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U Introduction

I. Background and objectives

It has been believed that new health technologies have been one of the
major driving forces that are bringing increase in the healthcare expenditure
over the past several decades. Many researchers have reported that as much
as 50% of the increase in healthcare expenditure can be traced to changes in
health technology. It has also been reported that the rates of adoption or
diffusion of new health technology differ greatly across countries. Meanwhile,
health technology assessment field has been experiencing a speedy growth
because it plays a major role in political and clinical decision making
pertaining to the adoption and diffusion of new health technology. Health
technology assessment is a multidisciplinary field that addresses the clinical,
economic, organizational, social, legal, and ethical impacts, which provide
the information required to make decisions. Therefore, discussions and
exchanges regarding the methodologies and processes are currently robust. In
the 2000s, Korea's national health insurance finance consolidation culminated
into a single payer system. Later, in 2006, the Positive List System was
introduced to pharmaceutical benefit based on the economic evaluation data
and cost effectiveness. Subsequently, in 2007, the New Health Technology
Assessment System was introduced for the systematic review and guarantee

safety and effectiveness of medical procedures and diagnosis.
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Although Korea's health technology assessment system has been developed
while taking into account the nation’s unique circumstances and history, it is
necessary to refine it based on a continuous review of its universality and
rationality. In this regard, an international comparison of health technology

assessment systems will provide a valid foundation for our system.

The current study aimed to compare and analyze the health technology
assessment systems in major nations around the world. The specific objectives

of the study were as follows;

- investigate and analyze each country's socioeconomic characteristics and

healthcare system

- analyze each country’s health technology assessment system focusing on

the procedures and roles of relevant agencies

- analyze and compare the specific health technology assessment results

available
II. Study method

In order to achieve the study objectives, we established a framework for
the comparative analysis of the health technology assessment systems. The
decision making consisted of market entering, health technology assessment,
appraisal for benefit coverage, and reassessment, all of which were classified
in terms of decision details, evidence produced, operational characteristics,
and other environmental factors for comparison. We checked the

performance of the health technology assessment if available.

The nations included in the comparative analysis were selected considering
the national health care system, health technology assessment activities, and
their regional location. The countries selected for the study included the UK,
Sweden, Canada, Australia, Thailand, France, Germany, the Netherlands, the

U.S., and Korea. A literature review, visitations, expert consultation, and
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discussions were conducted for the analysis of the current health technology

assessment status in these countries.

For case studies pertaining to specific health technologies, the most
representative health technologies were selected list and then relevant reports
on websites or other sources that were made available to the public, were

reviewed.

O Study results

I. Comparison of health technology assessment systems by country
O Market approval

Market approval is done at a national level. In the case of Europe,
however, the EU provides approval, too. Further, the parallel assessment for

approval and benefit is currently introduced.

Table S-2. Current market approval practices by country
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O Summary of health technology assessment systems by country

If a single organization is to be in charge of a nation's health technology
assessment, the organization is typically broken down into agencies which are
responsible for medical practice, pharmaceutical practice, and miscellaneous.
The CADTH in Canada, HAS in France, ZINL in the Netherlands, and HITAP
in Thailand, are examples of the single organization system. In the UK,
decisions are made based on the review results of the health technology
assessment performed by the NETSCC, rather than a direct assessment by the
NICE. The role of the AHRQ in the U.S. is more pronounced in the areas of

research project planning and resource allocation for the projects.

In Sweden, Australia, and Korea, assessment is categorized based on the
health technology type. For instance, the SBU practice and comprehensive
health technologies, the Swedish health technology assessment council is
focusing on medical, while the TLV is responsible for the assessment of
pharmaceutical and dental benefits. In Australia, the MSAC, PBAC and PLAC
conduct the assessments of medical services, pharmaceuticals and medical
devices, each. In Germany, the IQWiG performs the assessments
commissioned by the G-BA, which is an appraisal and decision making
council. In particular, the IQWiG evaluates pharmaceutical products in
accordance with the AMNOG regulations, as commissioned by the G-BA, and
submits the results to the G-BA.

Table S-3. Summary of health technology assessment systems by country
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O Items for the assessments

All the countries assess the clinical effectiveness. Cost-effectiveness,
although typically recommended, is not specified in the case of Germany:
however, the Positive List System is available for some medical devices. The
ICER is commonly used to determine the cost-effectiveness. However, few

countries indicate the specific ICER threshold.
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Table S-4. Assessment items by country
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(HIPDC: Health Insurance Policy Deliberation Committee)
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O Assessment process and transparency
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Health technology assessment is typically led by experts who can also

review the methodologies and results submitted. However, the social value

needs to be evaluated by various interest groups even citizens. In fact,

information sharing is becoming more commonplace in health technology

assessments.

Table S-5. Assessment process and participation
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O Reassessment and performance

Most countries examined in the current study had a system in place for the

reassessment of pharmaceuticals. In the cases of Korea and Germany, an

attempt to adopt a pharmaceuticals reassessment system was quashed due to
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opposition. In France, all pharmaceutical products on the benefit list are
reassessed every five years, to update AMR and reimbursement rates based on
evidence. In Sweden and Australia, the health technologies that require
reassessment are publicly selected by agency and government. In the US,
insurance benefits are up for reassessment every 10 vyears. In the
Netherlands, highly expensive drugs and orphan drugs are assessed
separately. After the initial assessment, new clinical trial results and dosages
are typically reviewed to reevaluate the clinical effectiveness, safety, and
economic feasibility. The assessment results are used to determine if the

benefit registration is to be retained.

Table S-6. Reassessment and performance
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The NICE in the UK has established itself as an internationally recognized
health technology assessment organization. Similarly, the CADTH of Canada,
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and HAS in France, have also been expanding their roles. Germany puts an
emphasis on efficiency rather than on cost effectiveness. The IQWiG, in
particular, continues to expand the organization with focus on the added
values in accordance with the AMNOG regulations. Sweden's SBU has been
criticized for the long assessment period. In Korea, activities and policies
pertaining to health technology assessment have continued to expand.
However, the assessment of medical practices, pharmaceuticals, and medical
equipment are segmented. This insufficient lack of health technology
management, coupled with the fee-for-service payment expansion of services
and paid out-of-pocket pay development, hinders effective response to the

increasing healthcare expenses.

II. Comparison of health technology assessment cases
O Selecting subjects

Potential study subjects were reviewed with a focus on genetic testing and
relevant pharmaceutical products, the demand for which has been increasing
steadily over the recent years in the name of ‘personalized medicine’.
Initially, assessment reports pertaining to genetic testing were filtered out of
all health technology assessment reports that were made available by relevant
agencies. Out of these, the reports that concerned common health
technologies, in terms of nature and scope, were selected for the analysis.
Subsequently, for the genetic testing, the EGFR genetic test for non-small cell
lung cancer was selected, and Iressa and Tarceva were selected as relevant
drugs. Ultimately, the UK, Canada, and Australia were chosen for the

comparison of the final coverage decisions with Korea.
O Comparison results

In 2003, Korea decided to list on national health insurance Iressa for lung

cancer patients in whom chemotherapy had failed. France and the UK also
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recommended its coverage based on the assessment results, in 2009 and
2010, respectively. Coverage for Tarceva was also approved for patients in
whom chemotherapy had failed or for those who needed maintenance

therapy.
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Figure 3.2.12. Coverage decisions for genetic testing and anti—cancer by country

% Dotted lines indicate coverage denied.

(J Discussion and conclusion
As a result of this comparison following implication:

First, there is a great need for a more efficient management of financial
and health resources by introducing reassessment of the existing technologies.
Further efforts to activate the comparative effectiveness researches and
institutionalize monitoring the adoption and diffusion of new health

technologies will be needed as well.

Second, transparency of health technology assessment needs to be

enhanced, specifically in terms of methodologies, results, etc.

Third, the participation of citizens and interest groups in the assessment
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process needs to be encouraged. Additionally, citizens’ values and preferences

must be clearly reflected in the society’s decision making process.

Fourth, communication and project connectedness need to be enhanced
among health technology assessment program an agency. In other words,
rather than individual assessment programs of pharmaceuticals and medical
examinations efforts must be made to develop a comprehensive collaborating

assessment system.

Keywords: health technology assessment, decision making, market

approval, national health care coverage, reassessment
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