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The 2nd Global Expert Meeting of The “Rebalancing National Health Systems: Innovation and Sustainability” Series
The Current Status, Challenges, and Opportunities of Health Technology Assessment (HTA) in Japan
- Provisional Meeting Report -

The Aim of this Provisional Meeting Report

Discussions on health technology assessments (HTA) are heating up in Japan. This provisional report is meant to serve as a
bulletin on the matters discussed during the 2nd Global Expert Meeting of the “Rebalancing National Health Care Systems:
Innovation and Sustainability” Series on “The Current Status, Challenges, and Opportunities of Health Technology Assessment
(HTA).” This report has been compiled by the meeting’s organizers. The meeting’s official report, and its proposals, shall be
released at a later date following discussion with meeting presenters.

Meeting Overview
Date & Time: October 5, 2017 (Thu.) — 14:00 to 17:15

Venue: lwasaki Koyata Memorial Hall, International House of Japan
Organizer: Health and Global Policy Institute (HGPI)

In April 2017, HGPI jointly convened the very first Global Expert Meeting of the “Rebalancing National Health Systems: Innovation and
Sustainability” series together with the Center for Strategic and International Studies (CSIS). At this meeting, experts agreed that issues such as
those related to containing costs while promoting innovation and ensuring equitable access to quality health care were not unique to Japan, but
were wide-ranging challenges being faced around the globe. The meeting’s experts also emphasized the importance of involving the public
(patients) in the multi-stakeholder decision-making process, especially when evaluating the costs and public health benefits of health technology.

Following upon the success of the meeting in April, this 2nd Global Expert Meeting of the “Rebalancing National Health Care Systems: Innovation
and Sustainability” Series was convened on “The Current Status, Challenges, and Opportunities of Health Technology Assessment (HTA).” This
meeting brought together 20 experts representing the public, private and academic sectors within Japan and abroad for a discussion held under
the Chatham House rule, which offers anonymity to speakers in the aim of promoting the communication and sharing of information with the
general public. Accordingly, this meeting was held in an atmosphere suitable for open discussion, with the intent of having a frank discussion
toward the full-scale introduction of HTA methods to Japan, and clarifying the current issues and future prospects for Japanese HTA.

Background of the Meeting

- Countries around the world are now grappling with the challenge of how to balance the sustainability of national health systems with
innovation as medical costs continue to rapidly increase due to epidemiological shifts accompanying the rise of chronic disease prevalence,
population aging, and new developments in medical devices and pharmaceuticals.

It is crucial for Japan as well to maintain a high-level of healthcare services using the limited fiscal resources available for health care, and to
sustain the medical insurance system.

The Ministry of Health, Labour and Welfare (MHLW) has proposed the systematic use of HTA by FY2018 as a means of meeting these
challenges. The Central Social Insurance Medical Council (Chuikyo) and others are currently working to compile framework proposals toward
the realization of that goal.

»  Whatis HTA?

“Health Technology Assessment (HTA)” refers to an academic process by which the value of new medical devices and pharmaceuticals are
evaluated not only on their effectiveness and safety, but also on their economic, social, and ethical merits.

« The HTA process can be broken down into three steps:
v Assessment: An analysis of the technology’s effectiveness, safety, and cost-effectiveness
v Appraisal: The interpretation of the results of the Appraisal, and a consideration of the technology’s economic, social, and ethical impact
v Decision: The final decision on the technology

« The goal of HTA is to comprehensively evaluate the value of a new medical device or pharmaceutical product. It is not merely a cost-
effectiveness analysis, nor is it just a tool to contain healthcare costs.
Many countries that finance their healthcare insurance systems with taxes and social insurance fees often use HTA to set evaluation
standards for decisions on how to efficiently use limited financial resources. HTA is mainly used when making decisions about extending
insurance coverage to health technology, reimbursements, or clinical guidelines.



» Issuesin Japan and the Background of the Introduction of HTA

» Like other countries, Japan is facing the challenge of how to maintain a high level of medical services and sustain its national healthcare
system. At the same time, in light of the aging of Japanese society, healthcare remains one of Japan’s few growth industries. The matter of
how to ensure that it remains a growth industry is also a pressing issue.

»  Movement toward the introduction of HTA in Japan began in 1974 with the release of a white paper by the Ministry of Education, Culture,
Sports, Science and Technology (MEXT) on technology assessments in the healthcare field. That said, serious consideration of HTA only really
began in 2012 with the establishment of the Chuikyo Cost Effectiveness Evaluation Committee. In 2016, HTA were conducted for 13 items
(seven pharmaceuticals and six medical devices) on a trial basis. Plans are underway for the full-scale introduction of HTA in 2018.

« Taking into account the perspective of patients and consumers, the plan for the HTA system currently being debated in Japan has the
following characteristics:
v The costs of medical devices and pharmaceuticals will be calculated using the current pricing system, after the price is listed by
insurance plans. As such, it is thought that HTA will not have any impact on evaluations of insurance listings. Because HTA will be
used for reevaluations of costs, it should have comparatively low impact on patients’ access to technology.

v" The application of HTA will be limited to medical devices and pharmaceuticals, for which it is expected to have a significant impact.
It is thought that HTA will not be applied for treatments related to difficult to treat diseases.

» Comprehensive Viewpoints Proposed by the Expert Meeting

Comprehensive Viewpoint 1: HTA is not a tool for healthcare cost containment. It is a method for the appropriate appraisal of medical technology,
and is intended to serve the public and patients. Stakeholders should remember this.

« Discussions about HTA often tend to revolve around cost containment, including matters of cost-effectiveness. It is important to keep in mind
that HTA is essentially meant to benefit the public and patients.

Comprehensive Viewpoint 2: With Japan on the cusp of the full-scale introduction of HTA, discussion is now heating up about the use of HTA for
medical devices and pharmaceuticals. However, consideration should also be made on the introduction of HTA for all medical technology.

« In order to achieve value-based healthcare for patients, there must be greater consideration made for improvements to medical technology
and medical services as a whole.

« There may be cases where the results of HTA do not benefit patients. It is important to consider assessments comprehensively from the
perspective of the way that healthcare actually takes place (for example, innovations that allow patients to switch from injection treatments
to oral treatments may create a new need for patients to receive a consultation from a different organization inside their hospital in order to
receive a prescription).

Comprehensive Viewpoint 3: In order to make sure that the introduction of HTA leads to correct evaluations of innovation, it will be important to

consider the entire healthcare system as a whole, as well as increases to effectiveness and productivity.

« Efforts should be made to maintain and improve the research and development environment for pharmaceuticals and medical devices
through the implementation of advanced HTA. There should also be further considerations made for the streamlining of the entire
healthcare system, including by alleviating the problem of wasted medicines, alleviating the need for combination therapies, and promoting
the use of generic and bio-similar medicines.

» Points Discussed, Future Issues, and Proposals by the Expert’s Meeting related to the Draft Plan for the HTA System
Point 1: It is essential that a system be created to compile high-quality data

« Itis crucial that consultations take place between private enterprises with research products and the Pharmaceutical and Medical Devices
Agency (PMDA) ahead of the creation of the HTA system, and that a system be constructed for the collection of high-quality data during
clinical trials. Foundations should also be laid for medical ICT.

« There is a need to create an incentive system that can encourage companies to continuously submit high-quality data on the technology to
undergo HTA (for example, this might be a framework that ensures prices, or even raises prices, for technology proven to be effective).

Point 2: It is essential that there be scientific and fair communication between private enterprises and secondary analysis groups

« Both private enterprises and secondary analysis groups stated that a lesson learned for each was that communication between the two
groups had not been sufficient in the past when introducing trial HTA programs.

« The provision of information by the private enterprises that know the technology best is indispensable for secondary analyses. It is crucial
that forums be created at mid-term points during secondary analyses for scientific and fair exchanges of information and opinions that also
consider conflicts of interest.

Point 3: It is essential that fairness and transparency be maintained in appraisal methods

*  There is high uncertainty in assessment results. As such, there needs to be sufficient consideration for what level of flexibility is acceptable
in appraisal standards (this should include considerations of ethical and social factors).

. It is important that appraisals be fair. As such, considerations should be made for differing uncertainties about diseases or pharmaceuticals,
and these considerations should be incorporated into decision-making processes.

. It is important that appraisals be transparent. As such, efforts should be made to encourage the participation of multiple stakeholders in
HTA, including healthcare professionals involved with patient groups and healthcare providers. Discussions and meeting summaries should
be made public.



Point 4: It is essential that differing approaches be taken for the analysis and evaluation of medical devices and pharmaceuticals

Great progress can be expected in the field of medical devices. As such, it can be expected that cost-effectiveness will increase after the
approval of such devices. There needs to be further discussion on how to reflect rapidly progressing technology appraisals into prices in a
different way from the methods used for pharmaceuticals.

The special characteristics of medical devices means that there is comparatively fewer studies done on them, and that is hard to run
randomized control trials (RCTs). All of this together means that it can be difficult to gather data for HTA. In addition, many of the companies
active in the medical devices field are small, and may not have the infrastructure to perform HTA on their own. As such, there should be
further discussion on how the Government can support medical device HTA, from the gathering of data to its analysis, in a way that differs
from what is done for pharmaceuticals.

Point 5: It is essential that transparent methods be used when making decisions on price adjustment policies. This should include decisions on
whether or not to directly reflect the results of HTA into process.

There should be discussion on methods for the use of HTA outside of merely directly reflecting the results in prices. For instance, methods
should be considered on how to lower the costs of any technology that is evaluated highly. In addition, it should be possible to offer
increased incentives during research and development phases for technology that is expected to be highly evaluated, including by shortening
evaluation times or offering other support.

» Points Discussed, Future Issues, and Proposals by the Expert’s Meeting related to the Full-scale Introduction of HTA
Point 1: It is essential that more personnel be trained who can work actively in secondary analysis groups

Rapid work must be done to foster academic personnel and analysts specializing in HTA as Japan considers its full-scale introduction.

Point 2: It is essential that responsibilities with regards to explanations to the public about HTA, and the expiations themselves (on the content of
HTA discussions, methods of appraisal, price notifications, etc.) be clarified.

The healthcare system directly impacts the lifestyle of the public. The Government and related stakeholders have a responsibility to explain
the purpose of the new HTA system, and its background, in an easy understand manner that can gain the understanding of the public. To that
end, the media should deepen its own understanding of this issue, and relevant stakeholders should cooperate to fulfill this responsibility.
There needs to be a fundamental reform in the way that people think about HTA in order to increase the public’s understanding and
acceptance of it. Both healthcare professionals and patients have a right to participate in the decision-making process about access to
healthcare. Efforts should be made to promote educational initiatives that can convince people that HTA is something that must be done.

Point 3: It is essential that there be a discussion on systems to control the impact of products with high cost-effectiveness that still produce an
extreme impact on budgets, should the use of such products increase

Appropriate evaluations should be completed through HTA to ensure that innovation that can lead to effective, long-term cost savings is
evaluated appropriately, and to make sure that it is possible to create incentives.

On the other hand, a fair and explainable system should be designed that can deal with sudden increases in the way that treatments impact
budgets to help deal with cases in which high-priced innovations have a temporary yet large overall financial impact.
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Program and Speakers: (Honorifics and titles omitted, in no particular order)

Keynote Speech 1: Yasuhiro Suzuki (Medical Commissioner, Ministry of Health, Labour, and Welfare(MHLW))

Keynote Speech 2: Shinya Saito (Professor, Graduate School of Health Sciences, Okayama University/ President, ISPOR JAPAN)

Roundtable Discussion “The Current Status, Challenges, and Opportunities of HTA in Japan”:

Manabu Akazawa (Professor, Meiji Pharmaceutical University, Department of Public Health and Epidemiology) / Ataru Igarashi (Assistant Professor, Graduate School
of Pharmaceutical Sciences, The University of Tokyo) / Mamoru Ichikawa (Principal Program Director, Production Center | Science Programs Division, Program
Production Department, Japan Broadcasting Corporation (NHK)) / Eun-Young Bae (Professor, School of Pharmacy, Gyeongsang National University) / Yoshie Onishi
(Director, Japan Operations, Creativ Ceutical) / Chris Hourigan (President, Janssen Pharmaceutical K.K.) / Kevin Haninger (Deputy Vice President, International
Advocacy, Pharmaceutical Research and Manufacturers of America(PhRMA)) / Koen Torfs (VP Global Reimbursement & Real World Evidence, Janssen
Pharmaceutical Companies of Johnson & Johnson) / Yasushi Goto (Department of Respiratory Medicine, National Cancer Center Hospital) / Hidehito Kotani
(President, Panasonic healthcare Holdings Co., Ltd., President, CEO, CTO, Panasonic Healthcare Co., Ltd.) / Shinya Saito (Professor, Graduate School of Health
Sciences, Okayama University/ President, ISPOR JAPAN) / Naomi Sakurai (President, Cancer Solutions Co., Ltd. / Patient Representative, Cancer Control Promotion
Council) / Takeru Shiroiwa (Senior Researcher, Department of Health and Welfare Services, National Institute of Public Health) / Makoto Tamura (Director, Medical
Technology Policy Institute American Medical Device and Diagnostic Manufacturers’ Association (AMDD) / Founder and CEO, Healthcare System Planning Institute)
/ Hiroshi Nakamura (Professor, Business Environment, Graduate School of Business Administration, Keio University) / Ryu Niki (Adviser and Professor, Nihon Fukushi
University) / Philippe Fauchet (Vice Chairman, European Federation of Pharmaceutical Industries and Associations (EFPIA) Japan/ Chairman, GlaxoSmithKline K.K.))

/ Yoshiyuki Majima (President, Pancreatic Cancer Action Network Japan) / Junichi Matsumoto (Executive Board Member, Japan Medical Association) / Kaoru
Manabe (Director, Medical Education Division, Ministry of Education, Culture, Sports, Science and Technology (MEXT))

Moderator: Ryoji Noritake (President, Health and Global Policy Institute) / Joji Sugawara (Associate, Health and Global Policy Institute)

Z¥& / Authors

PAREER BAERBRBCREE S =7 7YY IA b Amina Sugimoto (Senior Associate, Health and Global Policy Institute)
B EXE HAERERBSRERE v x2—Y v — Manami Takamatsu (Manager, Health and Global Policy Institute)
BE L= BAREZERRERSE 7T A b Joji Sugawara (Associate, Health and Global Policy Institute)

S EF BAEEBBSREE > =7 7Y ITA b Yuko Imamura (Senior Associate, Health and Global Policy Institute)
R BAEEBRBSRIEE SRR Ryoji Noritake (President, Health and Global Policy Institute)
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