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Specialty Drugs

e Specialty drugs are generally defined
as high-cost prescription drugs that
treat complex conditions and reguire
special handling and administration.

o However, the most striking aspect of
specialty drugs is that few payers are
effectively controlling their costs..s
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Definition of “Specialty Drug”

e There is No established definition for
specialty drugs in Japan.

e The boundary between ordinal drugs
and “Specialty Drug” s is vague.

e Nonetheless it is clear that there is a
problem.

e Specialty Drugs are expensive. * :
e "Cost” is the name of the game. ™
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Control for an access to
“Specialty Drug”

o The Japanese government continues
to constrain health expenditure.

e What kind of healthcare policy would
Gvmnt. employ to apply to this
problem?

- As for National Healthcare Insurance::
- Whether if covered by NHI or NOT?

- Alter Reimbursement ratio?

- Enforce Clinical Management?
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Insurance Finances

e The Japanese NHI covers 70% of total
healthcare expenditure.

e The rest of expense becomes patients’
copayment - 30%

e There has been “Recession” for two
decades in Japan.

e Then NHI finances are severely squeezed,

o But It is politically quite difficult to expand
patients’ copayment further.
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Major Medical Expense Subsidy
‘When medical expense excesses curtain sum in a month,
a surplus would be covered by subsidy in NHI.

Example: Copayment costs $ 3,000 out of total medical
expense $10,000

Total healthcare expense: $10,000
Copayment: $3,000

Subsidized : $3,000 - $800 = $2,200

“Major Medical Expense Subsidy” covers $2,200.
Then Actual patient’s become
Slidepocket).

The Subsidy has grown 2X
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$1 Co-pay a hospital visit

o It is easily forecasted that subsidy will
stringent national coffer finance.

e Central Social Insurance Medical Council
once discussed financial source for “Major
Medical Expense Subsidy”.

o They examined to institutionalize i
"Fixed(¥100) copayment on a hospital visit”
for every patient. It is extensively low-
impact copayment.

o However this came to grief. Need to fifd
another revenue source.
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HTA for trial from 20147

o Health technology assessment (HTA) is
a multidisciplinary activity that
systematically examines the safety, clinical
efficacy and effectiveness, cost, cost-
effectiveness, organizational implications,

e social consequences, legal and ethical
considerations of the application of a health
technology - usually a drug, medical device
or clinical/surgical procedure.
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Strong oppositions to HTA

e Chairman of EFPIA Japan, Mr. Kato stated
his concern about introducing HTA in
Japanese market. For in UK, NICE often
recommends to restrict reimburse for high-
cost specialty drug.

« Therefore in Europe EFPIA has requested
UK government to secure prompt access to
new drugs for patients.

o He also stated that if HTA would be frapied
in UK way, there would be worries abeut an
impediment to proper access to new diug.

[Heto PAMSRI012Y
PhRMA and JPMA also expressed thelr anlety.
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Expensive Biomedical Drugs
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Dispute on HTA
(Method/ Criteria)

e Economy
- Efficiency ; how to measure a result of treatments by
amount of “MONEY"
- What to measure; recovery rate, life-prolong, less-
Invasive, convenience
e Assessing Entity
- Central Social Insurance Medical Council?
e Which to compare w/:technology, drugs
o Criteria i
- Overseas evidence, Cost Benefit analysis, QALY p At
o Assessment Period l
e Credibility/ Transparency
e Accountability
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Is life Priceless?

Efficiency vs. Fairness
- Government Policy has changed on healthcare in
2008
- Efficiency “OR" Fairness --> Efficiency “AND"
Fairness
e Need for corresponded funding. t
o Consumption tax increase for healthcare |
expenditure in 2014 y -
e However there still remains insurance™s 1
finances’ pressure / cost containmenta
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Logistic technologies will matter for us

e Pharmaceutical Affairs Low in Japan

- Legal Regulations to abide

= Good Supplying Practice (Behave or lose your
job)

# Legislation is NOT quite ready for... |
- Tissue-engineering medicine
- Nano medicine (DDS) e
- Genetic Treatment
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Conclusion

e HTA (or something else) may be
implemented to constrain high cost
specialty drug price with squeezed
insurance finances as a background.

e At the same time, remarkably
innovative “Specialty Drugs” will lead
to expansion of market. These
products will urge us to apply new

logistics technologies in a decade,
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Thank you for your attention
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