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ABSTRACT

Objective: This study examined the Risk Sharing Agreement (RSA) on pharmaceutical pricing system in Korean national health
insurance, Through RSA, the insurer was able to maintain the principles in the price listing process while managing the budget
effectively and improving patient access to new drugs. Despite these positive effects, there are still issues raised by some
stakeholders, such as lack of transparency in the listing process and doubts about its effectiveness, Therefore, we investigated the
impacts of RSA on national health insurance financing and patient access to analyze the effects of RSA. Methods: The impact of
RSA was investigated by analyzing the health insurance claims data for 2014~2016. The degree of improvement in patient access
was determined by the decreased amount of patients’ payment. Results: Results showed that the financial impact of RSA was not
significant and patients’ access to the new drug greatly improved. Conclusion: These results show that RSA is a good system for
improving patient access to new drugs without additional expense on insurance,
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Table 1. Drugs which listed with risk sharing agreement in Korea (Dec. 2013~Aug. 2017)

No Product name (active ingredient) Indication RSA type PE study

1 Eboltra (dofarobine) Acute lymphoblastic leukemia CED X

2 Erbitux (cetuximalb) Colorectal cancer Refund O

3 Revlimid (lenalidomide) Multiple myeloma Refund X

4 Extandi (enzalutamide) Prostate cancer Refund ©)

5 Xalkori (crizotinib) Non-small cell lung carcinoma Refund (©)

6 Pirespa (pirfenidone) Idiopathic Pulmonary fibrosis Refund O

7 Soliris (eculizumab) Paroxysmal nocturnal hemoglobinuria Refund X (essential drug)

8 Caprelsa (vandetinib) Thyroid gland cancer Expenditure cap X (omission of PE study)
9 Naglazyme (galsulfase) Mucopolysaccharidosis Refund X (essential drug)

10 Stivarga (regorafenib)

11 Vimizim (Elosulfase alfa)
12 Diterin (sapropterin)

13 Pomalyst (pomalidomide)
14 Defitelio (defibrotide)

15 Perjeta (pertuzumab)

16 Zelooraf (vemurafenib) Melanoma
17 Kadcyla (trastuzumab emtansine)
18 Keytruda (pembrolizumab)

19 Opdibo (nivolumalb)

Gastrointestinal tumor
Morquio syndrome
Phenylketonuria
Multiple myeloma
Hepatic veno-occlusive disease
Breast cancer

Breast cancer
Non-small cell lung carcinoma
Non-small cell lung carcinoma

Refund )
Expenditure cap X (omission of PE study)
Expenditure cap X (omission of PE study)

Refund (@)
Expenditure cap X (omission of PE study)
Utilization cap per patient O

Expenditure cap X (omission of PE study)

Utilization cap per patient O
Refund/Expenditure cap O
Refund/Expenditure cap O

Abbreviation: RSA (risk sharing agreement); PE (pharmaco-economics); CED (coverage with evidence development)
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Table 2. Type of risk sharing agreement which contracted in Korea (Dec. 2013~Aug. 2017)
RSA type Cancer drug Orphan/Cancer drug Orphan drug Number of drug %
CED 0 1 0 1 53
Expenditure cap 0 2 3 5 26.3
Refund 3 3 3 9 47.4
Utilization cap per patient 2 0 0 2 10.5
Refund/ Expenditure cap 2 0 0 2 10.5
Total 7 6 ) 19 100.0
Abbreviation: RSA (Risk Sharing Agreement); CED (coverage with evidence development)
Table 3. Type of evaluation methods which listed as risk sharing agreement in Korea (Dec. 2013~Aug. 2017)
Evaluation methods Cancer drug Orphan/Cancer drug Orphan drug  Number of drugs %
RSA (no PE study) 1 1 0 2 10.5
RSA+PE study ) 3 1 10 52.6
RSA (omission of PE study) 0 2 3 5 26.3
RSA (essential drug, no PE study) 0 0 2 2 10.5
Total 7 6 ) 19 100.0
Abbreviation: RSA (risk sharing agreement); PE (pharmacoeconomics)
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Table 4. Expenditure of drug and medical use in Korean National Health Insurance (2014~2016)

Medical expenses Drug expenses

TE of RSA drug RSA drug expenses ratio

Year TA GR (%) TA GR (%) DE/ME (7] (100 mil. KRW) vs. ME (%) vs. DE (%)
2014 545,274 7.46 134,491 1.57 247 521 0.10 0.39
2015 580,170 6.40 140,985 483 243 1,034 0.18 0.73
2016 646,623 11.45 154,286 9.43 239 1,532 0.24 0.99

Abbreviation: TA (total amount, 100 mil. KRW); KRW (Korean Won); GR (growth rate, %); DE (drug expenses); ME (medical expenses); TE (total

expenses); RSA (risk sharing agreement)



128 / Korean J Clin Pharm, Vol. 28, No. 2, 2018

Table 5. Saved amount of out-of-pocket expenses by risk sharing agreement (2014~2016)

2014 2015 2016 Total
Total claimed amount of RSA drugs (100 mil. KRW) 521 1,003 1,532 3,088
Number of patients used RSA drugs 2,486 5,398 8,691 16,575
Patients’ out-of- pocket Total amount (100 mil. KRW) 36.5 72.4 107.3 216.2
expenses Amount/person (KRW) 1,468,142 1,341,904 1,234,403 1,304,471
Saved patients’ out-of-pocket Total amount (100 mil. KRW) 484 962 1,425 2,872
expenses Amount/person (KRW) 19,505,310 17,828,159 16,399,931 17,330,824

Abbreviation: KRW (Korean Won)
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