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Abstract 

Objectives: This study aimed to understand Managed Entry Agreements (MEAs) in Korea 

through the framework of three streams of the policy window model and its practical 

management and impact on pricing and reimbursement scheme. 

Methods: An extensive literature review based on Kingdon’s model was conducted. We also 

performed descriptive analyses of MEA implementation using data on medicines listed in 

Korea and compared its MEA scheme with four different countries. 

Results: As per problem streams, patients with rare disease or cancers have considerable 

difficulties in affording theire medicines and this has challenged the drug benefit system and 

raised an issue of patient’s access. Policy streams highlighted that MEAs were introduced as a 
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benefit enhancement plan for four major diseases since January 2014. MEAs have also been 

strengthened as a bypass mechanism to expand the insurance coverage especially for new 

premium-priced medicines under Moon Care (Listing all non-listed services). 

In descriptive analysis of MEAs, a total of 48 medicines were contracted as MEAs from 

January 2014 to December 2020, accounting for 73.4% of listed medicines for cancer or rare 

diseases and 97.9% of the cases were finance-based contracts. Meanwhile, outcome-based 

contracts such as CED accounted for only 2.1%. The application of MEAs differs across 

countries, resulting in a kappa coefficient of 0.00-0.14(UK 0.03, Italy 0.00, Australia 0.14), 

indicating a lack of consistency compared to South Korea. 

Conclusion: MEAs, which were introduced as a bypass mechanism, have now superseded the 

standard process for anticancer agents or orphan drugs. Further studies are needed to evaluate 

the impact of the confidential agreements and effectiveness of new high-priced medicines with 

limited clinical data at launch. 

(Key words: Managed entry agreements, pharmaceuticals, Korea; anticancer medicines; 

orphan drugs) 

 

Introduction  

Global expenditure on medicines has been rising at a compounded rate of 3% to 6% per annum 

in recent years, enhanced by growing sales of new premium priced biological medicines, to 

treat patients with complex diseases including cancer and orphan diseases [1]. The funding of 

new high-priced medicines for these disease areas is difficult to sustain, especially in countries 

that seek to attain or retain universal access. This alongside funding increased medicine 

volumes with aging populations and changes in clinical practice to treat diseases more 

aggressively [2,3]. For instance, it has been estimated that expenditures on new oncology 

medicines approved in the US in 2018 alone, could be as high as US$39.5 billion per year, if 

these were prescribed to all eligible patients [4]. These challenges have resulted in multiple 

measures across countries to re-evaluate pricing and reimbursement considerations for new 

Introduction of managed entry agreements in Korea: problem, policy, and politics



Kim et al, Page 3 

MEAs in Korea 

 

medicines [2,3].  Alongside this, there have been ongoing reforms to release savings by 

increasing the use of low-cost multiple sourced medicines and biosimilars, without 

compromising care [2,5,6].  

Funding new medicines for oncology and orphan diseases has become an increasing challenge 

with rising prices and limited health gain for a number of new medicines, driven by the emotive 

nature of these disease areas [2,7-10]. However, this is not always the case [11]. Alongside this, 

we are seeing new medicines for these disease areas often being launched with limited data and 

considerable uncertainty, which can be an issue to health authorities with finite resources and 

many competing demands when expectations are not met [12-14]. However, this has to be 

balanced against the unmet need for new medicines for cancer and orphan diseases, to reduce 

projected morbidity and mortality [15,16]. In view of these challenges, health authorities and 

their advisers across countries have been evaluating potential ways to move forward with 

pricing and reimbursement of new premium-priced medicines, especially for oncology and 

orphan diseases, where most new medicines are being developed [2,17-19]. These deliberations 

have been accelerated by the launch of new advanced therapy medicinal products (ATMPs), 

including new high-priced gene therapies [20-21].  

Proposed approaches among health authorities and their advisers to deal with these challenges 

include establishing minimum effectiveness criteria (oncology medicines), MEAs, multi-

criteria decision analyses (MCDAs), multi-indication pricing (including for oncology 

medicines across tumours and stages) and transparent pricing models [2,18,22-25]. Overall, 

MEAs, also called risk sharing arrangements, have been increasingly seen and used among 

payers across countries to facilitate access to new premium priced medicines [26-33]. The 

purpose of the MEAs varies across countries. However, common rationale includes the need 

to facilitate access to new medicines, particularly for cancers or rare diseases in which 
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uncertainty of the effectiveness and the finance/budget is inherently embedded alongside 

potential concerns with requested prices [2,34,35].  

Since December 2013, the Korean government enacted a regulation permitting MEAs within 

the National Health Insurance scheme for new high-priced medicines. Starting with clofarabine 

in December 2013, the introduction of MEAs has been accelerating. Recently, the Korean 

government planned to enhance the application of MEAs in order to facilitate access to high 

priced medicines [36]. This built on previous studies that had investigated the positive impact 

on patient care with increased access to new treatments, particularly those for cancer and 

orphan diseases [37-40]. Yoo et al (2019) [37] reported that the introduction of MEAs and cost-

effectiveness analysis waiver track, alongside increasing patient's co-payments where there 

were concerns with their cost-effectiveness, contributed to improving patient access to new 

treatments. Kim et al (2017) [38] also investigated the positive impact of MEAs on access to 

new anti-cancer medicines and on increasing their likelihood of being listed within the Korean 

pharmaceutical benefit scheme. 

Such a policy introduction can be explained through Kingdon’s traditional theory. The policy 

window model describes how a policy is set on an agenda and develops into a policy [41-43]. 

According to their model, agenda setting is defined as three process streams flowing through 

the system – streams of problems, policies, and politics. At some critical junctures, the three 

streams are joined while they develop independently through their own dynamics and rules, 

with the greatest policy changes growing out of the coupling of problems, policies, and 

solutions. The result of the convergence of the three streams is the opening of a ‘policy 

window’, which allows advocates of a particular issue to place these on the policy agenda [42].  

Consequently, this study aimed to illuminate MEAs in South Korea through the framework of 

the three streams of the policy window model, in order to understand the context in which 
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MEAs were introduced and developed as a pharmaceutical policy in South Korea. This has not 

been addressed in previous studies. In addition, this study also provides empirical analysis for 

MEAs within an international comparative approach to guide further research.  

Methods 

Based on Kingdon’s model [41-43], we first investigated problems of access to medicines 

alongside subsequent policies and political changes based on an extensive review of the 

existent secondary literature. A search was carried out by using multiple keywords in the 

following database : PubMed, Web of Science, and Google Scholar . The keywords included 

“risk sharing”, “managed entry agreement”, “coverage with evidence development”, 

“expenditure cap”, “volume cap”, “confidential discount”, “conditional treatment 

continuation”, “patient access scheme”, “performance- or outcome-based”, “budget- or 

finance- based” in both Korean and English. The search yielded published papers and relevant 

documents, government policy reports, regulations, and press releases. 

In addition, descriptive analyses of MEA implementation were conducted by using data on 

medicines listed in Korea. As of December 2020, medicines listed under the MEAs were 

extracted from the National Health Insurance(NHI) drug reimbursement list pertaining to active 

pharmaceutical ingredients, strengths, brand names, manufacturers, maximum reimbursement 

prices, listing dates, designated orphan drugs and subject of MEA contracts, notified by the 

MOHW on a monthly basis. The list is available from the public website (www.hira.or.kr) 

[44,45]. A total of 48 medicines have been contracted with MEAs since 2014, six of which 

have already expired. [See Appendix]. Subsequently, these medicines were analysed in 

accordance with their indications, types of MEAs, and price changes after contract termination, 

and compared to those in Australia, Italy, and the UK. Data of medicines under MEAs in each 

country were sourced from official information notified by public agencies [46,47,48]. 
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Furthermore, an agreement test [49] was conducted to determine whether the MEA was applied 

consistently across countries. 

 

Results 

Problems: Access to Medicines 

Refusal to Supply ultra-orphan medicines 

In 2001, Korea experienced a refusal by Novartis to supply Glivec® (Imatinib) for leukaemia 

treatment at a suggested price from MOHW.  Subsequently, this strategy has often been 

employed by multi-national pharmaceutical companies, working together with patient’s 

advocacy groups to put pressure on governments to accept the higher prices of medicines, in 

view of maintaining global reference pricing goals. Examples of the strategy to raise price of 

medicine were found in the literature [50]. Starting with Glivec® (Imatinib) in 2001 and up till 

2010, seven cases of refusal by multi-national drug companies to launch their medicines at 

lower prices were found. Kwon & Yang (2010) [50] summarized these cases as follows: 

Imatinib (Glivec®)- Leukemia, 2001; Enfuvirtide (Fuzeon®)- HIV/AIDS, 2004; Darunavir 

(Frezista®)- HIV/AIDS, 2008; Galsulfase (Naglazyme®)- Mucopolysaccharidosis IV, 2009; 

Idursulfase (Elaprase®)_ Mucopolysaccharidosis II, 2009; Alglucosidase alfa (Myozyme®)- 

Pompe disease, 2009; and Eptacog alfa (Novoseven®)- Hemophilia, 2010). They concluded 

that the refusal by MOHW to fund new medicines at high prices had four common 

characteristics: Firstly, the medicines targeted rare or life-threatening diseases with no 

substitutable medicines. Secondly, the suppliers were multi-national pharmaceutical 

companies with a monopolistic position. Thirdly, pharmaceutical companies refused to provide 

a supply of medicines, due to their dissatisfaction with the prices set by Korean government. 
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Lastly, the companies were operating a patient support program, providing free of charge 

medicines after a drug supply was refused[50]. 

Recently, a case of iodised fatty acid (Lipidol®) was added. In 2018, Guerbet Ltd., a French 

manufacturer, decided not to supply this medicine to Korea without raising its price by 500% 

[49]. In response, the National Health Insurance Service (NHIS) increased the price by 360% 

and agreed on the supply obligation of the company, as well as the measures to adopted when 

the supply was stopped. This was also consistent with the common characteristics in the 

previous cases. In this particular situation in Korea, MEAs were considered a method to set 

visible and effective prices that were different from the requested list prices, and have been 

considered an alternative to addressing the refusals of companies to launch new medicines at 

the prices suggested by MOHW [45].  

Extra-Billing, financial burden to patients 

Although South Korea achieved universal healthcare in 1989 [52], and the public share in 

pharmaceutical expenditures is as high as the Organisation for Economic Co-operation and 

Development (OECD) average, and higher than the United States and Canada, where the public 

share is less than 40% [53], it has long been common practice among doctors to prescribe 

medicines not covered by the NHI. Since 2007, the introduction of the positive list system, the 

clinical and economic value of the applied medicines—in other words, its cost effectiveness—

is crucially taken into consideration while making reimbursement decisions [54,55]. 

Consequently, new premium-priced medicines that fail to demonstrate their cost-effectiveness 

are determined to be non-reimbursable. This has continuously caused an access issue for 

pertinent new medicines, due to the financial burden to patients. Typically, new premium 

priced medicines, i.e., those for cancer or an orphan disease that are frequently prescribed in 

clinical settings, but not considered cost effectiveness cause financial crisis for patients. 
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Therefore, Cancer patients or patients with rare diseases have considerable difficulties 

purchasing these medicines, and this has challenged the drug benefit system and raised the 

issue of patients’ access to these medicines, especially when recommended for patient 

management.  

Policy Streams for MEAs 

Solution for ultra-orphan drug supply refusal: Refund scheme as a pilot plan 

Since 2009, MEAs have been suggested by multi-national pharmaceutical companies as a 

potential way to facilitate patients’ access to ultra-orphan medicines in Korea. The ‘Refund 

scheme’, a confidential discount defined by Wenzl and Chapman [56] and categorized as a 

financial-based MEA [30], was implemented in 2009. This plan was the first to set dual prices 

for particular medicines: a listing price open to the public, and an actual price always lower 

than the listing price but confidential to the public. Under this scheme, the supplier should pay 

back the difference in costs between the list price and the actual price to the NHIS. Given that 

patient’s co-payments are primarily calculated as a proportion of the total drug costs, i.e., 30% 

of total drug costs for pharmacy services, the new medicines eligible for this plan were limited 

to those that are included in the rare and debilitating disease support program (RDSP), fully 

funded by the government. This is because the co-payments for these high-cost medicines were 

exempted by the government subsidies and no additional co-payment costs, based on the 

difference in the dual prices, could be charged. Three medicines, including Naglazyme® 

(Galsulfase) for Mucopolysaccharidosis Type IV in 2009, Myozyme® (Alglucosidase alfa) for 

Pompe disease in 2009 and Soliris® (Eculizumab) for Paroxysmal nocturnal hemoglobinuria in 

2012 were contracted under the pilot Refund scheme [57]. Since then, the demand for listing 

new premium priced  anti-cancer medicines, as well as the request to extend this Refund 
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scheme to other drugs not limited to the RDSP have continued, and this pilot scheme is 

currently being operated as one type of MEA [58,59]. 

Benefit enhancement plan (BEP) for four major diseases 

With the inauguration of the former government in 2012, there have been substantial changes 

in health policies under the framework of expanding the benefit of the NHI targeting four major 

diseases, including cardiovascular, cerebrovascular, orphan diseases, and cancers in June 2013 

[60], which was an election pledge of the former president Park. The four major diseases were 

a group of diseases with the largest increase in medical costs and out-of-pocket expenses in 

recent years. MEAs were introduced as a bypass mechanism to expand insurance coverage in 

these four major diseases from January 2014. 

The Ministry of Health and Welfare (MOHW) [59] explained the need for MEAs as follows: 

‘Since the Korean National health Insurance has been running a positive system for listing 

cost-effective drugs, it has been difficult to provide reimbursement when high-priced new drugs 

can’t demonstrate its cost-effectiveness. The non-reimbursed high-cost medicines were 

identified as the main cause of increasing financial burden to patients. As a result, the listing 

system needs to be revised to improve patient accessibility to the treatments without 

compromising the principal of the positive listing system’.  

The former government declared that high-cost medicines treating these four major diseases 

that were financially burdensome to patients could be subsidized through MEAs. As a result, 

MEAs played a role to help the cost of high-priced cancer drugs and orphan drugs be 

reimbursed. Accordingly, high-cost anti-cancer drugs, including Cetuximab (authorized in 

2009) and Renalidomide (authorized in 2009) that had long been classified as non-reimbursable, 

were added to the drug reimbursement list under the Refund scheme in 2014 [44]. 

Introduction of managed entry agreements in Korea: problem, policy, and politics



Kim et al, Page 10 

MEAs in Korea 

 

Politics streams  

Moon Care: Listing all non-listed services 

With the inauguration of the Moon Jae-In government in 2017, the BEP of the former regime 

was modified and expanded to all conditions, not limited to four major diseases. A core 

principle of Moon Care was to eliminate non-reimbursable services by “listing all non-listed 

services” [61,62]. The government was confident that the price and use of the non-listed 

services could be controlled by doing so [63].  

Under the Moon Care, MEAs have been strengthened as a bypass mechanism to expand the 

insurance coverage, especially for new premium priced medicines. As a result, as of July 2019, 

a total of 421 non-reimbursable medicines were listed for reimbursement. In addition to listing 

previously unlisted medicines due to concerns with their cost-effectiveness, the government 

listed medicines with earlier concerns about their cost effectiveness and has expanded the scope 

of reimbursement for listed medicines, including medicines contracted under the MEA [64]. 

Moreover, the relaxation of previous measures has made more medicines eligible for MEAs 

and extended the duration of MEA contracts [65]. Consequently, new medicines, including the 

late-competitive products of the MEA-applied drugs, medicines applied to CEA exemptions, 

and those with conditional approval (i.e., without phase III trials) have also become eligible for 

MEAs [65].  

Together with MEAs, other interventions were also introduced to bypass the current 

pharmaceutical benefit policies [Figure 1]. For example, exemptions of cost-effective analysis, 

exemptions of price negotiations, and a flexible application of ICER (Incremental cost-

effectiveness ratio) thresholds for cancer or rare disease drugs [66]. According to the principle 

of the BEP, new high-cost medicines with concerns about their cost-effectiveness could be 

listed under certain criteria, which may be in conflict with the positive list system (PLS). 
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Insert  Fig. 1 General scheme for Drug Reimbursement in Korea 

  

Abbreviations: MND; Medically necessary drugs, CEA; cost-effectiveness appraisal, MEA; Managed 
Entry Agreement, WAP; Weighted Average Price of comparators, HTA; Health Technology 
assessment, ICER; Incremental Cost-Effectiveness Ratio, QALY, Quality Adjusted Life Years, GDP; 
Gross Domestic Production, HIRA; National Health Insurance Review and Assessment Agency, 
NHIS; National Health Insurance Service, MOHW; Ministry of Health and Welfare, CED; Coverage 
with Evidence Development, CTC; Conditional Treatment Continuation, A7; Seven advanced 
countries including US, UK, Switzerland, Italy, France, Germany and Japan 
 

Administration of MEAs 

Types of MEAs  

Basically, five types of MEAs were specified by regulations [67]: expenditure cap, volume cap 

(utilization cap per patient), refund (a confidential discount, in other words, double pricing), 

coverage with evidence development (CED) and conditional treatment continuation (CTC or 

money back guarantee) (Figure 2). 
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Figure 2. Five types of MEAs in South Korea 

 

Note: Refund corresponding to the confidential discount. CED, Coverage with Evidence Development; CTD, Conditional 
treatment continuation  
 
However, combinations of these types of MEAs are also acceptable when suggested by 

manufacturers. The definitions for each type are formulated as below, with manufacturers 

obliged to pay back 𝐸∆ to the NHIS.  

▪ Expenditure cap: 𝐸∆ = 𝐸𝑎𝑐𝑡𝑢𝑎𝑙 − 𝐸𝑐𝑎𝑝𝑝𝑒𝑑 = 𝑃 ∗ 𝑄 − 𝐸𝑐𝑎𝑝𝑝𝑒𝑑 , if 𝐸𝑎𝑐𝑢𝑡𝑎𝑙 > 𝐸𝑐𝑎𝑝𝑝𝑒𝑑 

▪ Utilization cap per patient (volume cap): 𝐸∆ = 𝑃 ∗ (𝑄𝑎𝑐𝑡𝑢𝑎𝑙 − 𝑄𝑐𝑎𝑝𝑝𝑒𝑑) , if  𝑄𝑎𝑐𝑡𝑢𝑎𝑙 >

𝑄𝑐𝑎𝑝𝑝𝑒𝑑 

▪ Refund: 𝐸∆ = (𝑃𝑙𝑖𝑠𝑡𝑒𝑑 − 𝑃𝑎𝑐𝑡𝑢𝑎𝑙) ∗ 𝑄𝑎𝑐𝑡𝑢𝑎𝑙 

▪ Conditional treatment continuation: 𝐸∆ = 𝑃 ∗ 𝑄, in case of no response 

▪ Coverage with Evidence Development: 𝐸∆ = 𝐸𝑡𝑜𝑡𝑎𝑙 ∗ 𝑅 , R is achievement rate (%) 

compared to the contracted target performance 

The expenditure cap is a structure where the total cost of new medicines is fixed and the 

expenditures above the fixed cost (𝐸∆) should be paid back to the NHIS. The volume cap is a 

structure in which the total quantity of the new medicine is fixed, and the total amount can be 

obtained by multiplying the difference between the capped volume and the real one by the price. 
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In this scheme, the utilized quantity of the medicine would be variable and key to determining 

the repayable cost (𝐸∆) that will be returned to the NHIS. Both schemes would be effective if 

either the total cost or the total quantity used should exceed the contractually fixed value. The 

Refund scheme aims to set the return cost (𝐸∆) based on the difference between two prices, the 

listing and actual price, by multiplying the quantity prescribed. In these schemes, the quantity 

utilized would be uncertain and key to determining the repayable cost (𝐸∆). Unlike these 

abovementioned schemes, which belong to the finance-based MEAs [30], CTC and CED are 

classified as outcome-based schemes [28]. The CTC is basically to cover the costs of a new 

medicine when an effective response is proved, while the CED provides temporal funding 

coverage for a new medicine during the evaluation of its performance in routine clinical care. 

Depending on the study results, coverage may be maintained, withdrawn, or extended, or prices 

may be adjusted [56,68]. 

Subjects eligible to MEAs 

To be subject to MEAs, the following criteria need to be satisfied: medicines for rare diseases 

or cancers that have no alternatives, or no therapeutically equivalent medicines or treatments 

that can be used for life threatening diseases. Alongside this, when the new medicines are 

recognized as being necessary in consideration of the disease severity, their social impact, and 

other health care impacts [67]. 

A total of 48 medicines contracted as MEAs were collected from the monthly notification of 

the HIRA’s website, from January 2014 to December 2020 [see Appendix].  

As seen in Table 1, all but one medicine contracted with the MEAs was approved by the 

Ministry of Food and Drug Safety for use in cancers and rare diseases. Out of these, Dupilumab 

(Dupixent®), targeting atopic dermatitis, was listed via the MEAs when considering the 

severity of its indicative conditions. Now, six drugs have had their MEA contracts terminated. 
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Renalidomide (Revelimid®) and Pirfenidone (Pirespa®) have automatically expired, since the 

generic versions were available [69,70]. Crizotinib (Xalkori®) has had its contract terminated 

due to the listing of its competitor; Galsulfase (Naglazyme®) and Eculizumab (Soliris®) have 

expired because the suppliers wanted to terminate the contract. The contract that Clofarabine 

(Evoltra®) had with the CED ended after it had demonstrated its effectiveness. Consequently, 

its listing status and price didn’t change after the contract expired.  

Table 1. Indications of MEAs 

ATC category No. of drugs (%) Rare diseases or Cancer 
A Alimentary tract and metabolism 4(8.3%) Rare 
B Blood and blood forming organs 2(4.2%) Rare 
D Dermatologicals 1(2.1%) N/A 
L Antineoplastic & immunomodulating agents 38(79.2%) Cancer, and/or rare 
M Musculo-skeletal system 1(2.1%) Rare 
N Nervous system 1(2.1%) Rare 
V Various 1(2.1%) Rare 

Total 48(100%)  
 

Impacts of MEAs 

Current applied types of MEAs are depicted in Figure 2 (a). Out of these cases, 97.9% were 

finance-based contracts, such as refunds, expenditure caps and volume caps. Meanwhile, 

outcome-based contracts such as CED accounted for only 2.1%. The most prevalent type of 

MEAs in Korea was found to be under the Refund scheme, i.e., a dual pricing scheme (47.9%). 

As shown in Figure 3(b), MEAs have been actively applied in 2017, compared to other years 

(31.3%). Overall, an increasing trend of MEA cases over the years has been observed [Figure 

2].  
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Fig. 2 Types of MEAs and Number of products by year 

  
(a) Types of MEA (b) Yearly Number of Products contracted with MEA 

(a)  

 

 
Since its implementation in 2014, the MEAs have become a common route for new anticancer 

medicines or those for orphan diseases. As shown in Figure 3, a total of 65 new medicines for 

cancer or rare diseases were requested to be listed from 2014 to 2020. Of these, 73.4% (47 

drugs) were listed via MEAs. As the years passed, the exceptional route became the standard 

one. 

Figure 3. Number of listed medicines for cancers or rare disease by year (2014-2020) 
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Forty-eight medicines contracted with MEAs in South Korea were analysed in light of their 

listing status and MEA applications in Australia, Italy, and the UK [46,47,48]. Most of the 48 

new medicines under consideration were available within the National Health System in the 

UK and Italy, while only 72.9% were covered by the Australian Pharmaceutical Benefit System 

(Figure 4). In the UK and Australia, 77.1% and 66.7% of these 48 new medicines were listed 

under the MEA contracts, respectively, compared to only 33.3% in Italy. Among the medicines 

listed via MEAs, Korea showed the lowest number (2.1%, 1 out of 48) of outcomes-based 

contracts, while Italy showed the most at 50.0% (8 out of 16). The comparative analysis showed 

that the application of MEAs differs across countries, resulting in a kappa coefficient of 0.00-

0.14 (UK 0.03, Italy 0.00, Australia 0.14), indicating a lack of consistency compared to Korea 

[49].  

Figure 4 Comparison with the UK, Italy and Australia for the 48 drugs 

 

 

Introduction of managed entry agreements in Korea: problem, policy, and politics



Kim et al, Page 17 

MEAs in Korea 

 

Time consumed for listing of these medicines was shortened from an average of 698 days in 

2014 to 386 days in 2020. Overall, it has taken an average of 516 days [median: 357, min: 196, 

max; 1,685] from submission to listing for the medicines contracted with MEAs. 

Changes in listing prices during and after MEA contract expiry for 6 drugs were analysed. As 

shown in Table 2, the average contract period was 5.5 years, and the price was set 1.6 times 

higher during the contract period.  

Discussion  

Since 2014, the Korean government has introduced MEAs to facilitate access to new premium 

priced medicines under the NHI’s pharmaceutical benefit scheme. This study explored 

problems, policy, and political backgrounds of MEA introduction, based on Kingdon’s policy 

process, and analysed a total of 48 medicines listed through MEA contracts from January 2014 

to December 2020, as well as the subsequent consequences of MEAs in South Korea. 

In particular, the MEA has been systematized and consolidated under Moon Care, the mantra 

of “listing non-listable medicines”. Through MEAs—irrespective of whether they are 

combined with other bypass mechanisms—a substantial number of new medicines for cancer 

or orphan diseases have been listed, with a shorter review process and increased likelihood of 

listing. This is consistently confirmed by previous studies [37]. The MEAs were found to 

improve patient’s access to new high-cost anti-cancer medicines in South Korea [38,39]. 

Additionally, Gong and her colleagues found that the odds of the positive listing 

recommendations for new medicines was higher [OR=1.53 95% CI 1.01-2.33] when 

comparing the situations before and after the MEA implementation [71].  

We have shown that in Korea, finance-based contracts have been preferred over performance-

based contracts, which was consistent with other countries where finance-based MEAs have 

Introduction of managed entry agreements in Korea: problem, policy, and politics



Kim et al, Page 18 

MEAs in Korea 

 

accounted for the majority of schemes [27,29,30,72]. However, our findings revealed 

significant differences in the selection of MEA types by countries. For example, Italy has 

actively adopted performance-based MEAs(50%), while Korea employed only 2.1%.  In the 

same context, it was reported that only outcome-based types such as CED and CTC were 

predominantly used in the Netherlands, Sweden, and Italy [1,30,35,73]. For example, 

Eculizumab indicated for paroxysmal nocturnal haemoglobinuria has been contracted with the 

CED in Sweden and Netherlands, while in Korea, it was contracted under the refund scheme. 

Outcome-based risk-sharing contracts have an advantage in improving the efficiency of 

resource allocation by helping solve uncertainty about the health outcomes of new medicines 

and producing evidence based on the real world [74], while other things such as data collection, 

setting endpoints for outcome measures and the subject of performance evaluation need to be 

addressed with stakeholders beforehand [75]. This is because there are considerable challenges 

to be addressed for an increase in outcome-based schemes. Key challenges include the ability 

of the healthcare system to collect pertinent patient-level data in routine clinical practice, who 

owns the data, issues of privacy surrounding patient-level data, instigating such schemes early 

potentially gives support for new medicines with still very limited data, and will the company 

pay back the resources spent on the new medicine if it fails to achieve the desired outcomes in 

routine clinical care [2,29]. The latter was seen with the drug Olaratumab, resulting in 

substantial losses in some European countries and regions [14]. Concerns with the extent of 

meaningful patient-level data that can be collected in routine clinical care, have resulted in the 

national health system in Scotland instigating the Cancer Medicines Outcomes Programme 

(CMOP) to test the feasibility of routinely collecting and analysing pertinent patient reported 

outcome measures (PROMs) [76,77]. Despite these concerns, outcome-based contracts have 

the potential to efficiently prevent financial burden due to uncertainty and pursue 
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appropriateness in utilization by developing rational grounds for their implementation and 

follow-up [78].  

Furthermore, we found that MEAs have become the norm (instead of being the exception) for 

new cancer medicines or those for orphan diseases in Korea. Previous studies recommended 

MEAs be an exceptional pathway and not a norm for listing in the Korean NHI, but this has 

now changed[5,75,79,80].  

We are aware that there have been concerns regarding MEAs, in addition to those discussed 

with regard to the outcome-based scheme [2,29]. A study analysing drug expenditures from 

2014 to 2018 emphasized that the average annual growth rates for medicines for cancer and 

rare diseases were 15.4% and 21.6%, respectively, indicating that they contributed significantly 

to escalating drug expenditures in Korea during this period [81]. Yoo et al (2019) found that 

the growth rate of drug expenditures was 14.9% from 2015 (12,389 million USD) to 2017 

(14,244 million USD), while those for medicines under MEAs was 51.5% (from 91 million 

USD to 228.8 million USD) [37]. Kim et al (2020) conducted a price comparison between 

medicines with MEA contracts and those undergoing the standard HTA process; they found 

that new medicines with MEAs tended to be priced two times higher than the comparators [39]. 

Consequently, MEAs—even though they provide earlier access to high-priced medicines in 

cancer or rare diseases—do have a negative impact on the budget financing of the NHI, which 

needs to be taken into consideration because most new medicines being developed are for 

cancer and rare diseases, with typical high price expectations [2,19,81].  

In conclusion, MEAs have been introduced in Korea as an alternative to address patient's access 

to anticancer agents or orphan drugs, coupling with policy and politics streams that intended to 

list all non-listedable services including pharmaceuticals. MEAs have been actively used to 

circumvent rigorous HTA process due to the nature of less effective but costly medicines.  
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Our study confirmed that MEAs have played a critical role in ensuring access to medicines for 

cancer or rare diseases since their introduction in Korea. However, the listing of medicines 

whose cost-effectiveness is uncertain has increased, and follow-up measures are insufficient in 

terms of effectiveness and budgetary impact of these medicines. Therefore, MEAs are still 

incompatible with the principle of “value for money” and challenge the sustainable budget 

impact and transparency of Korean pharmaceutical benefit policy.  

This study has some limitations. As the real prices of medicines under MEAs were not 

disclosed, we could not measure the impact of MEAs accurately. The confidentiality that is a 

part of MEAs impedes the transparency of policy process, which is the intrinsic goal of public 

policy [27, 78-85]. In particular, information regarding the benefits and risks associated with 

the MEA contracts should be clearly disseminated to all key stakeholders. However, further 

information to evaluate MEAs could not be found; this situation is similar to other countries, 

where access to information on MEAs has been limited. Nevertheless, we believe this study 

was the first attempt to evaluate South Korea’s MEAs via Kingdon’s policy model and 

analysed the policy impacts in light of the listing and pricing of medicines, compared to foreign 

experiences. 

Conclusions 

Since 2014, MEAs have been implemented in South Korea to address the issue of access to 

medicines for cancers or rare diseases. Despite concerns about the MEA, it has been 

systematized and consolidated under Moon care with the mantra of “listing all non-listed 

services”. Consequently, a substantial number of new medicines for cancer or orphan diseases 

have been listed with a shorter review process and increased likelihood of listing. Although 

they were introduced as a bypass mechanism, MEAs have now superseded the standard process 

for these medicines. Further studies are needed to evaluate the impact of the confidential 
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agreements in light of the issue of access to medicines, and uncertainties regarding financial 

burdens and the effectiveness of new high-priced medicines with limited clinical data at launch.  

Competing interests 

All authors declared no conflict of interests.  

Authors' contributions 

KHM and KHY worked for study concept and design. KHM collected and analysed the data. 

KHM and KHY drafted the manuscript. BG revised the manuscript and added foreign 

experiences and implications. All authors approved and finalized the manuscript 

Acknowledgements 

Authors would like to thank all anonymous reviewers to improve the manuscript.  

References 

1. IQVIA. The Global Use of Medicine in 2019 and Outlook to 2023 - Forecasts and Areas 

to Watch. 2019. Available from: https://www.iqvia.com/-/media/iqvia/pdfs/institute-

reports/the-global-use-of-medicine-in-2019-and-outlook-to-2023.pdf. Accessed 1 March 

2022. 

2. Godman B, Hill A, Simoens S, Selke G, Selke Krulichová I, Zampirolli Dias C, et al. 

Potential approaches for the pricing of cancer medicines across Europe to enhance 

the sustainability of healthcare systems and the implications. Expert Rev 

Pharmacoecon Outcomes Res. 2021:1-14. 

3. Godman B, Bucsics A, Vella Bonanno P, Oortwijn W, Rothe CC, Ferrario A, et al. 

Barriers for Access to New Medicines: Searching for the Balance Between Rising 

Costs and Limited Budgets. Front Public Health. 2018;6:328 

Introduction of managed entry agreements in Korea: problem, policy, and politics

https://www.iqvia.com/-/media/iqvia/pdfs/institute-reports/the-global-use-of-medicine-in-2019-and-outlook-to-2023.pdf
https://www.iqvia.com/-/media/iqvia/pdfs/institute-reports/the-global-use-of-medicine-in-2019-and-outlook-to-2023.pdf


Kim et al, Page 22 

MEAs in Korea 

 

4. DeMartino PC, Miljkovic MD, Prasad V. Potential Cost Implications for All US 

Food and Drug Administration Oncology Drug Approvals in 2018. JAMA Intern 

Med. 2021;181(2):162-7. http://doi.org/10.1001/jamainternmed.2020.5921 

5. Moorkens E, Godman B, Huys I, Hoxha I, Malaj A, Keuerleber S, et al. The Expiry 

of Humira (®) Market Exclusivity and the Entry of Adalimumab Biosimilars in 

Europe: An Overview of Pricing and National Policy Measures. Front Pharmacol. 

2021;11:591134. http://doi.org/10.3389/fphar.2020.591134 

6. Godman B, TB, Allocati E, Wladysiuk M, McTaggart S, Kurdi et al. Biosimilars are 

essential for sustainable healthcare systems; however, key challenges remain as seen 

with long-acting insulin analogues. J. Appl. Pharm. Sci. 2022;12 (03) 55-72.  

7. Cohen D. Cancer drugs: high price, uncertain value. BMJ. 2017;359:j4543. 

8. Luzzatto L, Hyry HI, Schieppati A, Costa E, Simoens S, Schaefer F, et al. 

Outrageous prices of orphan drugs: a call for collaboration. Lancet. 

2018;392(10149):791-4. 

9. Hollis A. Orphan Drug Pricing and Costs: A Case Study of Kalydeco and Orkambi. 

Health Policy. 2019;15(1):70-80. 

10. Haycox A. Why Cancer? Pharmacoeconomics. 2016;34(7):625-7. 

11. Molto C, Hwang TJ, Borrell M, Andres M, Gich I, Barnadas A, et al. Clinical benefit 

and cost of breakthrough cancer drugs approved by the US Food and Drug 

Administration. Cancer. 2020;126(19):4390-9. 

12. IQVIA Institute for Human Data Science. Global Oncology Trends 2018. Available 

from: https://www.iqvia.com/institute/reports/global-oncology-trends-2018. Accessed 1 

March 2022. 

Introduction of managed entry agreements in Korea: problem, policy, and politics

http://doi.org/10.3389/fphar.2020.591134
https://www.iqvia.com/institute/reports/global-oncology-trends-2018


Kim et al, Page 23 

MEAs in Korea 

 

13. FDA. FDA approves larotrectinib for solid tumors with NTRK gene fusions. 2018.          

Available from: https://www.fda.gov/drugs/fda-approves-larotrectinib-solid-tumors-

ntrk-gene-fusions-0. Accessed 1 March 2022. 

14. Pontes C, Zara C, Torrent-Farnell J, Obach M, Nadal C, Vella-Bonanno P, et al. 

Time to Review Authorisation and Funding for New Cancer Medicines in Europe? 

Inferences from the Case of Olaratumab. Appl Health Econ Health Policy. 

2020;18(1):5-16. 

15. Sung H, Ferlay J, Siegel RL, Laversanne M, Soerjomataram I, Jemal A, et al. Global 

Cancer Statistics 2020: GLOBOCAN Estimates of Incidence and Mortality 

Worldwide for 36 Cancers in 185 Countries. CA Cancer J Clin. 2021;71(3):209-49. 

16. Orphanet Report Series. Prevalence of rare diseases: Bibliographic data – January 

2021. Available from: 

http://www.orpha.net/orphacom/cahiers/docs/GB/Prevalence_of_rare

diseases_by_diseases.pdf. Accessed 1 March 2022. 

17. Lee M, Ly H, Möller CC, Ringel MS. Innovation in Regulatory Science Is Meeting 

Evolution of Clinical Evidence Generation. Clin Pharmacol Ther. 2019;105(4):886-

98. 

18. Lasalvia P, Prieto-Pinto L, Moreno M, Castrillon J, Romano G, Garzon-Orjuela N, et 

al. International experiences in multicriteria decision analysis (MCDA) for 

evaluating orphan drugs: a scoping review. Expert Rev Pharmacoecon Outcomes 

Res. 2019;19(4):409-20. 

19. IQVIA. Global Trends in R&D OVERVIEW THROUGH 2021. 2022. Available 

from: https://www.iqvia.com/-/media/iqvia/pdfs/institute-reports/global-trends-in-r-

and-d-2022/iqvia-institute-global-trends-in-randd-to-2021.pdf?_=1648547404724 

Introduction of managed entry agreements in Korea: problem, policy, and politics

https://www.fda.gov/drugs/fda-approves-larotrectinib-solid-tumors-ntrk-gene-fusions-0
https://www.fda.gov/drugs/fda-approves-larotrectinib-solid-tumors-ntrk-gene-fusions-0
http://www.orpha.net/orphacom/cahiers/docs/GB/Prevalence_of_rarediseases_by_diseases.pdf
http://www.orpha.net/orphacom/cahiers/docs/GB/Prevalence_of_rarediseases_by_diseases.pdf
https://www.iqvia.com/-/media/iqvia/pdfs/institute-reports/global-trends-in-r-and-d-2022/iqvia-institute-global-trends-in-randd-to-2021.pdf?_=1648547404724
https://www.iqvia.com/-/media/iqvia/pdfs/institute-reports/global-trends-in-r-and-d-2022/iqvia-institute-global-trends-in-randd-to-2021.pdf?_=1648547404724


Kim et al, Page 24 

MEAs in Korea 

 

20. Shukla V, Seoane-Vazquez E, Fawaz S, Brown L, Rodriguez-Monguio R. The 

Landscape of Cellular and Gene Therapy Products: Authorization, Discontinuations, 

and Cost. Hum. Gene Ther Clin Dev. 2019;30(3):102-13. 

21. Barlow JF, Yang M, Teagarden JR. Are Payers Ready, Willing, and Able to Provide 

Access to New Durable Gene Therapies? Value Health. 2019;22(6):642-7. 

22. Uyl-de Groot CA, Lowenberg B. Sustainability and affordability of cancer drugs: a 

novel pricing model. Nat Rev Clin Oncol. 2018;15(7):405-6. 

23. Wild C, Grossmann N, Bonanno PV, Bucsics A, Furst J, Garuoliene K, et al. 

Utilisation of the ESMO-MCBS in practice of HTA. Ann Oncol. 2016;27(11):2134-

6. 

24. Moon S, Mariat S, Kamae I, Pedersen HB. Defining the concept of fair pricing for 

medicines. BMJ. 2020;368:l4726. 

25. Hsu JC, Lin J-Y, Lin P-C, Lee Y-C. Comprehensive value assessment of drugs using 

a multi-criteria decision analysis: An example of targeted therapies for metastatic 

colorectal cancer treatment. PloS one. 2019;14(12):e0225938-e. 

26. Ferrario A and Kanavos P. Dealing with uncertainty and high prices of new 

medicines: a comparative analysis of the use of managed entry agreements in 

Belgium, England, the Netherlands and Sweden. Soc Sci Med. 2015;Jan;124:39-47.                                 

http://doi.org/10.1016/j.socscimed.2014.11.003. 

27. Ferrario A, Araja D, Bochenek T, et al. The Implementation of Managed Entry 

Agreements in Central and Eastern Europe: Findings and Implications. 

Pharmacoeconomics. 2017 Dec;35(12):1271-85. http://doi.org/10.1007/s40273-017-

0559-4. 

Introduction of managed entry agreements in Korea: problem, policy, and politics



Kim et al, Page 25 

MEAs in Korea 

 

28. Adamski J, Godman B, Ofierska-Sujkowska G, et al. Risk sharing arrangements for 

pharmaceuticals: potential considerations and recommendations for European payers. 

BMC Health Serv Res. 2010 Jun 7;10:153. http://doi.org/10.1186/1472-6963-10-153. 

29. Zampirolli Dias C, Godman B, Gargano LP, Azevedo PS, Garcia MM, Souza 

Cazarim M, et al. Integrative Review of Managed Entry Agreements: Chances and 

Limitations. Pharmacoeconomics. 2020;38(11):1165-85. 

30. Bouvy JC, Sapede C, Garner S. Managed Entry Agreements for Pharmaceuticals in the 

Context of Adaptive Pathways in Europe. 2018;9:1-8. 

http://doi.org/10.3389/fphar.2018.00280 

31. Pauwels K, Huys I, Vogler S, et al. Managed Entry Agreements for Oncology Drugs: 

Lessons from the European Experience to Inform the Future. Front Pharmacol. 

2017;8:171. http://doi.org/10.3389/fphar.2017.00171. 

32. Nazareth T, Ko JJ, Sasane R, Frois C, Carpenter S, Demean S, et al. Outcomes-

Based Contracting Experience: Research Findings from U.S. and European 

Stakeholders. J Manag Care Spec Pharm. 2017;23(10):1018-26. 

33. OECD. Addressing Challenges in Access to Oncology Medicines - Analytical Report. 2020.      

Available from: https://www.oecd.org/health/health-systems/Addressing-Challenges-in-Access-to-

Oncology-Medicines-Analytical-Report.pdf. Accessed 1 March 2022. 

34. Morel T, Arickx F, Befrits G, et al. Reconciling uncertainty of costs and outcomes 

with the need for access to orphan medicinal products: a comparative study of 

managed entry agreements across seven European countries. Orphanet J Rare Dis. 

2013;8(198). 

35. Kanavos P, Ferrario A, Tafuri G, et al. Managing Risk and Uncertainty in Health 

Technology Introduction: The Role of Managed Entry Agreements. Glob Policy. 

2017;8:84-92. http://doi.org/10.1111/1758-5899.12386. 

Introduction of managed entry agreements in Korea: problem, policy, and politics

https://www.oecd.org/health/health-systems/Addressing-Challenges-in-Access-to-Oncology-Medicines-Analytical-Report.pdf
https://www.oecd.org/health/health-systems/Addressing-Challenges-in-Access-to-Oncology-Medicines-Analytical-Report.pdf


Kim et al, Page 26 

MEAs in Korea 

 

36. Ministry of Health and Welfare (MOHW). National health insurance guarantees non-

benefit services. Sejong: MOHW; 2017; Available from: http://www.mohw.go.kr/

react/al/sal0301vw.jsp?PAR_MENU_ID=04&MENU_ID=0403&page=1&CONT_S

EQ=340973. Accessed 1 March 2022. 

37. Yoo SL, Kim DJ, Lee SM, Kang WG, Kim SY, Lee JH, Suh DC. Improving Patient 

Access to New Drugs in South Korea: Evaluation of the National Drug Formulary 

System. Int. J. Environ. Res. Public Health. 2019 Jan;16(2):288. http://doi.org/

10.3390/ijerph16020288 

38. Kim ES, Kim JA, Lee EK. National reimbursement listing determinants of new 

cancer drugs: a retrospective analysis of 58 cancer treatment appraisals in 2007–2016 

in South Korea. Expert Rev Pharmacoecon Outcomes Res. 2017;17(4):401-409. 

39. Kim SJ, Kim JH, Cho HY, Lee KM, Ryu CY, Lee JH. Trends in the pricing and 

reimbursement of new anticancer drugs in South Korea: an analysis of listed 

anticancer drugs during the past three years. Expert Rev Pharmacoecon Outcomes 

Res. 2020 Dec 17;1-10. http://doi.org/10.1080/14737167.2021.1860023. 

40. Lee JH. Pricing and Reimbursement Pathways of New Orphan Drugs in South 

Korea: A Longitudinal Comparison. Healthcare 2021, 9, 296. http://doi.org/10.3390/

healthcare9030296 

41. Kingdon JW. How Do Issues Get on Public Policy Agendas? Sociology and the 

public agenda chapter 3. 1993. 

42. Kingdon JW. Agendas, alternatives and public policies. 2nd edition, Longman 

Classics in Political Science. 1995. 

43. Gilla KS, et al. A Multiple Streams analysis of the decisions to fund gender-neutral 

HPV vaccination in Canada. Prev Med. 2017;100:123-131. http://dx.doi.org/10.1016/

j.ypmed.2017.04.016 

Introduction of managed entry agreements in Korea: problem, policy, and politics

http://www.mohw.go.kr/react/al/sal0301vw.jsp?PAR_MENU_ID=04&MENU_ID=0403&page=1&CONT_SEQ=340973
http://www.mohw.go.kr/react/al/sal0301vw.jsp?PAR_MENU_ID=04&MENU_ID=0403&page=1&CONT_SEQ=340973
http://www.mohw.go.kr/react/al/sal0301vw.jsp?PAR_MENU_ID=04&MENU_ID=0403&page=1&CONT_SEQ=340973
http://dx.doi.org/10.1016/j.ypmed.2017.04.016
http://dx.doi.org/10.1016/j.ypmed.2017.04.016


Kim et al, Page 27 

MEAs in Korea 

 

44. Health Insurance Review & Assessment Service (HIRA). Drug reimbursement 

formulary. Wonju: HIRA. Available from: 

https://www.hira.or.kr/bbsDummy.do?pgmid=HIRAA

030014050000&brdScnBltNo=4&brdBltNo=1611&pageIndex=3. Accessed 1 March 

2022. 

45. Health Insurance Review & Assessment Service (HIRA). Results of the Drug 

Reimbursement Evaluation Committee. Wonju: HIRA. Available from:   

https://www.hira.or.kr/bbsDummy.do?pgmid=HIRAA030014040000. Accessed 1 March 

2022. 

46. NICE (National Institute for Health and Care Excellence). Patient Access Schemes 

Liaison Unit. Available from: http://www.nice.org.uk/about/what-we-do/patient-

access-schemes-liaison-unit. Accessed 1 March 2022. 

47. AIFA (Agenzia Italiana del Farmaco). Communicazioni Managed Entry Agreements 

(MEA). Available from: https://www.aifa.gov.it/comunicazioni-managed-entry-

agreements-mea-1. Accessed 1 March 2022. 

48. PBS (Pharmaceutical Benefits Scheme). Medicine listing –Viewing by Drug (View 

by Brand). Available from: https://www.pbs.gov.au/browse/medicine-listing. 

Accessed 1 March 2022. 

49. McHugh ML. Interrater reliability: the kappa statistic. Biochem Med. 2012; 22(3): 276-

282. 

50. Kwon HY and Yang BM. Issues with Orphan drug pricing in South Korea. The 

Korean Journal of Health Economics and Policy. 2010;16(2). 

51. Lee HK. Make the plan to prevent recurrence related to the supply of Lipiodol 

(iodised fatty acid). 2018 28, October. Available from: 

http://www.dailypharm.com/Users/

Introduction of managed entry agreements in Korea: problem, policy, and politics

https://www.hira.or.kr/bbsDummy.do?pgmid=HIRAA030014050000&brdScnBltNo=4&brdBltNo=1611&pageIndex=3
https://www.hira.or.kr/bbsDummy.do?pgmid=HIRAA030014050000&brdScnBltNo=4&brdBltNo=1611&pageIndex=3
https://www.hira.or.kr/bbsDummy.do?pgmid=HIRAA030014040000
http://www.nice.org.uk/about/what-we-do/patient-access-schemes-liaison-unit
http://www.nice.org.uk/about/what-we-do/patient-access-schemes-liaison-unit
https://www.aifa.gov.it/comunicazioni-managed-entry-agreements-mea-1
https://www.aifa.gov.it/comunicazioni-managed-entry-agreements-mea-1
https://www.pbs.gov.au/browse/medicine-listing.%20Accessed%201%20March%202022
https://www.pbs.gov.au/browse/medicine-listing.%20Accessed%201%20March%202022
http://www.dailypharm.com/Users/News/NewsView.html?ID=245324&dpsearch=%B3%B2%C0%CE%BC%F8%20%B8%AE%C7%C7%BF%C0%B5%B9


Kim et al, Page 28 

MEAs in Korea 

 

News/NewsView.html?ID=245324&dpsearch=%B3%B2%C0%CE%BC%F8%20%

B8%AE%C7%C7%BF%C0%B5%B9. Accessed 1 March 2022. 

52. Yu SH, Anderson GF. Achieving universal health insurance in Korea: A model for 

other developing countries? Health policy. 1992; 20:289-299. 

53. Jeong HS, Shin JW. SHA 2011-Based Health Accounts in the Asia/Pacific Region: 

Korea 1980-2011. OECD Korea Policy Centre. 2013. Available from : 

http://www.oecdkorea.org/user/nd3855.do?View&uQ=&page=9&pageSC=REGDA

TE&pageSO=DESC&dmlType=&pageST=SUBJECT&pageSV=&boardNo=000013

06&itemShCd1=&itemShCd2=&itemShCd3=&dmlType=. Accessed 1 March 2022. 

54. Kwon HY, Godman B. Drug Pricing in South Korea. Appl Health Econ Health 

Policy. 2017 Aug;15(4):447-53. http://doi.org/10.1007/s40258-017-0307-0. 

55. Bae EY, Hong JM, Kwon HY, et al. Eight-year experience of using HTA in drug 

reimbursement: South Korea. Health Policy. 2016 Jun;120(6):612-20. http://doi.org/ 

10.1016/j.healthpol.2016.03.013 

56. Wenzl M, Chapman S. Performance-based managed entry agreements for new 

medicines in OECD countries and EU member states: How they work and possible 

improvements going forward. 2019. http://doi.org/10.1787/6e5e4c0f-en 

57. Ministry of Health and Welfare in Korea (MOHW) (2012). Consider refund scheme 

pilot project as main project within 2 months. Seoul: MOHW. Available from: 

http://www.mohw.go.kr/react/al/sal0301vw.jsp?PAR_MENU_ID=04&MENU_ID=040

3&page=4&CONT_SEQ=274741&SEARCHKEY=DEPT_NM&SEARCHVALUE=%

EB%B3%B4%ED%97%98%EC%95%BD%EC%A0%9C%EA%B3%BC. Accessed 1 

March 2022. 

58. Ministry of Health and Welfare in Korea (MOHW) (2013). High demand for 

insurance benefit of high cost anticancer drugs: MOHW. Available from: 

Introduction of managed entry agreements in Korea: problem, policy, and politics

http://www.dailypharm.com/Users/News/NewsView.html?ID=245324&dpsearch=%B3%B2%C0%CE%BC%F8%20%B8%AE%C7%C7%BF%C0%B5%B9
http://www.dailypharm.com/Users/News/NewsView.html?ID=245324&dpsearch=%B3%B2%C0%CE%BC%F8%20%B8%AE%C7%C7%BF%C0%B5%B9
http://www.oecdkorea.org/user/nd3855.do?View&uQ=&page=9&pageSC=REGDATE&pageSO=DESC&dmlType=&pageST=SUBJECT&pageSV=&boardNo=00001306&itemShCd1=&itemShCd2=&itemShCd3=&dmlType
http://www.oecdkorea.org/user/nd3855.do?View&uQ=&page=9&pageSC=REGDATE&pageSO=DESC&dmlType=&pageST=SUBJECT&pageSV=&boardNo=00001306&itemShCd1=&itemShCd2=&itemShCd3=&dmlType
http://www.oecdkorea.org/user/nd3855.do?View&uQ=&page=9&pageSC=REGDATE&pageSO=DESC&dmlType=&pageST=SUBJECT&pageSV=&boardNo=00001306&itemShCd1=&itemShCd2=&itemShCd3=&dmlType
http://www.mohw.go.kr/react/al/sal0301vw.jsp?PAR_MENU_ID=04&MENU_ID=0403&page=4&CONT_SEQ=274741&SEARCHKEY=DEPT_NM&SEARCHVALUE=%EB%B3%B4%ED%97%98%EC%95%BD%EC%A0%9C%EA%B3%BC
http://www.mohw.go.kr/react/al/sal0301vw.jsp?PAR_MENU_ID=04&MENU_ID=0403&page=4&CONT_SEQ=274741&SEARCHKEY=DEPT_NM&SEARCHVALUE=%EB%B3%B4%ED%97%98%EC%95%BD%EC%A0%9C%EA%B3%BC
http://www.mohw.go.kr/react/al/sal0301vw.jsp?PAR_MENU_ID=04&MENU_ID=0403&page=4&CONT_SEQ=274741&SEARCHKEY=DEPT_NM&SEARCHVALUE=%EB%B3%B4%ED%97%98%EC%95%BD%EC%A0%9C%EA%B3%BC


Kim et al, Page 29 

MEAs in Korea 

 

http://www.mohw.go.kr/react/al/sal0301vw.jsp?PAR_MENU_ID=04&MENU_ID=04

03&page=589&CONT_SEQ=285930&SEARCHKEY=DEPT_NM. Accessed 1 

March 2022. 

59. Ministry of Health and Welfare in Korea (MOHW) (2013). High Cost Medicines Such 

as Target Anticancer Drugs are to be Expansively Reimbursed. Seoul: MOHW. 

Available from: 

http://www.mohw.go.kr/react/al/sal0301vw.jsp?PAR_MENU_ID=04&MENU_ID=040

3&page=3&CONT_SEQ=290962&SEARCHKEY=DEPT_NM&SEARCHVALUE=%

EB%B3%B4%ED%97%98%EC%95%BD%EC%A0%9C%EA%B3%BC. Accessed 1 

March 2022. 

60. Ministry of Health and Welfare (MOHW) (2013). Four major disease therapy will 

get all benefit from NHI. Seoul: MOHW. Available from: 

http://www.mohw.go.kr/react/al/

sal0301vw.jsp?PAR_MENU_ID=04&MENU_ID=0403&page=1&CONT_SEQ=287

897&SEARCHKEY=TITLE&SEARCHVALUE=4%EB%8C%80. Accessed 1 

March 2022. 

61. Kang H. Issues and Policy Options for Moon Care. Health Welfare Forum 2018 

Jan;(255):23-37. 

62. Park EC. Moon Jae-in Government’s Plan for Benefit Expansion in National Health 

Insurance. Health Policy and Management. 2017;27(3):191-198. 

63. Kim Y. Towards universal coverage: an evaluation of the benefit enhancement plan 

for four major conditions in Korean National Health Insurance. J Korean Med Assoc. 

2014;57(3). http://doi.org/10.5124/jkma.2014.57.3.198 

64. Ministry of Health and Welfare (MOHW) (2019). 36 million people received 

medical benefits of 2.2 trillion KRW. Sejong: MOHW. Available from: 

Introduction of managed entry agreements in Korea: problem, policy, and politics

http://www.mohw.go.kr/react/al/sal0301vw.jsp?PAR_MENU_ID=04&MENU_ID=0403&page=589&CONT_SEQ=285930&SEARCHKEY=DEPT_NM
http://www.mohw.go.kr/react/al/sal0301vw.jsp?PAR_MENU_ID=04&MENU_ID=0403&page=589&CONT_SEQ=285930&SEARCHKEY=DEPT_NM
http://www.mohw.go.kr/react/al/sal0301vw.jsp?PAR_MENU_ID=04&MENU_ID=0403&page=3&CONT_SEQ=290962&SEARCHKEY=DEPT_NM&SEARCHVALUE=%EB%B3%B4%ED%97%98%EC%95%BD%EC%A0%9C%EA%B3%BC
http://www.mohw.go.kr/react/al/sal0301vw.jsp?PAR_MENU_ID=04&MENU_ID=0403&page=3&CONT_SEQ=290962&SEARCHKEY=DEPT_NM&SEARCHVALUE=%EB%B3%B4%ED%97%98%EC%95%BD%EC%A0%9C%EA%B3%BC
http://www.mohw.go.kr/react/al/sal0301vw.jsp?PAR_MENU_ID=04&MENU_ID=0403&page=3&CONT_SEQ=290962&SEARCHKEY=DEPT_NM&SEARCHVALUE=%EB%B3%B4%ED%97%98%EC%95%BD%EC%A0%9C%EA%B3%BC
http://www.mohw.go.kr/react/al/sal0301vw.jsp?PAR_MENU_ID=04&MENU_ID=0403&page=1&CONT_SEQ=287897&SEARCHKEY=TITLE&SEARCHVALUE=4%EB%8C%80
http://www.mohw.go.kr/react/al/sal0301vw.jsp?PAR_MENU_ID=04&MENU_ID=0403&page=1&CONT_SEQ=287897&SEARCHKEY=TITLE&SEARCHVALUE=4%EB%8C%80
http://www.mohw.go.kr/react/al/sal0301vw.jsp?PAR_MENU_ID=04&MENU_ID=0403&page=1&CONT_SEQ=287897&SEARCHKEY=TITLE&SEARCHVALUE=4%EB%8C%80


Kim et al, Page 30 

MEAs in Korea 

 

http://www.mohw.go.kr/

react/al/sal0301vw.jsp?PAR_MENU_ID=04&MENU_ID=0403&CONT_SEQ=3499

94. Accessed 1 March 2022. 

65. Ministry of Health and Welfare. Pricing and re-pricing standards for reimbursable 

pharmaceuticals. Notification No. 2020-29. January 01, 2020. 

66. Ministry of Health and Welfare (MOHW) (2014). Legislative notice about the 

enforcement rule of National Health Insurance Act for improving pharmaceutical 

pricing policy. Seoul: MOHW. Available from: 

http://www.mohw.go.kr/react/al/sal0301vw.jsp?

PAR_MENU_ID=04&MENU_ID=0403&page=1&CONT_SEQ=315539&SEARCH

KEY=TITLE&SEARCHVALUE. Accessed 1 March 2022. 

67. Ministry of Health and Welfare. Pricing and re-pricing standards for reimbursable 

pharmaceuticals. Notification No. 2013-209. December 31, 2013. 

68. Dabbous M, Chachoua L, Caban A, Toumi M. Managed Entry Agreements: Policy 

Analysis from the European Perspective. Value Health. 2020; 23(4):425–433.                                     

http://doi.org/10.1016/j.jval.2019.12.008 

69. Choi ET. MEA contract for Revelimid ends, Up to 29% of price cut. November 22, 

2017. November. Available from: 

http://m.dailypharm.com/newsView.html?ID=233664. Accessed 1 March 2022. 

70. Choi ET. Pirespa, 38% of its price cut after MEA contract ends...38%. October 24, 

2017. October. Available from: 

http://www.dailypharm.com/Users/News/NewsView.html?ID=232378. 

71. Gong JR, et al. Are Recently Evaluated Drugs More Likely to Receive Positive 

Reimbursement Recommendations in South Korea? 11-year Experience of the South 

Korean Positive List System. Clin Ther. 2020 May; 42(7): 1222.  

Introduction of managed entry agreements in Korea: problem, policy, and politics

http://www.mohw.go.kr/react/al/sal0301vw.jsp?PAR_MENU_ID=04&MENU_ID=0403&CONT_SEQ=349994
http://www.mohw.go.kr/react/al/sal0301vw.jsp?PAR_MENU_ID=04&MENU_ID=0403&CONT_SEQ=349994
http://www.mohw.go.kr/react/al/sal0301vw.jsp?PAR_MENU_ID=04&MENU_ID=0403&CONT_SEQ=349994
http://www.mohw.go.kr/react/al/sal0301vw.jsp?PAR_MENU_ID=04&MENU_ID=0403&page=1&CONT_SEQ=315539&SEARCHKEY=TITLE&SEARCHVALUE
http://www.mohw.go.kr/react/al/sal0301vw.jsp?PAR_MENU_ID=04&MENU_ID=0403&page=1&CONT_SEQ=315539&SEARCHKEY=TITLE&SEARCHVALUE
http://www.mohw.go.kr/react/al/sal0301vw.jsp?PAR_MENU_ID=04&MENU_ID=0403&page=1&CONT_SEQ=315539&SEARCHKEY=TITLE&SEARCHVALUE
http://m.dailypharm.com/newsView.html?ID=233664
http://www.dailypharm.com/Users/News/NewsView.html?ID=232378


Kim et al, Page 31 

MEAs in Korea 

 

72. Rick A., Thomas F., Application of Managed Entry Agreements for Innovative 

Therapies in Different Settings and Combinations: A Feasibility Analysis. Int J 

Environ Res Public Health. 2020;17:8309. http://doi.org/10.3390/ijerph17228309. 

73. Frisk P, Aggefors K, Cars T, Feltelius N, Loov SA, Wettermark B, et al. Introduction 

of the second-generation direct-acting antivirals (DAAs) in chronic hepatitis C: a 

register-based study in Sweden. Eur J Clin Pharmacol. 2018;74(7):971-8. 

74. Carlson J.J, Chen S, Garrison L.P. Performance-Based Risk-Sharing Arrangements: 

An Updated International Review. Pharmacoeconomics. 2017 Oct;35(10):1063-72. 

http://doi.org/10.1007/s40273-017-0535-z. 

75. Klemp M, Fronsdal KB, Facey K. What principles should govern the use of managed 

entry agreements? Int J Technol Assess Health Care. 2011 Jan;27(1):77-83. 

http://doi.org/10.1017/S0266462310001297. 

76. Baillie K, Mueller T, Pan J, Laskey J, Bennie M, Crearie C, Kavanagh K, Alvarez-

Madrazo S, Morrison D, Clarke J, Keel A, Cameron D, Wu O, Kurdi A and Jones 

RJ. Use of record linkage to evaluate treatment outcomes and trial eligibility in a 

real-world metastatic prostate cancer population in Scotland. Pharmacoepidemiol 

Drug Saf. 2020;29(6):653-63. 

77. MacBride-Stewart S, McTaggart S, Kurdi A, Sneddon J, McBurney S, do 

Nascimento RCRM, Mueller T, Kwon H-Y, Morton A, Seaton RA, Timoney A, 

Bennie M, Sefah IA, Pisana A, Meyer JC, Godman B. Initiatives and reforms across 

Scotland in recent years to improve prescribing; findings and global implications of 

drug prescriptions. Int J Clin Exp Med. 2021;14 (12):2563-86. 

78. Carlson J.J, Sullivan S.D, Garrison L.P, et al. Linking payment to health outcomes: a 

taxonomy and examination of performance-based reimbursement schemes between 

Introduction of managed entry agreements in Korea: problem, policy, and politics

http://doi.org/10.3390/ijerph17228309
https://pubmed.ncbi.nlm.nih.gov/?term=Kavanagh+K&cauthor_id=32316077
https://pubmed.ncbi.nlm.nih.gov/?term=Alvarez-Madrazo+S&cauthor_id=32316077
https://pubmed.ncbi.nlm.nih.gov/?term=Alvarez-Madrazo+S&cauthor_id=32316077
https://pubmed.ncbi.nlm.nih.gov/?term=Morrison+D&cauthor_id=32316077
https://pubmed.ncbi.nlm.nih.gov/?term=Clarke+J&cauthor_id=32316077
https://pubmed.ncbi.nlm.nih.gov/?term=Keel+A&cauthor_id=32316077
https://pubmed.ncbi.nlm.nih.gov/?term=Cameron+D&cauthor_id=32316077
https://pubmed.ncbi.nlm.nih.gov/?term=Wu+O&cauthor_id=32316077
https://pubmed.ncbi.nlm.nih.gov/?term=Kurdi+A&cauthor_id=32316077
https://pubmed.ncbi.nlm.nih.gov/?term=Jones+RJ&cauthor_id=32316077


Kim et al, Page 32 

MEAs in Korea 

 

healthcare payers and manufacturers. Health Policy. 2010 Aug;96(3):179-90. 

http://doi.org/10.1016/j.healthpol.2010.02.005. 

79. Department of Health (DoH). The Pharmaceutical Price Regulation Scheme; 2014. 

Available from: 

https://assets.publishing.service.gov.uk/government/uploads/system/

uploads/attachment_data/file/675465/The_pharmaceutical_price_regulation_sche

me_2014.pdf. Accessed 1 March 2022. 

80. Christiane M, Soumana C. Managed Entry Agreements for Pharmaceutical Products in 

Middle East and North African Countries: Payer and Manufacturer Experience and 

Outlook Value in health Regional Issues 2018;16C:33-38. 

https://doi.org/10.1016/j.vhri.2018.04.003 

81. Luzzatto L, Hyry HI, Schieppati A, Costa E, Simoens S, Schaefer F, et al. 

Outrageous prices of orphan drugs: a call for collaboration. Lancet. 

2018;392(10149):791-4. 

82. Ferrario A and Kanavos P. Managed entry agreements for pharmaceuticals: the 

European experience. EMiNet. 2013. 

83. Subramaniam T, Wai C, Kenneth L. Stakeholder views of managed entry 

agreements: A literature review of national studies. Health Policy OPEN. 2021. 

https://doi.org/10.1016/j.hpopen.2021.100032 

84. Sabine V, Kenneth R. Can Price Transparency Contribute to More Affordable Patient 

Access to Medicines? Pharmacoeconomics. 2017;1:145–147 https://doi.org/ 

10.1007/s41669-017-0028-1 

85. Park S. Access to Medicines and Price Transparency: Beyond the Trade-off. Health 

& Welfare forum. 2018;11:63-78. 

Introduction of managed entry agreements in Korea: problem, policy, and politics

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/675465/The_pharmaceutical_price_regulation_scheme_2014.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/675465/The_pharmaceutical_price_regulation_scheme_2014.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/675465/The_pharmaceutical_price_regulation_scheme_2014.pdf
https://doi.org/10.1016/j.hpopen.2021.100032

	Introduction of Managed Entry Agreements in Korea: Problem, Policy, and Politics
	Abstract
	Introduction
	Methods
	Results
	Policy Streams for MEAs
	Politics streams
	Administration of MEAs
	Discussion
	Conclusions
	References



