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Outline

® Strategic consultation
® Optimization of drug administration

® |dentification of value

\/alue creation
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Enhanced Pharmaceutical Affairs Consultation
on R&D Strategy

* Facilitate development of medical products by academia by developing
more reliable ROADMAP.
* Contribute to promotion of clinical trials led by academia.

[ Advice on ROADMAP ]

Advice on protocol of each study
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* In collaboration with PMDA will

proactively support establishment of an exit strategy via Pharmaceutical Affairs Consultation on R&D
Strategy.
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Utilization of Guidelines
in National Health Insurance System

~ Cooperation between RA and NHI™

Regulatory Authority

PMDA & MHLW (PSEH Bureau)

Marketing Approval

Decision based on the risk-benefit

balance I

Optimal Clinical Use

Guideline

Specification of cases where the
product is beneficially used based

on scientific evidence

National Health

Insurance
MHLW (Health Insurance Bureau)

Listing

Decision in line with the approved
product and indication

Reimbursement

Reimbursement for the cases
specified in the guideline, which
leads to appropriate clinical use of
the product




Appropriate Use Committee for elderly patients

O FY2018 : medical care environment specific

guidance

. To optimize drug therapy for elderly people (Avoid drug adverse events, improve medication adherence). A
The Guidance compiles points to consider for practicing better medicine therapy that takes into consideration of the
characteristics of elderly people.

* The guidance is intended to provide reference information on for medical care and prescription.
\. While focusing on patients over 65 years old, emphasis is placed on elderly people aged 75 and older )
Guidance of Appropriate Medication for elderly patients
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Premium Pricing in National Health Insurance System

® Some premiums are applied to innovative products according to its value
® SAKIGAKE designated products are admired in Japanese Health Insurance System

Type Addition ratio Target products

New action mechanism, high efficacy/safety,

. . _ 0
Innovativeness premium 70-120% | iy brovement of disease treatment method

High efficacy/safety, improvement of disease

. ~al)
Usefulness premium 5-60% treatment method

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

Dosage and usage expressly includes those

. . - 0
Child premium >-20% pertaining to children, etc.

SAKIGAKE review
designation scheme 10-20%
premium

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




Conclusion

MHLW/PMDA has streamlined a lot of deve
strategic consultations and'scientific.advices for

ents through
inical trials.

Optimization of drug administration enables early access to
innovativei)nr}/oluas for patients. |

A key aspect is predictable and transparent scheme to
recognize its value. d
Comprehensive and cr_qss:secti'onal approach is essential for
promoting innovation.
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