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ABSTRACT

Objective: This study presented the analysis period, the complexity of combined therapy and comparator choice as the key
limitations in the economic evaluation of new drugs, and discussed programs for coping with these limitations, Methods: This study
evaluated the post—evaluation, risk—sharing agreement, extra funding program, and flexible incremental cost—effectiveness ratio
(ICER) threshold as actions or programs that would increase accessibility to costly new drugs, The study also presented the cases
of other countries, The application of the post—evaluation was considered to deal with high uncertainty regarding new drugs,
Results: The risk—sharing agreement was introduced in European countries as well as South Korea and has been responsible for
the shift from using the financial schemes to outcome—based schemes. The drug funding program has had troubled in securing
stable extra funds. The application of higher ICER in the economic evaluation of expensive and innovative oncology drugs was
criticized because of the inequity between oncology patients and patients with other diseases. Conclusion: Therefore, introducing
and applying actions that would increase the accessibility to costly new drugs in South Korea have been deemed necessary after
careful reviews and discussions with various stakeholders (insurer, policy makers, pharmaceutical companies and patients).

KEY WORDS: Cost—effectiveness, uncertainty, access to medicine, post—evaluation, risk—sharing, ICER(incremental cost—

effectiveness ratio)
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Fig. 1. Additional survival results in the existing standard of care
being provided for longer.”!

QALY: Quality-Adjusted Life Years

Drug_Cost,: cost of drugA

BSC_cost: cost of best supportive care
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QALY: Quality-Adjusted Life Years

Admin,,g: Administrative cost of Drug A/B

Drug_Cost, g Cost of Drug A/B

EDTg : overall survival benefit due to using drug B

AEDT: additional survival benefit due to using drug A
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o oJoREo] Fagh Fxle ERlo] Hlg-S AE3foF gt o
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%, HE-AIAS AFs] oAHAY BEAR Al
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S Y= AFEFA (risk-sharing arrangements, RSA)
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548X dolxle AT} AASte] Aertel B
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oko] QA -8 3t opE} HE-ad W BRIAY o
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A Pt 2 FEAQ) Folvle e B3l Al
oF e AFAE FUIE Ee F JdoEIZ PEEA
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of thet w2 BFAAS 4T F Je= 743 PHIER
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7148l A 7K health outcomes-based schemes)2} B4 2}o]] 71wk
3} 7] (non-outcomes based schemes)o|th. A7l 719+3k Az}
= A¥AsFod9 (performance-linked  reimbursement,
PLR), Z715-Fo]"2] (conditional coverage)© 2 J-i-o] At}
AAAEgole Bt e ookl tig s A,
Wl A JokES ARESE AFE vl O R sfo o o
U 2 ke thA] ARl Waloltt. o] w) AR Aok -8l
3 T=31A & g A, oL AU AR S ook
o thelx BFANA Sas sl Foh. 2559 2AN
2EZ7AY(coverage with evidence development, CED)9} =74
X X412 (conditional treatment continuation, CTC)O_2 4-5&-
Het SARERARL] 739 | o okEl tigh QA &
S FIE F8E AS 2102 3l Y oJekEs 94
Tosle Zlolth. ZAFX ARG @ |F Xg&stel =
Gt A AN X 55 I A BPFAE ek A
o7 ZAR Fo Felo|th.!?) nlAne] kel Ee T2
HA ARE-E 21 B]-8-F2] W (financial scheme)o.Z A
AR 0] &3 SHA ] AFEH wHA v
At HlE SHol A9 FEdolztar & & k! v
AAATARAL FAHORE APFHFEAITHEA], A
7152 (price volume), 18]al 7HE Skr|SRol A 9]
ALS-EA ] (utilization cap)@F A AR DX BARA ]
(manufacturer funded treatment initiation)s°] It}
SEugflXe 4d) 52 BG4 sk AP dse
2 20139 129 3197H AFRDA7E A=A 99
Al O 2ok 7k Wl b4 - fradel dF
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SA T AES AFT Ao A7t Aol ARSE= ofeF
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(money back guarantee)®] 73-F-, & ]2 sfof ¥k
o] A= ﬂx}‘ﬂ' FokS A&slaL, whgol ﬁ* 78‘—?*, A kA
Al BAke] X F5-S Shgshe Aol T WAl f3< X]% %‘—O—"J
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T 4 BIES APt SR AT 3@1’1 0}“
Zo|t}h. A& FA g+ expenditure cap)d | H= (refund)=
S sk Aol oM E T 7S Tl o= =t
o we} zto]7t k. mEA {EHQI A T ARSFH/AIEA
Z}(utilization cap/fixed cost per patientye 2} A<l T A&
FATEY F=E Aol 1 I=E sk AT
A HIE-S A A F A7 E S T fEshe Aot

20161 6¥< 7IEo R SEuEelA] AREEA Ak o
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4L =] AX)7) UG-

van de Voore e al.(2015)Y2 o]gtg]o}e] Managed Entry
Agreements(MEA)l| thslA AvlslaA A= =QPx7]Eka
g 4= = 2006~200999= F 13719] MEA t’d <A &
707} A 718F /-8 (financial-based schemes)® 2 £5-4 HF
H, 2010~201439= = 2409 sieA] = A7 /9
(financial-based schemes) T’ 2EAl7} o7ljoll Exciar B
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rﬂ o>

Zloll= H]-d e
719kt 7] (non-outcome based schemes) 5 = I}l A}
S ee v H—E]“P*‘(ﬁnancml scheme)ol] &3} A=
Fs AR Alzro]l Agell wep Ao 7Pk Yl

(outcome based schemes)?] H|Fo| Z7lst= S Btk

2 5 ek S BSelE ABRe Awd A

%03% e TA0 Tk GAAA, M EHA 58
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Table 1. Drugs listed through Risk-Sharing Arrangements (Compared with England, Australia, and ltaly)

Other Countries

Product RSA TYPE

England Australia [taly
Evoltra® (clofarabine) CED - - Reimbursed (Not RSA)
Erbitux® (Cetuximab) Refund Free stock R(i::tb;gf)d Riﬁ';hf}‘;gg%:gizﬁ%
Revlimid® (lenalidomide) Refund Dose cap RSA SMR/Cost-Sharing
Xtandi® (enzalutamide) Refund Simple discount RSA SMR
Xalkori® (crizotinib) Refund Reimbursed (Not RSA) RSA SMR
Soliris® (eculizamab) Refund Reimbursed (Not RSA) RSA SMR
Pirespa® (pirfenidone) Refund Simple discount - Reimbursed (Not RSA)

Caprelsa® (vandetanib) Expenditure Cap -

Refund -
Refund

Naglazyme® (galsulfase)
Stivaga® (regorafenib)

Reimbursed (Not RSA) -

Cost-Sharing/SMR con Accordo
di Risk-Sharing
- Reimbursed (Not RSA)
Reimbursed (Not RSA)

CED: Coverage with Evidence Development, SMR: Standard Monitoring Registries, RSA: Risk-Sharing Arrangements
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1A ek el 2w el w2 CDF =9 o|F, NICE
49 3 A9E B9 sAEe 3A = Al v
31 32 o3k Avke Fof 2ol o] BAAH7) o)<
o] ¥% AZ<Q] CDF/} EA)3}17] whEol| Aek3jAto|A] NICE
ol Farsl= ICER YA X (threshold)ol] 717k A7} e
L5 sk e AAE 28 o] =4 7] Wolth

et 2Ele)Foll A= pertuzumab, trastzumab, docetaxel
HE&OHS 25 ol et 41] okgkS NDFPS 53
APkl Aok NDFPE vt el F 339okFrs
213 (Ontario Public Drug Program, OPDP) = S}U& cancer
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o1& 27} FESI. ookEe] FooRE Al o
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