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Summary

- There has been a lot of action on drug pricing recently, centered on Government activities. On November 25, 2016, Prime Minister Shinzo Abe
instructed the Council on Economic and Fiscal Policy and the Ministry of Health, Labour and Welfare to draw up an outline for a comprehensive
revision of Japan’s prescription drug pricing system by the end of the year. At a post-cabinet meeting press conference on November 29,
Minister of Health, Labour and Welfare Yasuhisa Shiozaki unveiled a plan to review the prices of in-demand drugs up to four times a year. In the
latest meeting by the Council on Economic and Fiscal Policy on December 7, its members agreed on a plan to review drug pricing at least once a
year.

-This urgent forum was held with the aim of producing ideas toward achievable solutions through fair and global multi-stakeholder discussion
related to issues of not only on drug pricing, but also initiatives to streamline medical care through technological innovation and the design of
systems to ensure the sustainability of social security.

-Many recommendations and comments were made by the private, public, and academic panel discussion members, as well as the other
participants that attended the forum. HGPI has compiled and prioritized points that need to be discussed based on these recommendations and
comments.

Overview of Forum

Date & Time: 16:00-18:00, Friday, December 9, 2016
Venue: 3F, Otemachi Financial City Grand Cube, 1-9-2 Otemachi, Chiyoda-ku, Tokyo
Organizer: Health and Global Policy Institute (HGPI)
Participants: Experts, academics, health providers, members of the private sector, patient advocates, and journalists (60 participants in total)
Program:
16:00-16:10 Introduction by Ryoji Noritake (President, HGPI)
16:10-17:10 Panelist Discussion (names listed in no particular order)
Igarashi Ataru (Associate Professor, Department of Drug Policy & Management, Graduate School of Pharmaceutical Sciences, University of
Tokyo)
Naomi Sakurai (President, Cancer Solutions Co., Ltd. / Patient Representative, Cancer Control Promotion Council)
Haruhiko Hirate (Corporate Communications and Public Affairs Officer, Takeda Pharmaceutical Co., Ltd.)
Hiromichi Shirasawa (Vice President and Executive Officer, Head of Japan Development, MSD K.K. / Medical Doctor)
With live commentary from Germany by Kohei Onozaki (Board Member, HGPI)
17:10-18:00 Q&A, open discussion, and wrap up

I Main points of discussion

» In recent years, high drug pricing has grabbed worldwide attention. Discussions around health insurance policies have moved
outside of only health departments to become central policy issues for each government.

- The environment has been drastically changing in the past few years. Opportunities have been created for insurance coverage and the
selling of high priced drugs such as Repatha used to control high blood cholesterol, Sovaldi and Harvoni for Hepatitis C, and the
chemotherapy Opdivo. There is a pressing urge to seriously consider cost perspectives in healthcare systems.

- Health departments are increasingly unable to handle issues related to health insurance systems by themselves. Discussions on drug
pricing systems are now being led by the Prime Minister's Office and the Council on Economic and Fiscal Policy instead of the Ministry of
Health, Labour and Welfare. This phenomenon is observed in other parts of the world as well (E.g. the discussion of high priced drugs at
the OECD Health Ministerial Meeting, the article published by the US President Barack Obama in the Journal of the American Medical
Association, etc.)

P In terms of current movements to control drug price, which focus on high priced drugs, many expressed concerns related to
promoting innovative drug development and securing access to drugs.

- The Japanese Government has been strongly urging the development of innovative drugs. On the other hand, innovative drugs are often
vilified for their high prices. Many involved with drug development feel uneasy about this.

- Japan’s drug pricing system has been established with and maintained a questionable balance. With the exception of Opdivo, the costs of
drugs are overall cheaper in Japan compared to Europe and the United States. The great reduction in the time to market for drugs
developed in Japan compared to elsewhere can also be said to be an achievement corresponding with the introduction of the
supplementary fee system for new drug development.

- Many pharmaceutical companies and investors praise Japan’s drug pricing system for its foresight. That said, the urgent changes and
reforms will impair that ability to predict future drug prices. Many expressed concern that in the future, investment into development in
Japan may stagnate, and patients in Japan may not be able to access innovative drugs.
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» A drug pricing system is needed that can regulate both drugs that are truly innovative and highly significant to healthcare settings
and drugs that are less significant in a balanced way. In order to achieve this, there needs to be careful consideration of the
approaches and processes used to evaluate drugs, in addition to price comparisons

It should be acceptable to set high prices in developed countries for drugs that are truly innovative and highly significant in healthcare
settings (such as the HIV drugs and Hepatitis C drugs previously used as examples). On the other hand, it is unnecessary to set high prices
for less innovative drugs. Drug pricing adjustments should be done using a process that considers patient needs within the flow of
diagnoses in healthcare settings and takes into account the balance between a submitted drug’s price and cost. There is a need to
consider the maintenance of a certain price point for essential medicines.

Advanced Japanese pharmaceutical companies are already taking this trend into account and are undertaking reforms in light of the
trouble they face as patient’s move away from brand name drugs alongside the development of generic medications and as research
fields narrow.

On the other hand, there is a need to sufficiently and seriously consider the methods used to evaluate highly innovative drugs and their
cost effectiveness. When undertaking Health Technology Assessments (HTA), it is vital to not only do assessments of Incremental Cost
Effectiveness Ratios (ICER) based on Quality-Adjusted Life Year (QALYs) and so on, but to also understand the process for appraisals that
consider elements outside of cost effectiveness, such as logical issues and financial impacts. One issue moving forward will be the
question of which elements should be evaluated in a complex way in cases of terminal care. This will need to be addressed on a case-by-
case basis. Even in the National Institute for Health and Care Excellence (NICE) of the United Kingdom, a leading HTA organization, there
are a number of exceptions in place related to drug pricing. In NICE, patients and patient groups are involved in decision-making related
to reimbursements.

» In order to achieve a balance between the creation of innovative drugs and maintenance of sustainability in health finance, there
needs to be discussions on not only drug pricing reforms but also the promotion of the appropriate usage of drugs and the range
of coverage.

There is a need to set appropriate rules for not only drug prices but also the amount of drugs that should be used and the range of their
uses. There are plenty of issues related to drug usage right now. For example, there is room to more effectively deal with medical
expenditures by reducing the level of unused drugs or ensuring the use of proper treatment guidelines. Moreover, it is reasonable to
think that pharmaceutical companies might contribute a portion of their profits to health insurance funds in cases where drugs are used
by patients more than expected.

Up until this point, a uniform ratio of the cost of almost all approved drugs could be reimbursed. Drugs that didn’t meet this criteria were
not listed for use. There is a need to discuss adjustments to the range of reimbursements and severity levels depending on the
seriousness of the disease in question (for example, insurance might not reimburse drugs used to treat the common cold).

» In order to balance innovation with health insurance finances, it is important to improve the efficiency and quality of healthcare
services as a whole (including clinical trials), and secure financing for health insurance, in addition to addressing drug pricing.

Only blaming the drug pricing is nonsense; it is necessary to work on streamlining while considering the entire the health system (for
instance, the optimization of lengths of hospitalization, reductions of overlapping medical examinations, the centralization of expensive
medical diagnostic devices, the introduction of outcome based payment systems, compact and efficient clinical trials, and the early
introduction of cost effective analyses when designing clinical trials).

The optimization of the health system should be advanced while simultaneously working toward the securing of funding resources for
necessary health insurance. The critical point is not to postpone discussions of the increase in consumption tax, the reform of the high-
cost medical care benefit system, the revision of the advanced elderly medical service system, or the increase of insurance fees.

Drug pricing reform is an important topic that involves the medical care and health of the public. It should be realized through a

nationwide discussion that makes use of empirical evidence.

The medical system, including the pharmaceutical industry, is the foundation of society. We must aim for the smooth promotion of
reforms in light of issues such as the number of jobs supported by the industry (in other words, consider the lessons learned from drug
pricing reform in Germany and other matters).

Evidence/data-based policy decisions should be promoted by utilizing health databases like the National Data Base (NDB) and electronic
health records (EHR).



» To achieve the above, each stakeholder should get involved in decision making, and play a role to achieving the reforms.

The business world, represented by pharmaceutical companies, also needs to come up with constructive suggestions and deepen debate
despite the potential that this will be a harrowing experience for it, in order to create innovation and reduce futile expenditures within
the health care system as a whole. Wholesaler’s associations that adjust and negotiate drug prices should also be involved in discussions.
As professionals, medical workers should consider how to maximize patients’ health while considering the state of finances for health
insurance. The usage of drugs should be discussed.

Patients and citizens should be involved in processes to build health systems, including the design of clinical trials and evaluations of
drugs. Additionally, high school curriculum should cover health insurance system frameworks.

The media can also contribute to reforms from the perspective of developing health literacy. For example, in terms of high drug prices,
the media should not report the cutting of the price of Opdivo as a solution or final goal, but communicate the issues that remain such as
the problem of how to strike a balance between drug pricing and usage. The media also needs to conduct neutral reporting on the
impact of system reforms on patients.

I Issues to Consider in the Future

» In order to maintain the soundness of the national health insurance budget and stimulate innovative research and development,
as well as the access to medicine for all people, there is a need to consider the design of the healthcare system overall, not
limited to only drug pricing reforms but also the appropriate usage of drugs and issues of coverage.

How should a balanced drug pricing system be created that can facilitate foresight in companies as well as evaluate innovative drugs that
truly contribute to medical care settings in an appropriate way while also lowering the price of drugs that don’t meet such criteria?

In light of the issue of unused drugs, how can we streamline and eliminate overlap in terms of the amount of drugs used and range of
uses from the perspective of improving health outcomes for the public?

Will there be a need in the future to evolve the current system that reimburses a unified proportion of drug prices and streamline
reimbursements per drug and the proportion of out-of-pocket expenditures expected per drug category?

» How can we promote improvements to both efficiency and quality in the health system as a whole, beyond just drug pricing?

» What level of burden is appropriate for the public to take on, and what methods should be used in order to secure needed funds
for health insurance, assuming that efforts will be made to improve the effectiveness and quality of healthcare?

» How can we make decisions involving multiple stakeholders, including patients, and achieve the above recommendations in a
smooth way that minimizes confusion?
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