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Introduction to Korean healthcare system

¢ Single-payer national health insurance (NHI) system for all people since 1999

% NHI(97.1% in 2016), Medical Aid (2.9% in 2016), and long-term care insurance
» Benefits coverage rate of NHI, 63.2% in 2016

** Pres. Moon’s healthcare plan in Aug. 2017

v' Expand universal coverage over the next 5 years (~70%): full coverage for

all medically essential services
v Invest more than $ 26.4 billion
v" Introduction of “preliminary benefits system” (reassessment in 3 to 5 years)

v’ Strengthen Health Technology Assessment (HTA): amendment of Medical Law
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Process for introduction of pharmaceuticals, devices, and procedures

NEC/\

pie T ]

4 ol / o, elRIP Y

Medicel Service Act /
Pharmaceutical Affairs Act,
Medical Device Act

UL Ay
Area of Heslth Insurance

AT S EY

New practices using
medicinal products or
medical devices

eSS pE|
Committee for nHTA

Wi o 4au

o Mol27 S HT LA (NECA)
Medical Assessment research
practices Center for nHTA [NECA]

mcie) 29
QUM oY 8 REY
Focus of judgement
Clinical safety & effectiveness

NHCR

::::::::::::::

1 (-

4ok
22 / Ministry of Food and Drug Safety
kol —
Medicinal R
products o|27 7| Xige ds &
and Judgment criteria
medical Performance, gtc.of the medica
devices

~ )

Hay

Hezlth Insurance Review &
Assessment Service [HIRA)

AH/RENIE HEV7IPHE]
Specialized Assessment
Committee for Medicalf
Treatment Agents

Fabdioh-pe i
alo|7iHE]
The
Committee of
Heslth
Insurance
Palicy
Assessment

YHUS S
Specialized Practice
Assessment Committee

o
Not covered

el 28
T [ ulE - Sty

Focus of judgement
Economic aspect / cost-effectiveness




Life cycle of Health Technologies
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Life cycle of Health Technologies
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Evidence Generation Supporting Programs
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Evidence Generation Supporting Programs in Korea ‘

¢ Conditional Approval of Health Technology in Research stage

= Pre-market supporting program

= Procedures which fails to prove their effectiveness to pass
nHTA approval, therefore in Research Stage judged by nHTA
committee

= Performed as a clinical research with mandatory clinical
data collection

= Government fund supporting operation of research

- CRO, CRA, eCRF....

= Participated patient should pay 100% amount for the
procedures

= 3vyear plan and re-assessment for nHTA
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< CONDITIONAL APPROVAL OF HT IN RESEARCH STAGE >

“Conditional Approval System” for Conditional introduction of HT
in research stage to support evidence generation for safety and
effectiveness
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v' Allow utilization of selected class lI-b technology for rare and severe diseases

v_ . Utilize in selected medical institutions for a prescribed period of time

Class Il-b technologies in research stage:
Urgently needed to be adopted in the clinical field due to no
‘ alternative way for rare diseases and low possibility of abuse
e
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Committee for Conditional

Apporval Participating Hospital
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* Committee for Conditional Approval:
\ - subcommittee of Committee of nHTA
S - Composed of 10 fixed and 10 flexible members



Conditional Approval System of Health Technology

N Health Technology Hospital Total support  Cost* /patient
: Reg rate(%)

0. (period) number cost USD usD
Therapeutic Use of Autologous Peripheral Blood Stem Cell in G

1 Myocardial Infarction 3 ' 289,590 5,080

y (57/220)

’14.10.1.~"17.9.30.
Autologous Platelet Rich Plasma Application 63.9

2 5 715,042 3,361
’14.10.1.~17.9.30. (234/366)
Irreversible Electroporation for Pancreatic Cancer 15.0

3 2 215,292 14,352
’15.9.1.~18.8.31. (15/100)
C-11-methionine Positron Emission Tomography/ Computed .

4 Tomography (PET/CT 1 ' 82,520 2,292

graphy ( ) (36/50)

’16.8.1.~’19.7.31.
Intravitreal Autologous Platelet Concentrate Injection 20.6

5 6 303,272 15,164
’16.11.1.~19.10.31. (20/97)
Autologous Bone Marrow Stem Cell Treatment in Diabetic patient

6 with Critical Limb Ischemia 3 0 81,819 0

’18.1.1.~20.12.31.

*CRC, CRA salary etc.
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Evidence Generation Supporting Programs in Korea ‘

** Temporary Exemption of nHTA
" Procedures involved with newly MFDS (Korean FDA)
approved medical devices
= Requirement for nHTA approval is exempted for a year
" Procedures are not covered by health insurance
= nHTA application is mandatory after 1 year evidence
generation period.
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Temporary Exemption of nHTA

No Health Technology

1 Non-invasive Continuous Measurements of Respiration State

2 Retinal Prosthesis Implantation Procedure for Retinitis Pigmentosa patient

3 rhBMP-2 mixed Autogenous Tooth derived Bone Graft
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Evidence Generation Supporting Programs in Korea ‘

+** Conditionally Selected Covered Services

" Procedures with low evidence and high impact on health
system

= Performed as clinical practice with mandatory data
collection

= Copayment rateis 50 ~ 80%

" Can be performed in selected hospitals

= Similar to Coverage with Evidence Development program
in USA
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Procedure listing system of Korea

Procedure List for

Health Insurance

Uncovered Services

® CS with copayment (5~ 30%) ® Listed services with 100%
® Selected CS with higher copayment (50 ~ copayment
80%)
v' Re-assessment after 3 to 5 years of
practice

v Selected CS
v’ |Conditionally Selected CS

. 2

Approved in selected hospitals
with clinical data collection
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Procedure Copay Starting date Evaluation date

Transcatether Aortic Valve Replacement 80% 2015. 6. 1. Late 2018
Percutaneous Left Atrial Appendage 80% 2017. 3. 1. 2020
Closure

NGS Oncogene Panel Test 50% 2017. 3. 1. 2020
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Thank you
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