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Current Policies on the Expansion of Drug Indications
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Abstract In this study, we attempted to examine foreign cases of how prices are differentiated when the scope of drug
use expands in foreign countries. The targeted countries were Australia, the UK, and Japan. A comprehensive search was
conducted utilizing each country’s institutional websites and relevant articles. The UK and Australia conducts an economic
evaluation for each indication, the risk-sharing and the rebate rate for each indication differ despite the single price. If there
is uncertainty in clinical effectiveness in the new indication, additional data will be collected for approximately 2 years with
the managed access contract and then the benefit is reevaluated. Japan added indications without consideration for economic
evaluation and repeatedly cut drug prices if sales of high-priced drugs increased, resulting in the cumulatively 78.8% cut
for Opdivo®. We found that each country uses a distinct approach. In South Korea, value-based pricing for multi-indication
drugs should be contemplated from the long-term perspective considering drawbacks and benefits of such system.
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Aol SAF AsAR Fo7t A3k 2021 9€ol= Al o, T HIE A e AEAdde ERezvendA
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Table 1. Indication expansion and contract conditions for Keytruda® and Opdivo® in the national reimbursement coverage

Year Korea Australia The United kingdom Japan
Keytruda® (pembrolizumab)
2015 Melanoma (MES) Melanoma (MAA)
nd + Non-small cell lung cancer 2™ .
2017 Non-small cell lung cancer 2% 1 401 1o mohoma 2% fine (SC)  line (CAA) Melanoma

line

* Melanoma (CAA)

* Non-small cell lung cancer

« Urothelial carcinoma 2™ line

 Hodgkin lymphoma

+ Urothelial carcinoma 2™ line (CAA) * Urothelial carcinoma
» Non-small cell lung cancer * Price discount 11.2%
2018 Melanoma (SC) CAA d d admini .
» Non-small cell lung cancer (SC) ( ). . (dosage and administration
* Hodgkin lymphoma 2™ line w/o  change: comparable drug of
stem cell transplant (MAA) Opdivo®)
Price discount 41.0%
2020 (huge seller)
Price discount 47.8%
2021 (market expansion: comparable
drug of Tecentriq®)
* Non-small cell lung cancer Hodgkin lymphoma after stem
2022 « Hodgkin lymphoma 2™ line cell transplant or 2™ line w/o
« Urothelial carcinoma 2™ line stem cell transplant (CAA)
Opdivo® (nivolumab)
2014 Melanoma
2015 Non-small cell lung cancer
* Melanoma (rebate only) * Renal cell carcinoma
2016 Melanoma (rebate only) + Non-small cell lung cancer 2™

line (MAA)

 Hodgkin lymphoma

Non-small cell lung cancer 2™

* Hodgkin lymphoma (PAS)

Non-small cell lung cancer 2™ Non-small cell lung cancer

* Head and neck squamous cell
carcinoma 2™ line

2017 line fine (SC) (MAA) * Gastric adenocarcinoma
» Head and Neck Squamous Cell * Price discount 50.0%
Carcinoma (MAA) (huge seller)
» Head and neck squamous cell Price discount 76.2%
2018 Melanoma carcinoma (SC.) (dosage and administration
* Renal cell carcinoma change)
(w Yervoy®, SC) &
2019 Renal cell carcinoma

(w Yervoy®, MAA)

2021

* Renal cell carcinoma
(W Yervoy®™)

+ Hodgkin lymphoma 2™ line

* Head and neck squamous cell
carcinoma 2™ line

Price discount 78.8%
(market expansion: comparable
durg of Tecentrig®)

2023

Gastric adenocarcinoma,

Gastroesophageal junction
adenocarcinoma,

Esophageal Adenocarcinoma
(combination therapy)

Esophageal adenocarcinoma
(combination therapy, CAA)

SC, Subsidisation Cap; MES, Managed Entry Scheme; MAA, Managed Access Agreement; CAA, Commercial Access Arrangements
All contacts in Korea included provisions for rebates and SC, and contracts in both Australia and the United Kingdom uniformly included
provisions for rebates.
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Table 2. Current policies on the expansion of drug indications in Australia, the UK, and Japan
Country Pricing Risk Sharing Agreement Negotiation Post market management Contraé;tcrlznewal
Korea Financial risk: price discounting, * Monitoring volume S vears
o rebate, subsidization * Volume-based pricing ¥
Negotiation based on
Australia economic evaluation at  « Financial risk: rebate, Monitoring volume by indication S vears
initial listing & indication  gybsidization cap using unique code Y
The United ~ “XPanston * Clinical risk: managed access * Monitoring volume by indication 3
kingdom contract + VPAS years
» Formula . S S . oo
. .. Financial risk: price discounting o . Until price
Japan Reference pricing based on budget impact X Monitoring annual expenditure discounting

* Frequent repricing
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