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Korea introduced the PLS (Positive List System)
in 2007

« Under PLS, PE (PharmacoEconomics) using
HTA (health technology framework) introduced in
2007, as a key tool for value-based reimbursement
decisions in South Korea

* Under PLS, NHI listed new drugs and their prices
governed by NHIS (National Health Insurance
Service), using PE HTA mechanism

* Why did we choose to go for Positive Listing
System(PLS)?



Annual average growth in health

expenditure per capita (%)

7.1.3 Annual average real growth in per capita
health expenditure and GDP, 1997-2007
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Background of Introducing Positive Listing
System (PLS) in Korea, 2007

 High real growth in per capita health expenditure
* High drug expenditure annual growth rate, "98-"06
* Drug expenditure/NHE relatively high

OECD (Korea |US  |France | Japan | Germany
average

Drug exp. annual growth 123
rate ('98~06, %)

DrugNHE(08.%) 1744 239 119 164 201 15l

Source: OECD Health Data, 2009/2010
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» Korea’s ‘Rate of real per capita health
expenditure growth’ had been one of the highest
globally

* Joined by very high annual growth rate of drug
expenditure

 Rate of drug expenditure out of GDP far exceeded
that of OECD average

» Korean NHI adopted policy of PE CEA (HTA)
for new drugs



Why HTA?

* Underlying philosophy of HTA: utilitarianism -
CE(cost-effectiveness)

 HTA looks for ‘value for money’ for medical
technologies, including new drugs

« Before going into details of HTA and value for
money, 1t 1s worth observing the ‘Overview of
Korean Health Service Delivery System’



Overview of Korean Health Care
Delivery

e Provider payment
— Fee-for-service (FFS) with limited use of New-DRG (K-DRG +
FFS) for inpatients.
— FFS for all outpatients (patients at hospitals and local clinics)

e Privatized system
— Private providers (profit-oriented) dominant — 94.7% of total
providers (2023, KOSIS data)

— Private hospital beds — 90.6% of total hospital beds (2023, KOSIS)
— That means, a ‘fairly weak public sector’

« Service delivery

— Large hospital sector and relatively small primary care network
— More than 36% of outpatient treatments covered by hospitals (2023)



OVCI'ViCW - continued

NHI

— Single payer administration, NHIS (National Health Insurance
Service)

— Scaled insurance premium, based upon financial ability

— For NHI sustainability, its contribution rates have been raised every
year. ex) 2002, 3.63%,; 2012, 5.80%; 2021, 6.86%; 2023, 7.09%

Government financial support, a small fraction of total NHI
outlay, 11.5% (2024)

Uniform benefit package (covering basic cares, tests, drugs,
and technologies included) for all beneficiaries

But limited service coverage
— Expensive technologies (CT, MRI, some tests) partially covered
— Expensive new drugs not fully covered

— Eventually, people end up with paying a good portion of total costs
as OOP (out-of-pocket), 35.1% (2023, KOSIS)



Quick Overview of Korean Health Care

Delivery
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Out of Pocket Payment/Total Health
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What has happened in the arena of
pharmaceutical sector, after the introduction of
PLS(Positive Listing System)?



Figure 3.2. Percentage of sample productf/indication pairs by approval and coverage status across

OECD/EU countries

A: Based on total sample of 109 productiindication pairs : ESMO(European Society for Medical Oncology) survey
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Drug Coverage

(sample selected oncology drugs, EU survey, OECD, 2020)

Approved & Approved, but Not approved

covered not covered

Korea 69% 15% 16%

Japan 34% 1% 16%

Note: There are three categories of ‘approved & covered’ drugs in
Korea,

(1) standard PE drug

(1) MEA PE drug

(111) PE Exempt (EEE) drug 13



High cost pharmaceuticals

NHI
covered

NHI

non-
covered

I
I | I
PE
PE Market
(Standard) (Il\{/ls%, price

note: In the case of NHI non-covered drugs, market prices are being charged
directly toward patients 14




Classification of High Cost Pharmaceuticals, by

K-NHI Coverage
NHI covered NHI
non-covered
Drug PE 1 PE 2 EEE Drug approved,
Category (Standard (MEA) or (RSA, risk  (PE Exempt but not covered
HTA) sharing agreement) Category 57 NS
Drug Standard Lack of therapeutically  Lack of therapeutically -No attempt of
Status category equivalent comparator equivalent comparator ~ PE_
: or
(started in ?;‘éﬁi;ﬁfiﬁﬁ;ﬁ:el Apti-cancer &rare  _PE attempted
2007) e o Y> disease dI'l'J.g.S, but price
_lack of direct -l1sted 1n more t. an  with NHIS
comparative data, three A7 countries  fajled

-single arm study,
-surrogate outcome,
-short-term evidence,
-small sample size

(introduced in 2014)

(introduced in 2015)
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Classification of Drugs - continued

NHI covered NHI
non-covered

Drug PE 1 (Standard PE 2 PE Exempt
Category HTA) (RSA or MEA) (EEE)
Pricing HTA and Two schemes -price set as Market price
NHIS (NHI 1) performance based lower than the charged by
Service) agreement - CED, lowest of A7 drug
negotiation CTC prices companies
2) finance based -expenditure
agreement - refund, cap applied
expenditure cap,
volume cap

note 1) EEE, exemption system for economic evaluation data submission; WAP, weighted average
price of comparators; CED, coverage with evidence development; CTC, conditional treatment
continuation; A7, 7 advanced countries including US, UK, France, Switzerland, Italy, Germany,
and Japan

note ii1) In Korea, most of MEA drugs are in the ‘refund(double pricing)’ contract in the ‘finance

based’ category
16



HTA proposed 1n 2006, and
introduced 1n 2007



After HTA mtroduced, some changes made m
the coverage scheme

* Flexible ICER threshholds applied

* Introduction of MEA (managed entry agreements) (2014~),
to improve patient access to drugs under high and complex
level of clinical uncertainty

* Introduction of EEE (Exemption System for Economic Data
Submission) (2015~) to improve patient access to drugs
(anti-cancer & rare disease drugs) which lacks sufficient
clinical data

note 1) Korea is known to be the first country using EEE scheme
note 11) In Korea, MEA is being labeled as ‘Risk Sharing Agreement’



MEAs & EEEs in Korea

Introduced in 2014 and in 2015

Finance-based contracts preferred/superseded

Listed under uncertainties in effectiveness

Becoming the norm, not exceptional pathway, for cancer/orphan drugs

18 52.9%

15

12
30.0%

12.5%

40.0%

[T 14-3%

~2014 2015 2016 2017 2018 2019 2020
W Standard process M CEA waiver A MEA contracts

Number of listed medicines for cancers or rare diseases by year (2014-2020)

Source, Kim HM, Kwon HY, et al., “Introduction of managed entry agreements in Korea: Problem, policy, and politics” Frontiers in Pharmacology,
April 2023, DOI 10.3389/fphar.2023.999220; Diagram by Kwon HY (2025), 19



Finance-based MEAs

Expenditure cap
— Refund E, to the NHI

* Er = Eqctual — Eca‘p‘ped =P=x*xQ — Eca‘p‘ped A Egeytar > Eca‘p‘ped

Refund (most preferred contract) : Dual pricing system
— Refund E, to the NHI

* Er = (Piist — Preat) * Qactual

Utilization cap per patient(volume cap)
— Refund E, to the NHI

¢ EA = P x (Qactual - Qca‘p‘ped)a if Qactual > Qca‘p‘ped

note 1) £, expenditure; P, price, ; O, quantity
note 2) As of 2025, all MEA drugs in Korea are in the Finance-based
‘Refund’ category

20



Implications

Benefits Need further considerations

= Transparency in pricing

* Improved access to medicines * Patient copayment

(Of uncertain Clinical = Administration costs
» NHIS identifies and pays back
to each patient( case of ‘refund’

type)
= Uncertainties in effectiveness

effectiveness, though)

= Follow-up monitoring with RWD
needed

Trade-oft?

Note: Currently, under the refund system, the real price (<list price) is known only between drug
supplier and the NHIS

21



PE Evaluation Pathway Applied,
Changes after EEE Value Health. 2025; 28(8):1185-1194

Cost-effectiveness evaluation pathway applied (%, by evaluation date)

: total (N=360)

after Oct.1, 2020 712.3% 21% B5% 17.0%
between May 1, 2015~5ep.30, 2020 65.4% 90%  122% 13.5%
between Nov.1, 2013+Apr 30, 2015 64.5% 21.6% 12%%
before Oct. 31, 2013 73.0% 19.8% 5% 08%

0% 10% 0% 0% 40% 50% 60% 10% 80% 90% 100%
WAP WPE FPE(RSA] EEE W Essential medicine for medical treatment Wetc

notes: WAP (weighted average pricing) = those drugs of no need for PE evaluation, PE = drugs of
standard PE(HTA) evaluation, PE(RSA) = RSA drugs done with PE review, EEE = PE exempt drugs 22



Changes 1in Evaluation Pathway

Value Health. 2025; 28(8):1185-1194

Cost-effectiveness evaluation pathway applied (35, by evaluation date)
: anti-cancer (M =84)

swer .1, 2020 [ VAR R
o iy 2, 20155220, 2020 [ S50 S S 1 S
mesween Nov.1, 2013~2ee 30,2015 [ 30081 10 IS G R

wstore 0e:31, 2013 [ 0 S

0% 10% 0% I0% 40% L0% 60% 0% 0% 0% 100%

Cost-effectiveness evaluation pathway applied (36, by evaluation date)
: rare-disease (N=49)

s 0.1, 2020 75 e
seswean oy 1, 2015-5ep 30,2020 8558 S S 0
senwean o1, 2013-pr30,2015 [ S

peere 031, 2013 [ e I

e 105 203 205 A0 50 B0 05 205 Ol 10096

NWAF ®mPE mPE(R3A] ©EEE  ® Essentizl medicine for medical trestment

23



PE Evaluation Rates Dropped after Introducing
EEE (Exempt) Category Value Health. 2025; 28(8):1185-1194

*  PE (standard CEA) evaluation dropped
— 35.5% ->21.1% ->10.6%
* Instead, (CEA exempt) EEE category drugs gradually increased
— 13.5% ->17.0%
*  Anti-cancer drugs
-PE, 70.0% -> 41.3% -> 28.6%
-EEE, 30.4% > 42.9%
* Rare Disease drugs
-PE, 33.3% -> 20.8% > 0%
-EEE, 20.8%->25.0%

Note: Fine with improved patient access to anti-cancer and rare disease drugs. But, where is the ‘value
for money’ principle going?



Fmancial Impact of Usmng EEE

Value Health. 2025; 28(8):1185-1194

tems of budgetay impact i

follow-on follow-on follow-on

Number ofngedents I b 2
Phamaceute expendiure milion USD) 13508~ 6032 (TRIE R
Number ofpaet L W 1 Ben T
Cost per person (K U3D) 8 /Al 48

-expenditure per year, and patients per year
-for comparison, PE category includes only anti-cancer and rare disease ingredients

-follow on: secondary group of EEE (RSA) drugs introduced on top of existing EEE (RSA) drugs, i.e.
(R IEZEH)
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Drug Expenditures after Adopting EEE

Value Health. 2025; 28(8):1185-1194

* EEE drug expenditure

- 2017->2022, annual growth rate was 35.59%
- After 20194, among the three categories of PE, MEA(RSA), and EEE,

EEE expenditure continuously exceeded 15%, 1.e., relatively larger

expenditure share of those 3 categories

* Compared to MEA(RSA) and PE drugs
—Number of patients and total drug expenditure the highest under MEA(RSA)

—However, per patient drug exp 1s the highest under EEE, which 1s 2.13~3.19
times of MEA, and 6.07~8.52 times of PE, (during the period of 2017~2022)



For EEE and MEA(RSA) Classified Drugs in Korea, in Many EU

Countries, Value for Money Checked through PE Evaluations
Lee TJ etc., What can be done to improve the value for money aspects of EEE products, HIRA, 2023

_ UK(NICE) Australia(PBAC) | Canada(CDA) | Scotland(SMCQ)

Evaluation done 28 / 36 (78%) 26 / 36 (72%) 30 / 36 (83%) 27 / 36 (75%)
Listing recommended 27 / 28 (96%) 22 / 26 (85%) 28 / 30 (93%) 24 / 27 (89%)
HTA done by 28 /28 (100%) 25/26 (96%) 30 /30 (100%) 25/ 26 (96%)
« CUA 28 (100%) 17 (68%) 30 (100%) 24 (96%)

« CEA 0 (0%) 2 (8%) 0 (0%) 0 (0%)

+ CMA 0 (0%) 6 (24%) 0 (0%) 1 (4%)

note: It is to be noted that, through HTA, most of the ‘listing recommended’ drugs were asked to supplement
clinical outcome data afterward (NICE-27, PBAC-22, CDA-28, SMC-19)

27

EEE, Exemption system for Economic Evaluation data submission for pharmaceuticals; RSA, Risk-sharing agreements; CUA, Cost-utility analysis; CEA, Cost-
effectiveness analysis; CMA, Cost-minimization analysis; NICE, National Institute for Health and Care Excellence; PBAC, Pharmaceutical Benefits Advisory
Committee; CDA, Canada’s Drug Agency; SMC, Scottish Medicines Consortium



Issues to be Questioned

Are the rising costs stemming from MEA, and 1n
particular from EEE coverage, could be justified
within the Korean health care system context?

- For example, in UK, spending for new drugs during
2000~2020 generated 3,75million QALYs whereas same
amount of financing could have generated 5.00million
QALYs when 1f used for other health services. In other words,
the net health effect of new drug financing during 2000-2020
was minus 1.25million QALYs in UK (Naci et al. The
Lancet 405. 10472, 2025).

- That 1s, paying high prices for new drugs without
considering value for money can adversely affect population
health



Issues to be Questioned

* In coverage of both EEE (PE exempt) and MEA (‘refund’
category in reimbursement) drugs in Korea, one hardly finds
signs of pursuing value for money

- Through K-NHI coverage of EEE and MEA new drugs, access to anti-
cancer and rare disease drugs improved

- But producing further clinical effectiveness and encouraging reducing
health outcome uncertainty seldom happens
* The pursuit of ““value for money” has largely been lost, yet the
long-term efficiency of healthcare financing remains a critical
i1ssue



<Additional reference>

Sustainability of Korean National
Health Insurance System
continuously challenged



National Health Expenditure and Drug Expenditure, after
Introduction of PLS (2007), & MEA(2014), & EEE(2015)

Figure 7.3. Health expenditure as a share of GDP,
selected countries, 2006-22

OECD United Kingdom
Germany Portugal
Korea Italy
[+
14 %o of GDP
12 |

S
M

2006 2011 2016 2021

Source: OECD Health Statistics 2023; WHO Global Health Expenditure Database
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National Health Expenditure and Drug Expenditure,
Korea, recent years

Drug exp.

Annal growth  5.50 1.79 -0.03 -1.12 -0.11 2.18 0.52 3.62 3.84 1.70-0.74-0.22 1.66 1.50
{?{%_‘22%) % % % % % % % % % % % % % %
Drug/NHE 18.3312.08 9.56 15.89 13.00 13.4 17.3 11.9 12.6 14.6 10.3 6.67 15.2 9.55
(12022, %) % % % % % % % % % % % % 2% %

Source: OECD Health Statistics 2023; WHO Global Health Expenditure Database
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Discussion Session on PLS,

at the Korea National Parliament,
2025.11.21 (Fri.)

MESTIHIE 22 204,
SiAk HISEJk PR
TR IR 2388 =olk.

20254 118 21 (3) 2& 2AI~5M] o0
230/25|H HIIESSIN P

2 ISPOR Korea Chapter

Session Topic:
Discussion on ‘value based management(pricing) under 20 years of PLS,
looking back and looking forward’
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