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International reference pricing for prescription
drugs: a landscape analysis
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SUMMARY

During the Trump administration, members
of Congress and the administration proposed
the introduction of international reference
pricing (IRP) to Medicare in order to reduce
US drug spending by benchmarking prices to
those in other countries. Many other coun-

tries currently use IRP.

Because the United States pays
the highest prices in the world for
brand-name prescription drugs, law-
makers have considered limiting US
drug prices based on prices in a “bas-
ket” of economically similar countries,
a strategy known as international ref-
erence pricing (IRP). Proposed policies
take 2 different approaches to IRP: the
Elijah Cummings Lower Drug Costs
Now Act (HR 3), which passed the
House of Representatives in December
2019, set a maximum negotiated price
at 120% of the basket average, required
further negotiation, and offered those
prices to the private market.!! The
Congressional Budget Office esti-
mated that IRP and price negotiation
would lower direct Medicare spending
during 2020-2029 by $448 billion.? The
Cummings bill was never given a vote
in the Senate in 2020, but a version of
it is likely to be reintroduced in 2021.
By contrast, an executive order
issued in 2020 by former President
Trump and an interim final rule from

We examined how US policy proposals com-
pare with the implementation of IRP in the
countries that would be referenced by the
United States. Nearly two-thirds of compara-
tor countries use IRP but also use other price
negotiation strategies. The congressional
proposal was most like the approach used
by other countries, while the Trump admin-
istration’s proposals took an uncommon
approach to IRP by not adopting additional
pricing strategies.

the Centers for Medicare & Medicaid
Services (CMS) took a “most favored
nation” approach, selecting the lowest
price from the basket as the maximum
reimbursable amount and applying it
only to Medicare.’* CMS estimated
$85.5 billion in savings over 7 years
from applying the most favored
nation model to Medicare Part B.*
The most favored nation approach
and its implementation through the
CMS rule have raised concerns among
prescribers that patient access will be
significantly restricted and negatively
impact care and outcomes.® Following
a court injunction, neither the execu-
tive order nor interim rule have been
implemented.®

Since the current Congress and
new presidential administration may
also seek to incorporate IRP into new
pharmaceutical pricing reform, we
sought to examine how other coun-
tries use IRP to help inform US policy
choices.
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International
Implementation of IRP

Many countries use IRP to negotiate
prices, so we sought to understand
how the 2 most prominent recent
US proposals compared with the
implementation of IRP in the coun-
tries that would be referenced by
the United States. The Cummings
bill referenced 6 countries: Australia,
Canada, France, Germany, Japan, and
the United Kingdom." The execu-
tive order covered member states
of the Organisation for Economic
Co-operation and  Development
(OECD) with a US-comparable gross
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TABLE 1 Characteristics of IRP Among 19 US Comparator Countries and 3 US Policy Proposals’**

IRP is
% GDP % US primary Covered
ondrug | GDP per | pricing |Countriesin| lives IRP applied How the basket Other
Country spending®| capita® tool basket, n | (millions)c to which drugs is referenced methods used
N Brand name? and Range 75%-125% Cost basis,
Japan 197 6182 No 4 12640 reimbursed® of average DTRPg, HTA"
. . 250 most expensive,
United States: No 6 brand-name, single source Average HTA, cost basis
HR3 .
drugs for Medicare
United States: . All drugs in
executive order 1.95 100.00 ves likely 19 62.98 Medicare Parts Band D Lowest N/A
United States:
CMS interim Yes likely 19 50 Medicare Part B drugs Lowest N/A
final rule
Canada* 175 7094 No |7(Llasof} 374, Brand name Median HTA, DTRP
mid-2021)’

. Brand name and . HTA, DTRP,
Germany 1.63 71.04 No 15 8291 reimbursed Weighted average informal IRP
Belgium 1.51 70.82 No 27 11.40 Brand name Average DTRP
France* 147 6212 No 4 66.94 Branpl name and Range between | HTA, DTRP, spending

reimbursed highest and lowest caps,’ other
Switzerland 146 125.90 Yesk 8.513 On-patent Average HTA, DTRP
Australia* 1.27 84.32 No 0 24.99 N/A N/A HTA, DTRP, cost basis
Austria 1.24 77.21 Yes 27 8.838 Brand name <Average Otherm
United 1.23 64.96 No 0 66.44 N/A N/A HTA, spending
Kingdom caps, other
Finland 112 74.77 No 29 5.516 Brand name Average" HTA
Sweden 1.07 79.26 No 0 10.18 N/A N/A HTA
Israel 0.94 67.02 No 7 8.873 All Average Other

Average
Iceland 0.92 102.80 No 4 0.353 Brand name (outpatient) or HTA, DTRP
lowest (inpatient)

domestic product (GDP) per capita, which the CMS rule
specified as at least 60% of the United States.>* OECD mem-
bers with a GDP per capita 60% or greater of the United
States were the 6 countries referenced in the Cummings bill
and Austria, Belgium, Denmark, Finland, Iceland, Ireland,
Israel, Luxembourg, the Netherlands, New Zealand, Norway,
Sweden, and Switzerland.

To describe the characteristics of IRP policies, we
searched peer-reviewed publications and grey literature
reports to determine if and how IRP is implemented, basket
sizes, referenced countries, percentage of GDP spending on
drugs, and other price negotiation policies in place.””

Of the 19 countries, 15 used IRP. Ten used IRP to supple-
ment health technology assessment, domestic therapeutic
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reference pricing, and other agreements reached through
direct negotiation with manufacturers. The remaining
5 countries used IRP as the primary approach to negotiate
prices, of which 3 were in the bottom third for spending on
drugs but also had higher GDP per capita and substantially
smaller populations than the United States. The median
basket size was 7 countries (range =1-29). The most common
approach was to use the average price among basket coun-
tries (n=9), whereas 1 country used the lowest. The United
Kingdom was the most frequently referenced country by the
sample (n=13), followed by Germany (n=12). All 15 countries
employing IRP used ex-factory (list) prices for IRP exclusively
for on-patent, brand-name drugs, with generics separately
regulated by non-IRP pricing procedures (Table 1).
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TABLE 1 Characteristics of IRP Among 19 US Comparator Countries and 3 US Policy Proposals’® (continued)

IRP is
% GDP % US primary Covered
ondrug | GDP per | pricing |Countriesin| lives IRP applied How the basket Other
Country spending?| capita® tool basket, n | (millions)c to which drugs is referenced methods used
Ireland 0.86 | 120.80 Yes 14 4.857 Brand name and Average HTA, DTRP
reimbursed
Outpatient
Norway 0.75 115.80 Yes 9 5.312 brand name Average of 3 lowest N/A
Netherlands 0.74 80.54 No 4 17.23 Brand name Average HTA, DTRP
Denmark 0.65 91.87 No 5.790 Inpatient brand name Average HTA, DTRP
New Zealand - 64.63 No 4.886 N/A N/A HTA, DTRP
Luxembourg 0.60 176.15 Yes 1° 0.608 Brand name N/A data missing

Note: Blue shaded rows are countries that do not use IRP; those marked with * are named in the Cummings bill.

92019 data from https://data.oecd.org/healthres/pharmaceutical-spending.htm#indicator-chart. Data for New Zealand is missing; it is positioned by percentage of
GDP on health spending.?

2019 GDP per capita from https://data.worldbank.org/indicator/NY.GDP.PCAP.CD?most recent value desc=true.

cCountry population except for United States. Data since 2018 from https://data.oecd.org/pop/population.htm. US data (October 2019) is total Medicare enrollment
(https://www.cms.gov/Research-Statistics-Data-and-Systems/Statistics-Trends-and-Reports/CMSProgramStatistics/Dashboard).

4“Brand-name” drugs encompass those that do not face competition and usually are still under patent protection. The countries in the table have separate
regulations for pricing generics.

¢Reimbursed medications are those included on a positive reimbursement list and paid for (in part or in full) by national insurance programs.

fCost-basis pricing considers the costs to manufacturers to produce the medicine and may include research and development costs.?

IDTRP is the practice of setting prices for new drugs to be the same as those for clinically similar drugs unless additional effectiveness can be proven, in which
case HTA is often used to determine the extent of additional benefit and therefore the appropriate price. Some countries use periodic price competition to set the
maximum price or reimbursement rates for a class of drugs, including on-patent, branded ones.

"HTA is broadly applied here to cover pricing approaches based on comparative effectiveness. Such approaches are sometimes called “value-based pricing.”
iCanada will be dropping the United States and Swrtzerland from lts current basket and addmg 6 countrles in July 2021. This table reflects the 2020-2021 basket
(https: da.

iHealth system spending on pharmaceuticals is capped and manufacturers are responsible for paying back overspend

IRP is used to weight two-thirds of the price calculation.”

!Until 2014, prices were referenced to “reasonably comparable overseas countries,” probably New Zealand and the United Kingdom (https:
industry/pricing/pbs-items/pba-policies-procedures).

m“Other” is used here as an inclusive category for discount agreements that may be negotiated with manufacturers, such as risk-sharing agreements, volume-based
agreements, managed entry agreements, or other discounts and rebates.

"Though IRP information is collected, there is limited information on its use, and it appears to inform negotiations rather than be regulated as a price ceiling.”
°Luxembourg references to the country of origin of the drug.

CMS=Centers for Medicare & Medicaid Services; DTRP=domestic therapeutic reference pricing; GDP=gross domestic product; HTA=health technology assessment;
IRP=international reference pricing; N/A=not available.

www.pbs.gov.au/info

Among the smaller cohort of 6 countries named in POllcy Im p lications
Most high-income countries use IRP to negotiate drug
prices, typically complementing other strategies—such as
health technology assessment for value-based pricing—that
aim to align prices with the health impact of new drugs. For
example, Switzerland uses a strong, formal IRP approach that

the Cummings bill, all primarily used health technology
assessment to negotiate prices, with 4—excluding Australia
and the United Kingdom—using IRP as a supplement, for
example, to set a range that the price should be in or to
compare prices when there are not clinically similar drugs

already available. These 4 countries have small baskets
(median=5.5, range=4-15), all reference UK prices, and 2
(Japan and Canada) reference US prices. Canada will remove
the United States from its basket in July 2021.

calculates a reimbursement price that is weighted by two-
thirds of the average IRP price and one-third by comparison
with Swiss prices for comparator drugs.” By contrast, the
German informal IRP approach limits IRP use to instances
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https://data.worldbank.org/indicator/NY.GDP.PCAP.CD?most_recent_value_desc=true
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when agreement is not reached with
the manufacturer on a reimbursement
price based on health technology
assessment.” The Cummings bill was
most similar to the majority of sam-
pled countries because IRP is used to
supplement other methods. In addi-
tion, the Cummings bill used a small
reference basket, identified an average
price based on the basket countries
and applied to brand-name drugs.

By contrast, the most favored
nation approach taken by CMS and the
executive order benchmarked to the
lowest basket price and did not include
additional methods for negotiation.
Few countries adopt an approach
using IRP alone to price drugs. A pri-
mary reason is that only list prices are
available for IRP. Because most coun-
tries negotiate confidential discounts
off list prices, relying exclusively on
IRP would overestimate actual prices.
Also, there are economic concerns
about the effects of strictly bench-
marking to other countries’ list prices
and how list prices may be manipu-
lated to minimize price reductions
in the United States or elsewhere."
Additional concerns with an IRP-only
approach include missing data and
the heterogeneity of available pric-
ing information, unaffordability of IRP
prices, and the introduction of coun-
try-specific formulations to make IRP
more difficult."?** Finally, the CMS
rule applied narrowly to 50 drugs,
while most other countries using IRP
broadly apply it to brand-name drugs.

If the United States implements
IRP, US prices will become sensitive to
price changes in the referenced coun-
tries and the referenced countries’
basket of countries. For example, the
United Kingdom is the most influen-
tial country for IRP schemes because
most countries reference its prices
and it does not use IRP. Political
changes, such as Brexit, and cur-
rency fluctuations affect drug prices
and can have ripple effects because
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of price cross-referencing between
countries.”* Using an average price
provides some insulation from fluc-
tuations. Thus, our results show that
if brand-name manufacturers raise
list prices in other countries, it would
blunt the impact of IRP and especially
the most favored nations approach.

The future of IRP under the Biden
administration and current Congress
is uncertain. Learning from the exam-
ple of its comparator countries, if the
United States adopts an IRP policy, it
should be one that uses IRP to anchor
price negotiations and complements it
with other reimbursement strategies,
such as value assessments.
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