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Difficulty of Policy Measures for Improving
Drug Discovery/Development Capabilities

B The pharmaceutical industry is an industry strongly influenced by
“regulations”; however, they do not exert a direct impact on the early
stages of R&D activity, which poses a challenge.

B |n this context, it is important to consider policy measures with the
perspective of how to make it easier to do what the players engaged
in drug discovery/development and the industry want to do.

“When more people act independently for self-defense, Japan is
going to change from the field”. (David Atkinson, 2023)

B It would also be useful to see “Souyaku” in a broader context and
define it as a set of activities to launch a new drug.
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Pharmaceutical Regulations and Drug Pricing System
are the Two Wheels of a Car in Drug Development

B |tis essential for pharmaceutical companies as a private company to
ensure adequate returns in conducting sustainable drug development

activities.
B On this occasion, we should look at cost as well as sales.

Proft = Sales — Cost

[ unit price X quantity ® RA&D (Obtaining Regulatory Approval)

(drug price)  (#patients*period) | @ Manufacturing & Sales of the Product
(Maintenance of Approval)

Drug Pricing System

Pharmaceutical Regulations
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Drug Development Capabilities and
Pharmaceutical Regulations

® [t would be an orthodox approach to reducing development costs by
further promoting harmonization of regulations and practices with
the international norms.

B Continuous effort in line with the report by the MHLW Committee*
(Apr 2024) is considered essential.

* Review Committee on Regulatory Affairs to Strengthen Drug Development
Capabilities/Ensure Stable Supply (Ministry of Health, Labour and Welfare)

B Both for companies and medical institutions, they need to maintain
and enhance their knowledge and skills necessary to manage the
quality and cost of the entrusted jobs, while outsourcing of drug
development/clinical trial operations is inevitable.
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Drug Development Capabilities and
Pricing System

B Drug pricing system plays multiple social roles: (1) improving people’s
health through ensuring access to medicines, (2) controlling drug
expenditure, and (3) encouraging the industry by evaluating innovation.

B Nobody would object to “fair price suitable for the value”; however,
there is no single definition nor measurement of “value.” Also, we need
to recognize our inability to measure the absolute value of medicines.

B \We must avoid the situation where introduction of an innovative drug
into Japan is hesitated due to low predictability of its price.
(esp. when no comparator drugs nor foreign prices available)

B |t deserves consideration to introduce a scheme to actively review the
price of a product whose clinical value had not been fully clarified at its
launch, based on the evidence accumulated post-market.
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FY2023 FY2024 FY2025 FY2026 FY2027 FY2028 FY2029
¥7.069 ¥7,368 ¥7 648 ¥7,795 ¥8,107 ¥8,206 ¥8,485
¥1,.421 ¥1,264 ¥1,194 ¥1,087 ¥1,028 ¥935 ¥886

Doy 758 ¥1,757 ¥1,872 ¥1,915 ¥1,892 ¥1,941 ¥1,918 ¥1,960
Z O fthINES ¥813 ¥827 ¥832 ¥824 ¥828 ¥818 ¥822

(H#2:1QVIA Japan. Japan Thought Leadership. Outlook to 2029 (Sep 2024 Update))
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(Japanese market forecast)

® Solid growth of patented
product market

® Decline of long-listed

FY2023 FY2024 FY2025 FY2026 FY2027 FY2028 FY2029

product market

¥7.069 ¥7,368 ¥7 648 ¥7,795 ¥8,107 ¥8,206 ¥8,485

¥1,.421 ¥1,264 ¥1,194 ¥1,087 ¥1,028 ¥935 ¥886

Doy 758 ¥1,757 ¥1,872 ¥1,915 ¥1,892 ¥1,941 ¥1,918 ¥1,960
Z O fthINES ¥813 ¥827 ¥832 ¥824 ¥828 ¥818 ¥822

(Source: IQVIA Japan. Japan Thought Leadership. Outlook to 2029 (Sep 2024 Update))



