cancer. 2022 Jun; 30(6):5115-5123.



What is Prioritized and Deferred Healthcare?

Clearly less effective medical care Substitutable minor treatments?
Self-medication

Preventive care
Vaccination, health promotion, etc. Change in the copayment rate itself

Supplementary 
Materials



Other Cost Reduction Measures: Promotion of Self-Medication

Year Drug 
Costs

Other Medical Costs 
(Initial/Revisit Fees, 

Dispensing Fees, 
etc.)

Narrowing of Target 
Diseases

Narrowing of Target 
Patients

Representative 
Figures

2020 
(Joint with 

OTC)

Included Included Existing 6 disease 
areas + Expanded 5 
disease areas

No duplication with 
severe comorbidities + 
No disease name 
overlap when 
calculating medical 
expenses

Existing: 230 billion 
yen
Expanded: 90 
billion yen
Total: 320 billion 
yen

2022 (R3 
Study)

Included Not included No narrowing No narrowing Applicable total: 
330 billion yen
Component total: 
650 billion yen

2024 (R6 
Study)

Included Included Five lifestyle-related 
disease areas

Stable single-drug use 
for more than one 
year + No disease 
name overlap when 
calculating medical 
expenses

5 areas total: 110 
billion yen
Hypertension & 
Dyslipidemia 
expansion: 150 
billion yen
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