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Healthcare system in Korea



Korean Healthcare System

Demography 3rd Payer System History of NHI
Total pop. 51,709,098 S O :'nri‘r;isfgf‘:r;ea“h . |mp|emented in 1977
Life expectancy :82.7yrs olicy delegate . '
Aged society(14.9%) J . Wt TN o ;J;]ﬁ:efl()erdﬁ?]pfgggon
TFR (118):0.977 o S T O * Unified single payer in
NHIS mes . > r - '| 2000 (141> 1)
Economy remnes e Payment for service costs L
(NHIS's share) UHC
11t largest ($1.655 trllion )18 ,_
32,046 GPD ita(*18 n s
® per capiia(1e) Contributions .ﬁ.ﬁ.m. - Co-payment VA A .
B Healthcare service :
Medical Securit 'ﬁ ﬂ‘ 7
. . . . Population pewelns pmm w e
Payment Copayment Public institutions . "5p genefit enhancement plan)

Meqical
za;;?b « Basically FFS
DRG for 7 diseases

KDRG (pilot),2009

+ “Listing all non-listed services”

5% for cancer

— (4 major diseases since’12)
30% for ambulatory ... -  Expanded to all diseases under
20% for inpatient l I I the Moon care




Pharmaceutical Expenditures

. . ratio(%)

I Trend of Pharmaceutical Expenditures
700 35%
600 29.6% 29.3% 29.2% | 2
500 5%
400 - 20%
300 15%
200 10%
100 5%

0 - 0%

2009 2010 2011 2012 2013 2014 2015 2016 2017
i Total Health Expenditures i Pharmaceutical Expenditures Ratio
Source : NHIS Statistics (2019) Source : OECD Health Data
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Importance of the NHI for Pharma. Industry

= TPE of the NHI : 92.4% of Market size(2017)

Billion ysp

149 133 155 143

149 119 358 12.9 146 126
2015 2016 2017

143 115 142 114

2011 2012 2013 2014

=i Market size(Finished products) &&= NHI_TPE  —#A— Share(%)
Source : MFDS & HIRA




Drug P&R



Overall Drug P&R

HIRA

|
DREC

Pricing & scope of
reimbursement

External referencing

- Foreign Prices

- Comparative
prices

- Budget impact

NLS =>PLS
2007

| HIRA |

| DREC |

Decision-making

Drug reimbursemeant and
SCOpe

Fized reimburseament price

Fericod due

150 days

B0 days

Bargaining pow ar
I

Criteria Clinical and economic value
- Clinical usefulness
- Cost effecdivenass
- Budget impact
- Whether it is registered as
Factors to . . .
. reimbursable, and the price in
consider

other countries (the USA
France, It aly, the LK,
Switzerland, Japan, Germany,
Taiwan, Australia)

- DREC mewview repsort

- Budget impact

- Regarding drugs under
negotiation, prices of drogs,
thesir inSUrancs
reimbursemeants, and drug
supply capacity in  other
countries

-Domestic and overseas data,
zuch as patent statis,
domestic esearch, and R&D
Ccosts

- Other items that can influence
drug price negotiations

HIRA health insurance review and assessment service, NHIS national health insurance service, DREC drug reimbursement and evaluation committee.
Source : Kwon HY and Godman B, Drug pricing in South Korea, AHEHP 2017




Drug Expenditure Rationalization Plan(DERP), 2007

" To rationalize drug spending

= Two pillars

» Positive listing

e “Value for money“
e 20,871 products (45.7% of all approved)

» Price negotiation procedure
e Bargaining power of the payer(NHIS) e
. listed, 11,571

* Price-volume agreement

9.9%, Listed,
1,456

90.1%, Non-

listed, 13,196

POM oT1C

Source : www.health.kr (as of May 02 2019)




Decision on Reimbursement

= Reimbursement rate : 71.5% during 2007 to 2012

Appraisal Non-inferior / Inferior/ Rule of rescue
on Clinical Superior (13.0%) equivalent uncertain (4.3%)
usefulness (72.5%) (10.1%) ol
|
Decision Cost-effective Less
- making (CEA/CUA) costly Less costly None Medically necessary drugs
0 0] i i 0
(63.0%) (3.7%) (80.7%) (0%) without alternatives(100%)
33.3% 19.3%

Source : Yang BM et al(2012)
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Non-reimbursed medicines

C

" Not sufficient evidence / \\\ ICER

=» uncertain effectiveness \ threshold
o
| b E

= High cost medicines
v'ICER threshold
v’ Cost-ineffective

= Breakdown of Price negotiation

=» Other mechanisms needed




P&R Scheme

~ Life threatening diseases(cancers, rare dx)

I Cost-ineffective, No / lack of alternatives
Rule of Rescue Value for Money

Medically necessary Standard
drugs

- No need to evaluate :
“value for money” HESLATTEE T Rt Reimbursement Review Price nego. waiver
: - Lack of clinical ;- Lack of . L
- Prices set based on Sl I therabeuticall (HIRA) - Submitted price is
foreign prices(A7 . Listedin 3 | . uivF;Ient y - ICER threshold below weighted average
adjusted) s : Cgmparators - 0.8-1.5 X GDP per capita orice of
T ponbusorly fisted by - Lowerthatthe | (TEC) e comparators(WAP)
negotiation failed BEESRIES - wlype Price negotiation(NHIS)
among A7 I - Price volume agreement
countries
- Expenditure | |
Cap (RSA) I
Price Notification (MOHW)

Impermeable permeable




Medically Necessary Medicines

s Table 1. Drugs evaluated by HIRA in South Korea.
= Eligibility (An B n Cn D) - *

In the absence of other treatments (including medications)  Brand Name Active Substance Indication Evaluation Year

that can be substituted

, _ _ Cystadane Betaine anhydrous Homocystinuria 2007
When used for life-threatening diseases “ © ,
. oprycel Dasatinib Leukemia 2007
\é\(hen used for a small number of patients such as rare Elaprase [dursulfase Mucopolysaccharidosis type I 2008
I5€A5ES Naglazyme Galsulfase Mucopolysaccharidosis type V1 2008
Demonstrated for clinically significant improvement, such Myozvme Alglucosidase alpha Pompe disease 2008
as a substantially prolonged survival period Tavesci ' Miglustat Caucher's disease 2009
» Or, the DREC are considered necessa ry for patient care [novelon Rufinamide Lennox-Gastaut syndrome 00
= Benefits Remodulin Treprostinil Pulmonary hypertension 2010
_ _ _ g . Paroxysmal nocturnal |
> To be listed by the authority of MOHW, despite the Soliris Eculizumab llefno chinur 2011
breakdown of the negotiation - "% . |
Carbaglu Carglumic acid Hyperammonemia 014

Source : Yoo et al, 2019




CEA waiver

= Eligibility (AnBnC)
A. Drugs for rare diseases or cancers
» No other treatment that can be substituted

» No therapeutically equivalent

alternatives(medications or treatments) but

for life-threatening diseases
B. One of following medicines

» Drugs approved based on clinical data
without control group

» Drugs approved based on Phase Il clinical
data but no supplementary document of
Phase Il clinical data

» Difficult to produce evidence due to small
number of patients

C. Already listed in more than 3 countries among
GB, US, FR, DE, CH, IT and JP.

* Expenditure cap should be applied

Table 4. Drugs with waiver policy of cost-effectiveness analysis requirement in South Korea.

Risk-Sharing

Product Active Ingredient Indication Reimbursed Year
Agreement Type
Caprelsa Vandetanib Thyroid gland cancer 2015 Expenditure cap
) Brentuximab ., : .
Adcetris vedotin Hodgkin’s lymphoma 2016 Not applied
Imbruvica [brutinib Mantle cell lymphoma 2016 Not applied
Vimizim Elosulfase alfa Morquio syndrome 2016 Expenditure cap
Zykadia Ceritinib N”“'Sma.“ cell lung 2016 Not applied
’ carcinoma
Blincyto Blinatumomab Lymphocytic leukemia 2016 Not applied
Diterin Sapropterin Phenylketonuria 2017 Expenditure cap
Defitelio Defibrotide Hepatic v.eno-occlusu-'e 2017 Expenditure cap
disease
Zelboraf Vemurafenib Melanoma 2017 Expenditure cap
Lynparza Olaparib Ovarian cancer 2017 Expenditure cap
Meqsel Trametinib Melanoma 2017 Expenditure cap
Olita Olmutinib Non-sma.ll cell lung 2017 Expenditure cap
carcinoma
Sylvant Siltuximab Castleman’s disease 2018 Expenditure cap
Lartruvo Olaratumab Soft tissue tumors and 2018 Expenditure cap
sarcomas
Iclusig Ponatinib Leukemia 2018 Expenditure cap

Source: HIRA, list of reimbursable drugs [32].

Source : Yoo et al, 2019




RSA

= Eligibility (A or B)

A.  Drugs for rare diseases or cancers or other life
threatening conditions that have no alternatives
or no therapeutically equivalent medicines or
treatments when used for life threatening
diseases

B.  Other cases where the DREC recognizes the RSA
application in consideration of disease severity,
social impact, and other health care impacts

= Requirements

» Still, cost-effectiveness of the drugs eligible to the
RSA should be evaluated (except Expenditure cap)

Table 2. Drugs listed with a risk-sharing agreement in South Korea (2014.1.-2018.6.).

. — Risk-Sharing Cost Effectiveness
Produoct (& ctive Substanoe) Indication .ipeen-enl T}'Pe ."Ln.tl.}'ﬂis ICEA)

- ) . Acute lymphoblastic Coverage with evidence

Ehaoltra (clofarabine) lonkemia development X

Erbritus (oot imaly) Colomctal cancer Refund o
Foew limid {lenalidomide) Multiple myeloma Refund X
Ktandi {enzalutamide) Prostate canoer Refund o

Bom-sanall cell Tun

Kalkori (crizetinib) E— Refund u}

Pimespa | pirfenidone) ldiopathic pulmonary Rebund o
h fbrosis
.. . Fani-'\-:'_‘ll'hl'l:"l&l nacthurnal ) .

Soliris I:-u-."-ulmuﬂ'lab-:l |'uﬂ'l|.l|q|.-:bi.‘|'|ur.ia. Refumd ¥ (essential |Jr||.|'|.,,:|
Caprelsa (vandetinib) Thyreid gland cancer Expenditure cap K (waiver of CEA)
Maglazy me (galsulfase) Mucopolysaccharidosis Reefund X (essendial drug)
Stivarga (regorafenib) Gastrointestinal tumors Refund o

Vimizim {elosulfase alfa)
e rin {sapnopberin
Pomaly st { ponalid oondde)
Defitelio (defibrotide)
Pereta (pertuzumab)
Falboraf (vemuratenib)
Kadcyla (frashuzumab
errkarsine |

Eeytruda {(pembrolizumab)

Opdivo (nivoelumalb)

Lyniparza (olaparib)
Megeel (trametinib)
Tbrance |palbocicliby)

Oilita {olmutiniby)
Tagrisso {osdmertinib)
Rafinlar {dabrafenib)

A kecensa (alectinib
hydrochloride)

Tecentriqg (abezoliz wmaly)
Sy brant (siltuximab)
Kyprolis (carfilzonib)
Lartruvo (olaraturmals)
lelusig | ponatinily)
Imbruvica {ibrutinib)
Cyrameza (ramucinamaly)

Mo rquic sy madnome
Phemy lketonuria
Multiple myeloma
Hepatic veno-ooc lusive
lise ase
Breast cancer
Melanoma

Breast cancer

Blon-small cell hung
CARCENOMA
Mom-small oell ]LI.I'lH
CARCENOMA
Ohvarian cancer
Melanoma
Breast cancer
Mom-small oell ]LI.I'lH
CARCENOMA
Blom-small oell Jung
CATCIOMA
Melamnoma
Bom-small oell Tung
CARCENOMA
Bom-small oell Tung
CARCENOMA
Castleman’s disease
Multiple myeloma
Soft tissue tumors amd
SANCOITIAS
Leukenia
Manitle cell lymphoma
Gastric canoer

Expenditure cap
Expenditure cap
Refund

Expemnditure cap

Ltiliz ation cap per patient
Expemnditume cap

Ltiliz ation cap per patient
Fefund/ Expenditum cap

Fefund/ Expenditum cap

Expenditune cap
Expenditune cap
Fefund

Expenditune cap

Refund
Expenditune cap
Expenditure cap

Expenditune cap
Expemnditure cap
Refund
Expemnditure cap

Expemnditure cap
Expemnditune cap
Refund

K (waiver of CEA)
K (waiver of CEA)
o

X (waiver of CEA)

o
X (waiver of CEA)

o
o

o

K (waiver of CEA)
K (waiver of CEA)
o

K (waiver of CEA)

o
K (waiver of CEA)
K (waiver of CEA)

K (waiver of CEA)
X (waiver of CEA)
o
X (waiver of CEA)

X (waiver of CEA)
X (waiver of CEA)
o

(Mobe) O the 33 botal medications, bw o (Pirespa and Bevlimid) have been erminated due o generc drag registrabon

Source : Yoo et al, 2019




Risk Sharing Agreements



Backgrounds

100

= Positive List System

= Balance billing 75

» inveterate prescribing behavior
50

= Benefit Enhancement Plan (continued from the former government)

» 4 major dx = all dx *
» The Moon Care : Listing all non-listed services

= Policy directions in Economy to foster
pharmaceutical industry for economic growth

2011

2012 2013 2014 2015 2016

M Extra-billing M Co-payment M NHI payment

2017




4 types of RSA

" 33 drugs(2013.12~2018.6)

1. Expenditure cap (45 5)
2. Refund 6 3 3 12(36.4) _ .

_ , Financial-based
3. Utilization cap per patient 2 1 - 3(9.1)
Refund+Expenditure cap 2 2(6.1)
4. Coverage with additional evidence - 1 - 1(3.0) Performance-based
Total 12 15 6 33(100)

Source : Yoo et al, 2019




So far.....

CED; 3%
. Exp.
100% Volume Cap+refund
. cap; 3%
= 35 drugs contracted with RSA
[CELLRANGE] 80%
16 :
14
12 60%
10
[CELLRANGE]
8 [CELLRANGE]
6 [CELLRANGE] 40%
[CELLRANGE]
4 Expenditure
2 cap; 49%
0 20%
2014 2015 2016 2017 2018

= 3 drugs (Revlimide, Pirespa, Evoltra) were terminated.
= Pirespa : Real price was 40.8% lower than the optical price

0%
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Finance-based

= Expenditure cap
» Refund E, to the NHI

¢ EA = Eactual _ Ecapped = P x Q _ Ecapped 1 if Eacutal > Ecapped

= Refund
» Refund E, to the NHI
* Ep = (Pfake — Preal) * Quctual

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

¢ EA = P * (Qactual _ Qcapped)r if Qactual > Qcapped




Performance-based

= Coverage with Evidence Development(CED)




Evoltra

= Study design by Subcommittee for RSA under the DREC, HIRA

» Endpoint, observation period, Sample size, Methodology

» Patient recruitment every 6 months to be reported to the committee

Remission rate

25% | 35%
Not listed | Price reset | Listed

via negotiation




Lesson learned

= Improved access to medicines = Transparency in Pricing

» 2.46 times(log odds) for Cancer = Patient copayment

drugs(Kim ES et al, 2016) = Administration costs

»NHIS identifies and pays back to
each patient(refund type)

" Impact was not evaluated yet
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2 AFerL Ct.
Thank you !

haeyoungkwon0111 @gmail.com
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