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20103 o 7R, 2013 F-E Al & ¥ o] 2 31 9+ Patient Protection and Affordable
Care Act?] Section 60029 3l 33+ Physician Sunshine Act(®]3} “Sunshine Ac
thel weh, EAG A (A I AL o 571713 L GPOTF)E Ax-FEste AFE
ZT vx AWAR e FAHRY A¥US WE  Medicare, Medicaid %
CHIP(Children’s Health Insurance Program)o] #{ %= o<k olg7]7] & 98
HH FEI A, guAuls AT w5, v oA I8 5ol A
A& NS Hud oF7F oM Fuz 20233% 7|F o2 654 o] ¥
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—Private: Group Insurance —Medicaid/ CHIP
—Medicare —Private: Direct Purchase
—Uninsured —TRICARE
[60%
e Vi Lan 54.7%
40%
21.3%
20% rrhiasti 18.8%
-éi_'__——f———“_ 13.9%
e ey -7 9%
2.8%
0%
i T S P TR - T - R T . I TS e, Ry P,
S A W e b il
R R R

*Z 4. U.S. Census Burea, Table HIC-4_ACS, “Health Insurance Coverage Status Type of Coverage by
State-All Persons: 2008 to 2023,” in American Community Survey, Setember 2024.

a9 6. va F AT T AR HEwe vE
—Private Insurance —Maedicare Dther Health Services
—Medicaid/CHIP — Dut-of-Pocket Spending — Military
B0
50%:
A0%
30% B e
22.2%
AU — 11.1%
0% 3.5%
1960 1970 1980 1990 2000 2010 2020

2 %: CMSS, National Health Expenditure Accounts-National Health Expenditures by Type of
Service and Source of Funds, CY 1960-2022, December 2023.
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ABSTRACT

Study on the Introduction of the Reporting System for
Medical Device Contract Sales Organization (CSO) in the

Medical Devices Act of Korea

The reporting system for medical device contract sales organization (CSO)
was introduced in the Medical Device Act of Korea and implemented as of
February 9, 2025. The new reporting system for medical device CSO 1is similar
to the reporting system for pharmaceutical CSO introduced in the Pharmaceutical
Affairs Act implemented as of October 19, 2024. The provision of kickback
through CSO is not as widespread in the medical device industry as it is in the
pharmaceutical industry. However, considering that the distribution systems for
pharmaceuticals and medical devices are similar in a way that the product is
selected by medical institutions rather than end users (i.e., patients), the need to
regulate kickback for medical device CSO cannot be completely disregarded.
Compared to pharmaceuticals, the types of medical devices are more diverse and
include the products traditionally classified as such as mechanical devices,
medical supplies, dental materials, as well as other recently defined and
separately regulated devices such as medical software and in-vitro diagnostic
medical devices. Due to such diversity, medical devices differ from
pharmaceuticals in terms of insurance coverage and accordingly, the types of
kickbacks provided for the medical devices are also different from the kickbacks
provided for pharmaceuticals.

It is understood that 40% of medical devices are distributed to wholesalers and
retailer and the remaining 60% are distributed directly to medical institutions or

individuals (as of December 2022). In contrast, during the three year period from
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2021 to 2023, the proportion of sales through wholesalers was approximately 10
times higher than direct sale of pharmaceuticals from manufacturers and
importers to medical institutions and individuals . Compared to the statistics on
the distribution outlets of medical devices, it is understood that the proportion of
transactions through wholesalers is larger in the case of pharmaceuticals.

Due to the above differences in distribution structure, in the medical device
industry, there is little consensus on what types of activities would qualify the
company as a CSO. Despite the fact that the Medical Devices Act requires
reporting by CSOs, it does not provide a clear definition of CSO. In other
countries’ laws for regulating rebates, such as the Sunshine Act of the United
States and the Transparency Guideline of Japan, CSO does not have reporting
obligations. Recognizing CSO is as a separate actor in the pharmaceutical or
medical device distribution system and imposing reporting obligations on CSO is
understood to be due to the unique characteristics of the Korean pharmaceutical
and medical device distribution market. Therefore it is difficult to seek insight
through comparative legal analysis and the definitions of CSO i1s mainly
deciphered through the official written interpretation of the Ministry of Health
and Welfare. Ultimately, it seems reasonable to seek a legislative solution
through adding a definition of a CSO in the relevant provisions.

Regardless of whether a CSO reporting system should be introduced for
medical devices as well as pharmaceuticals, the current system requires medical
manufacturers to enter into a outsourcing contract including the name of the
medical devices and commission for each product with CSO when delegating
sales or rental promotion for medical devices to CSO and keep the outsourcing
contract and other supporting documents for certain period of time and grants
the Ministry of Health and Welfare authority to request the submission of
outsourcing contract and other supporting documents if deemed necessary. With
respect to the activities of group purchasing organization (GPO) which
purchases pharmaceuticals and medical devices for medical institutions, the

Sunshine Act of the United States imposes certain expense reporting obligations
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on GPO but allows exception from Anti-Kickback Statute if a GPO which
disclosed and reported certain information (contract specifying fixed commission,
amount received from suppliers for the goods and services purchased on behalf
of healthcare professionals, etc.) and maintains transparency also satisfies the
requirements under the Anti-kickback Statutes and safe harbor provisions
(which are for promoting beneficial and benign measures related to GPO’s
business). It appears that parts of the GPO regulations under the Sunshine Act
are introduced to the Medical Devices Act as the regulation of the businesses of
CSO. There are ongoing discussions for improving the medical device
distribution system, particularly regarding supplying the products through
wholesalers which are subsidiaries of hospital foundations or are related parties
of the hospital foundation owners (i.e., intermediaries). Rather than prohibiting
problematic transactions as is the case under the Pharmaceutical Affairs Act, it
may be more realistic to reduce the various problems associated with
transactions through intermediaries by ensuring transaction transparency. This
could be achieved by requiring a written contract between intermediaries and
medical device companies, as well as between intermediaries and medical
institutions, and by requiring disclosure of transaction terms. It is necessary to
observe the actual implementation of the existing economic benefit reporting
system as well as the newly introduced CSO reporting system, and engage in
the discussion for the expansion of measures for ensuring transparency in the

medical device distribution system.

Key Words : Contract Sales Organization (CSO) reporting system, Anti-kickback
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