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Rebalancing Healthcare Systems: Innovation and Sustainability Series

Background

The creation of efficient and effective healthcare systems to ensure innovation and sustainability is a common issue for every country across the
world, including Japan. Efforts are being made country by country to appropriately assess medical treatments. Health Technology Assessment (HTA)
is one way to gauge the cost-effectiveness of healthcare systems and ensure the optimal allocation of resources. In Japan, since 2012 there have
been many discussions held on the introduction of HTA, particularly at the Committee for Cost-Effectiveness Assessment within the Central Social
Insurance Medical Council (Chuikyo). A trial introduction of Cost-Effectiveness Assessment started in FY2016. Dialogue on these assessments

continues in FY2018 towards their full-scale introduction.

The Health and Global Policy Institute (HGPI) has worked to facilitate open discussions on HTA since FY2016. In 2017, HGPI conducted several global
expert meetings with the aim of developing policy recommendations. Although the participants of these meetings recognized the efforts that have
been made to introduce HTA up to this point, they also pointed out many remaining issues, including the need for better communication when re-

analyzing technology, issues with calculation methods and other technical matters, and the need for transparency and public accountability.

In light of these comments, HGPI plans to conduct a series of forums with the goal of deepening discussions and compiling perspectives on the
future. These forums will reviewing the issues that have come up in Cost-Effectiveness Assessment trials so far, as well as lessons learnt and best
practices. To kick-off the FY2018 forums, we have convened this Preparatory Meeting, with the aims of identifying priority issues to be addressed
during subsequent forums, and reaching agreements among stakeholders, including those from industry, the government, academia, and civil

society.

At the Preparatory Meeting, key issues for further discussion were identified through a roundtable conference with diverse experts. The meeting
was held in accordance with the Chatham House Rule.* After considering the main issues and ideas raised from those experts, HGPI has summarized

the discussion into the following key issues, which will be further elaborated on in subsequent forums.

*The Chatham House Rule refers to a meeting format in which discussions are held off-the-record and speakers remain unidentified. This rule aims to facilitate an
honest and vigorous debate by ensuring anonymity.

Summary

Date: Thursday, May 31, 2018 (18:30-20:30)

Venue: Otemachi Financial City Grand Cube 3F (Global Business Hub Tokyo)
Organizer: Health and Global Policy Institute (HGPI)

Style: A roundtable session with around 20 experts from Japan and abroad

Program:
18:30 Opening (Explanatory introduction): Joji Sugawara (Associate, HGPI)
18:40 Opening speeches by roundtable speakers

19:30 Discussions on topics/agenda to be covered in the FY2018 Forum Series




Roundtable Speakers (Titles omitted; in Japanese syllabary order):

Manabu Akazawa
Shinsuke Amano
Ataru Igarashi

Mamoru Ichikawa

Satoshi Imamura
Ichiro Innami
Yoshie Onishi
Kosuke Kato

Keiji Kono
Hidehito Kotani
Yasushi Goto
Shigekazu Komoto
Shinya Saito
Naokazu Saito
Hiroyuki Sakamaki

Tomoyuki Takura

Makoto Tamura
Toshio Nagase
Ryu Niki
Yoshiyuki Majima

Moderators:
Ryoji Noritake

Yuiko Kondo

(Professor, Department of Public Health and Epidemiology, Meiji Pharmaceutical University)
(Executive Director, Japan Federation of Cancer Patient Groups)
(Associate Professor, Graduate School of Pharmaceutical Sciences, University of Tokyo)
(Principal Program Director,

Production Center | Science Programs Division, Program Production Department, Japan Broadcasting Corporation (NHK))
(Vice-President, Japan Medical Association)
(Professor, Faculty of Policy Management, Graduate School of Media and Governance, Keio University)
(Director, Japan Operations, Creativ-Ceutical K.K.)
(Managing Director, Edwards Lifesciences Limited)
(Senior Vice President, External Affairs and Global Health Policy, Chugai Pharmaceutical Co., Ltd.)
(President, CEO & CTO, PHC Holdings Corporation)
(Department of Respiratory Medicine, National Cancer Center Hospital)
(Planning Officer, Medical Economics Division, Health Insurance Bureau, Ministry of Health, Labour and Welfare (MHLW))
(Professor, Graduate School of Health Sciences, Okayama University)
(Chief, Policy Intelligence Division, Integrated Market Access Department, Janssen Pharmaceutical K.K.)
(Professor, School of Management, Tokyo University of Science)
(Project Professor, Department of Healthcare Economics and Health Policy,

Graduate School of Medicine and Faculty of Medicine, University of Tokyo)

(Founder and CEO, Healthcare System Planning Institute)
(Director, Government Affairs, Gilead Science K.K.)
(Adviser and Professor Emeritus, Nihon Fukushi University)

(President, Pancreatic Cancer Action Network Japan)

(President, HGPI)
(Senior Associate, HGPI)




I Summary

P There is a need to redefine HTA and explore its potential use for balancing sustainable healthcare systems
and innovation

— HTAis a methodology for the evaluation of medicines, medical devices, and the services provided by healthcare professionals. Cost-Effectiveness
Assessment is one part of HTA focusing on economic issues.

— Substantial analyses should be undertaken on the potential use of Cost-Effectiveness Assessment to help assign appropriate value to innovation
while also controlling drug prices.

— Some argue that Cost-Effectiveness Assessment has had a limited impact on drug cost reduction. Careful consideration is thus needed for current
proposal that call for Cost-Effectiveness Assessment to be used as a means of adjusting drug prices.

— Innovative drugs and medical devices enable early diagnoses, curative treatment and rehabilitation. They also have the potential to reduce
medical expenses and create new financial resources by raising labor productivity. Therefore, appropriate evaluations should be made through
HTA.

— The results obtained from Cost-Effectiveness Assessment are expected to facilitate decision-making by patients and healthcare professionals in
clinical settings. Therefore, discussions on HTA should feature the participation of physicians and other healthcare workers. This is expected to
improve the quality of analyses and the evidence they produce.

— The use of HTA for new medicines and medical devices can not only help to establish the safety and effectiveness of those medicines and devices,
but also demonstrate their superiority to existing medicines and devices. Regardless of research and development costs, prices should be set to

be sustainable and affordable for the national health insurance.

P There is a need to review Cost-Effectiveness Assessment approaches from academic, operational, and
scientific perspectives. Reviews should also be undertaken on the role and framework of each process
within Cost-Effectiveness Assessment, including re-analyses and comprehensive evaluations (appraisals)

— Considering the impact of co-morbidity, severity, concomitant drugs, etc., on Cost-Effectiveness Assessment, it is impossible to calculate a single
Incremental Cost-Effectiveness Ratio (ICER) for a medicine or medical device under every circumstance. These aspects should be considered
when conducting assessments.

— Given the diversity in the way that diseases present themselves in patients, and diversity in the severity of diseases across different situations,
great care should be given to using a single ICER value for any one treatment. Furthermore, for extremely severe diseases, it is important to
consider ethical and social matters in addition to an intervention’s ICER when assessing treatments.

— Analytical methods need to be developed that are specific to medical devices given the unique nature of such technology, including the fast
cycle of redevelopment and the fact that outcomes can be influenced by the proficiency levels of healthcare staff.

— Technical and institutional issues identified through trials should be shared with multiple stakeholders in order to discuss the next steps on this
issue.

— Inorder to improve the quality of the evidence produced by Cost-Effectiveness Assessment, it may be useful to incorporate economic evaluation
plans into phase Ill trials, which already require strict evaluation, in addition to validity and safety analyses.

— Some have argued that when the results of Cost-Effectiveness Assessment are used solely for the purpose of adjusting the pricing of medicines,
there is no need for a comprehensive assessment that considers ethical and social issues. However, others feel that a comprehensive evaluation
framework should be established that does incorporate ethical and social elements, to ensure the appropriate allocation of healthcare resources.
Further debate is needed to clarify the role of Cost-Effectiveness Assessment and how to appraise their results.

— There is a certain level of uncertainty in the processes used for Cost-Effectiveness Assessment, with different analysts having different
perceptions and opinions on how they should be done. It is vital to review approach and frameworks for these analyses and to create
opportunities for dialogue between reanalysis groups and companies.

— In other countries, excluding the United Kingdom, experts normally review the data submitted by companies (without conducting re-analyses).
For the trial introduction in Japan, however, experts reanalyzed all of the data submitted by companies, creating a heavy additional workload.
Efficient ways for the conducting of re-analyses should be explored as well.

— For the trial, there was a significant disparity observed in the analysis results between companies and the re-analysis team. There needs to be a

highly transparent discussion with experts to identify the reasons for such differences.



P There is a need for comprehensive discussions and investigations into HTA utilization in other countries,
in order to better apply and utilize the results obtained from Cost-Effectiveness Assessment in the
existing healthcare system

— Substantial analyses should be undertaken on the potential use of Cost-Effectiveness Assessment to help assign appropriate value to innovation
while also controlling drug prices.

— Some argue that Cost-Effectiveness Assessment has had a limited impact on drug cost reduction. Careful consideration is thus needed for current
proposal that call for Cost-Effectiveness Assessment to be used as a means of adjusting drug prices.

— Innovative drugs and medical devices enable early diagnoses, curative treatment and rehabilitation. They also have the potential to reduce
medical expenses and create new financial resources by raising labor productivity. Therefore, appropriate evaluations should be made through
HTA.

— The results obtained from Cost-Effectiveness Assessment are expected to facilitate decision-making by patients and healthcare professionals in
clinical settings. Therefore, discussions on HTA should feature the participation of physicians and other healthcare workers. This is expected to
improve the quality of analyses and the evidence they produce.

— The use of HTA for new medicines and medical devices can not only help to establish the safety and effectiveness of those medicines and devices,
but also demonstrate their superiority to existing medicines and devices. Regardless of research and development costs, prices should be set to

be sustainable and affordable for the national health insurance.

P There is a need to create a system that could enable companies to actively undertake Cost-Effectiveness
Assessment

— In order to promote use of Cost-Effectiveness Assessment among private companies, it is important to clarify its benefits and create a
mechanism to provide incentives for active engagement with this issue.

— For companies, data submissions for Cost-Effectiveness Assessment may be helpful to fulfill external accountability requirements, and this can
help management hedge risks. Further discussions should be held with companies on how to build systems to encourage data submissions.

— The results of data collection and Cost-Effectiveness Assessment sometimes vary according to company size and experience. There may be the
need to consider the creation of support systems for the medical devices industry, which is smaller in scale compared to the pharmaceutical
industry.

— It may be helpful to discuss the possibility of setting up a system that would tentatively set prices low when initially calculating medicine/medical
device prices and thereafter raise prices based on the results of Cost-Effectiveness Assessment. This may provide an incentive for companies to

become involved with Cost-Effectiveness Assessment.

P There is a need to promote correct and simple communications about the impact of introducing Cost-
Effectiveness Assessment to the public in order to enhance nationwide discussions

— It is essential that accurate and easy-to-understand information be disseminated in order to raise public awareness and understanding of the
benefits and impacts of introducing Cost-Effectiveness Assessment.

— Views on Cost-Effectiveness Assessment vary among citizens, and this may cause conflict between different groups of people. As the media has a
great impact in shaping public opinion, the information available in the media on this issue should be closely examined to facilitate healthy
debate among the public.

— HTAis not a tool to reduce medical expenditures, but to enable the appropriate allocation of healthcare resources. It is important to ensure that
there is a fundamental and correct understanding of HTA among the public.

— It has been reported in other countries that in some cases, the introduction of Cost-Effectiveness Assessment caused restricted access to
medicine. As Cost-Effectiveness Assessment may affect patient's access to certain medicines, it is critical to hold discussions among multiple

stakeholders, including patients.

I Issues to be discussed in the Forum Series
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