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—— HIRA evaluation
New drug
T 1
v v
Alternatives No alternative Alternatives
[
v v v v v
. Life-threatening Life-threatening
Comparative AND AND infer
Effectiveness Life-prolonging (Cancer Superior Non-inferior No addri]tiec::; value
AND OR
Rare disease Rare disease)
[ [ [ [ [ v
Pathway Essential drug PE exemption Risk sharing? PE WAP Non-reimbursed
[ I [
Cost Acceptable Acceptable No > wap
Effectiveness ICER ICER
v v Yes ¢ v
Maximum . Lowest A7 ] .
recommended A7 adjusted adjusted price Dual price l:;'zirﬁ':arp:tj;?. < WAP
price by DREC average price (3 or more countries)
T I I I T
L 1 | 1 1
l \ 4
Exemption from price negotiation
Price & volume negotiation WAP*90%, o
with NHIS WAP*95% (pediatric treatment)
WAP (New MOA., bioloaics, rare disease)
HIRA: Health Insurance Review and Assessment Service WAP: Weighted average price
ICER: Incremental cost-effectiveness ratio DREC: Drug reimbursement evaluation committee
PE: Pharmacoeconomics evaluation NHIS: National Health Insurance Service
MOA: Mechanism of action A7: Seven advanced reference countries (US, UK, Italy, German, Japan, Swiss and France)

2 Depends on the type of risk sharing, pharmacoeconomics evaluation is needed. Four types of risk sharing are as following; Refund, Conditional treatment

continuation, Expenditure cap, Utilization cap
4- KRPIA
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HEEH B N2 01 87kel =] S70 &= (2007d 72 - 2018 33)
Total Listed drugs Non-listed drugs
p-value
(N=360) (n=298) (n=62)
Oncology drugs 59 (16.4) 49 (16.4) 10 (16.1) 1.000
Drug category [ Orphan drugs 52 (14.4) 37 (12.4) 15 (24.2) 0.027
Non-oncology & non-orphan drugs [249 (69.2) 212 (71.1) 37 (59.7) 0.096
Essential drugs 9(2.5) 9(3.0) 0 0.368
Acceptable cost-effectiveness 286 (79.4) 269 (90.3) 17 (27.4) <0.001
HIRA review CEA/CUA 57 56 1
pathway CMA or below WAP 229 213 16
PE exemption 16 (4.4) 15 (5.0) 1(1.6) 0.325
Risk sharing agreement 18 (5.0) 18 (6.0) 0 0.052
Assessed under changed regulation? | 111 (30.8) 104 (34.9) 7 (11.3) <0.001
Etc Domestic company 147 (40.8) 115 (38.6) 32 (51.6) 0.065
A7 listing status (=3 countries) 188 (52.2) 160 (53.7) 28 (45.2) 0.264

P-value was calculated by Fisher’s exact test

HIRA: Health Insurance Review and Assessment Service
CEA: Cost-effectiveness analysis; CUA: Cost-utility analysis; CMA: Cost-minimization analysis; WAP: Weighted Average Price
PE: Pharmacoeconomics evaluation; A7: Seven advanced reference countries (US, UK, Italy, German, Japan, Swiss and France)

@ Regulation change in January 2014: risk-sharing agreement, exemption of pharmacoeconomics analysis and price negotiation
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