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Total U.S. prescription drug spending, in S billions:
$564
E Medicare ' 528 [T
W Medicaid Actual | Projected $495
-+ ' > ;

Il Out of pocket
M Other payers
M Private health insurance

Part D begins!
$253 $253 $259 $259 5265

5236 $241 ”

]
15224

200532006 2007 2008 2009 2010 2011 2012 2013 2014:2{)15 2016 2017 2018 2019 2020 2021 2022 2023 2024

NOTE: Medicaid prescription drug spending accounts for rebates.
SOURCE: Kaiser Family Foundation analysis of CMS National Health Expenditure Data for Historical (CY2005-2014) and Projected

{CY2015-2024) Retzil Prescription Drug Expenditures, 2013-2024.
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Drug Price Negotiation - Why Now?

ZEIMedicare 52006 F 17 - #AEBEMEH - RERMEERBBE]E  ERNSFE
EXHREMR  HPRBESRHEREIHARNEMESEGS

RIBSE Ilﬁi‘E%ﬁJVA%(CBO)ZOlSEiEi Medicare 198 5RFIZET BOK)RMEE M
%3$3,590 - BN ABEREEFS210 -

Comparison of the estimated average price paid to brand-name prescription drug
manufacturers by Medicare Part D, Medicaid and VBA (U.S. official price = 1).

Negotiation Saves Money!

0.83
08 .
Part D VA Negotiating on behalf of
| Non- tiated Negotiated Medicare Part D

08 048 046 on ?)?.ﬁﬂe o Price patients could save
o Nexium $1433 $848 $156
02 Fosamax $764 $250 s

04 - g X Protonix $1148 $215 bllhon

US Official Prices Medicare Part D Medicaid Veterans' Benefits Zocor $ 1486 $ 127
(excluding rebates and Administration
discounts)

over ten years
Per patient, per year

—— S o https://welch.house.gov/media-center/press-releases/welch-and-61-
Source: CBO™™™: Avalere Health™; CMS™. Frakt house-members-introduce-prescription-drug-price-negotiati-0

Medicare Drug-Price Negotiation — Why Now . . . and How, Richard G. Frank, Len M. Nichols, NEJM, 2019
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T —l— l:l A
tg Market entry Benefit assessment Benefit decision Price negotiation Arbitration
-ﬁ E I (with EMA (G-BA and IQWIG) (G-BA) (manufacturer and insurers) (manufacturer,
Fl authorization) . arbiters, insurers)
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assessment and paid starting to be paid
negotiations 2nd year retroactively
starting 2nd year
— I
I I I 1 Market 3 6 12 15
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EMA = European Medicines Agency, equivalent to the U.S. Food and Drug Administration

G-BA = Gemeinsamer Bundesausschuss, or the Federal Joint Committee. Consists of representatives of the national insurance, physician, and hospital organizations.
Assesses the comparative clinical performance of new drugs.

IQWIG = Institute for Quality and Efficiency in Health Care. A privately governed but publicly accountable entity that clinically evaluates new drugs.
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...and How?

Targeted bargaining strategy
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Medicare Drug-Price Negotiation — Why Now . . . and How, Richard G. Frank, Len M. Nichols, NEJM, 2019 =
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II The Medicare Drug Price Negotiation Act of 2021

« Allowing Medicare to Negotiate Lower Drug Prices
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What about the NHIA
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Performance-based managed entry agreements for new medicines in OECD

® E‘ 1% Z—E_IZ l:llzll:l = Ej’ %% ?E]-' Efz" countries and EU member states: How they work and possible improvements
=~ =1= N 3 going forward. Martin Wenzl, Suzannah Chapman, OECD Health Working
= Papers No. 115.
- RBERUZBESEAEEN
NN an m=m/=/5< ZE Surveyed country: Australia, Belgium, Estonia, France, Hungary, Italy, Korea,

Lithuania, Netherlands, Norway, Portugal, Spain, Sweden, UK

[ Final sample (104 pairs) I Initial sample (57 pairs)

1 203
Eye and adnexa diseases oy 33
Skin and subcutaneous tissue diseases :‘ 28
Endocrine, nutritional and metabolic diseases fomm— 21
Musculoskeletal system and connective tissue diseases ;—' 17
Other |y 15
Digestive system diseases ; 13
Circulatory system diseases ;] 8
Blood diseases & disorders involving the immune mechanism

Respiratory system diseases fo]
Nervous system diseases ._-’
i

Certain infectious and parasitic diseases

Source: Authors based on OECD Survey and WHO ICD-10 Version:2016 (WHO, 20169)).
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Subject to Active Brand name Disease area, Indication Subject to MEAs in'

MEAs in substance ICD 10 chapter
(ATC code)
210/14 nivolumab Opdivo® neoplasms non-small cell lung Australia, Belgium, England, Italy, Korea,
countries (LO1XC17) cancer Lithuania, Netherlands, Portugal, Sweden
nivolumab Opdivo® neoplasms melanoma Australia, Belgium, England, Italy, Korea,
(LO1XC17) Lithuania, Netherlands, Portugal, Sweden
olaparib Lynparza® neoplasms ovarian, fallopian tube Australia, Belgium, England, Estonia,
(LO1XX46) and peritoneal cancer Hungary, ltaly, Korea, Lithuania, Portugal
pembrolizumab Keytruda® neoplasms melanoma Australia, Belgium, England, ltaly, Korea,
(LO1XC18) Lithuania, Netherlands, Portugal, Sweden
8-9/14 b i Adocetri Hodgkin lymphoma Australia, Belgium, England, Estonia, ltaly,
countries vedotin Lithuania, Portugal
(LO1XC12)
I multiple myeloma Australia, Belgium, England, ltaly, Korea,
(LO4AX04) Lithuania, Portugal, Sweden
osimertinib Tagrisso® neoplasms nonsmallcell lung  Australia, Belgium, England, Hungary, Korea,
(LO1XE35) cancer Netherlands, Portugal, Sweden
pembrolizumab | Keytruda® neoplasms non-small cell lung Australia, Belgium, England, Italy, Korea,
(LO1XC18) cancer Netherlands, Portugal, Sweden
7 countries adalimumab Humira® diseases of the hidradenitis Australia, Belgium, England, Italy, Lithuania,
114 (LO4ABO4) skin and suppurativa Portugal, Sweden
countries subcutaneous
tissue
alirocumab Praluent® endocrine, hypercholesterolaemia Belgium, England, Hungary, Italy, Norway,
(C10AX14) nutritional and Sweden
metabolic diseases
nivolumab Opdivo® neoplasms renal cell carcinomain |~ Australia, Belgium, England, Netherlands,
(LO1XC17) adults Portugal, Sweden
nivolumab Opdivo® neoplasms head and neck cancer = Australia, Belgium, England, Netheriands,
(LO1XC17) Portugal, Sweden
pazopanib Votrient® neoplasms advanced renal cell Australia, England, Hungary, Italy, Lithuania,
(LO1XE11) carcinoma Portugal
sacubitril / Entresto® diseases of the heart Failure Australia, Belgium, Hungary, Lithuania,
valsartan circulatory system Portugal, Sweden
(CO9DX04)
Notes:  The final sample of pfoduaimdlcatlon pairs for which information was provided in the survey varies between countries. These

numbers may therefore be ( because of ponse for individual product/indication pairs. 34
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Managed Entry
Agreements (MEAs)
L —
‘ Performance-based agreements |
Type Financial contain financial elements Performance-based
Level Patient-level Population-level Patient-level Population-leve/
: Coverage with Coverage with
Confidential Volume or ¢
discounthebats expandilure cap Expenditure cap evidence evidence
development (CED) development (CED)
Design .
o Price/volume Payment-by-result Payment-by-result
Free initial treatment agreement (PbR) (PbR)
Conditional
treatment
Performance-based managed entry agreements for new medicines in OECD continuation (CTC)
countries and EU member states: How they work and possible improvements
going forward. Martin Wenzl, Suzannah Chapman, OECD Health Working
Papers No. 115.
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