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Busting a myth: Is achieving US drug prices in
Europe impossible?

Few myths within the global drug pricing community seem as factual as the inability to achieve a
US-like price for an innovative New Molecular Entity (NME) in Europe. Willingness and ability to
pay are just too different in the different systems. Or are they?

Methodology

Our starting point was the combined experience of over 30 pharma pricing strategy consultants to
identify potential candidates — having worked on hundreds of pricing strategies, they should
know. In addition to anecdotal experience, we searched for evidence in the individual countries.
Germany and the UK, for example, are the two European countries where manufacturers can still
set their list price for NMEs and — after EMA marketing authorization — the price is automatically
reimbursed. While free pricing is the theory, in practice it is not that straightforward. In the UK,
NICE acts as a gatekeeper to access to NMEs via heath technology assessment (HTA), with
price the main driver for cost-effectiveness and patient access. In Germany, a reimbursement
price negotiation process was introduced in 2011 (AMNOG), which results in a publicly disclosed
rebate a year after launch that reduces the reimbursed price for the public health system.

Our methodology looked at publicly available prices and wholesaler acquisition cost (WAC) from the
IBM Micromedex RED BOOK in the US and public, ex-manufacturer (ex-Man), reimbursed list
prices in Europe, as found in MIMS (UK), Lauer Taxe (Germany), BOT Plus web (Spain), Gazzetta
Ufficiale (Italy) and Ameli BdM IT (France). We excluded undisclosed discounts — on both sides of
the Atlantic — due to lack of transparency and confidentiality. We then compared prices of NMEs of
similar pack sizes from the date of first publication and used the exchange rate USD to EUR/GBP
on that date. To account for time gaps and exchange rate changes between US strategy decision /
launch (which must pre-date Europe to set the base price) and EU approval / implementation time,
we defined ‘similar’ prices as EU prices above US prices or up to 20% lower.

We reviewed WAC and ex-Man prices for all EMA approved NMEs that underwent the AMNOG
process in Germany looking for similar US/EU list prices before AMNOG rebate negotiation
between 2011-2018. For the same EMA approved NMEs, we looked through MIMS to identify
relevant products in the UK (after deducting distribution margins). We then looked at the NMEs
identified in Germany and the UK in France, Italy and Spain on the basis that it would be more
challenging to achieve negotiated, reimbursed US prices in these countries — or for other NMEs
than those with freely set list prices in Germany and/or the UK.



Result: The myth is busted!

Based on this approach, we identified 16 different NMEs that in at least 1 of the 5 big EU markets
had a similar price to the US (12 were EMA approved between 2011 and 2018, and 4 before 2007).
13 of these products had at least one big EU market price that was within 10% of the US WAC.
Several of these products had a higher ex-Man price in Europe than WAC in US (see Table 1).

Table 1: NMEs with US / EU price parity
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NME 1 Oncology Q2 2004 No 0.82 n/a 1.25 1.02 1 n/a 126 9
NME 2 Immunology Q1 2006 No 0.65 0.75 1.38 0.69 n/a 1 71 11
NME 3 Immunology Q32006 No 0.65 0.66 1.09 n/a 1.1 n/a 50
NME 4 Immunology Q2 2007 Yes 0.86 0.85 1.3 1.02 1 n/a 76 91
NME 5 Oncology Q32011 No 1.6 1.62 1.03 1.24 1.09 n/a 16 19
NME 6 Ophthalmology Q12012 No 0.85 0.9 0.94 1 1.03 1.36 77 59 86
NME 7 Oncology Q12012 No 0.82 1.76 0.81 1 0.85 0.81 22 15 12
NME 8 Ophthalmology Q12013 No 0.73 1.07 0.88 0.86 0.91 n/a 45 24
NME 9 Oncology Q32013 No 1.22 1.94 0.9 1.48 0.99 1.22 9 14 1
NME 10 Oncology Q32013 Yes 0.93 1.48 0.84 1.23 1.16 n/a 11 24
NME 11 Oncology Q42013 No 0.94 1.32 1.03 1 1 1.2 20 10 9
NME 12 Oncology Q32014 Yes 1.2 1.9 0.97 1.5 1.55 n/a 16 31
NME 13 Oncology Q32015 No 1 1.26 0.93 0.91 0.92 n/a 18 9
NME 14 Oncology Q32015 Yes 1.34 1.93 0.92 n/a 1.73 1.93 25 3
Genetic ATU
NME 15 disease Q12018 Yes 0.82 1.08 0.92 n/a 0.88 083 11
ATU

NME 16 Oncology Q32018 Yes 1 1.2 n/a 1.04 n/a 0.97 10

Price ratio <1 = EU price is higher than US price; price ratio >1 = US price is higher than EU price (based on 2019 prices with
AMNOG rebate deducted 2011-2018); OD = orphan designation; bold = similar prices US/EU. Source: CRA analysis

During the period 2011-2015, the EMA approved just over 100 NMEs, of which 11 in at least two
of the big five EU countries achieved a price similar to the US at launch. Furthermore, of the ~40
oncologic NMEs approved over the same time period by the EMA, 9 were similarly priced in the
US and in at least 2 of the 5 big EU markets. These numbers provide sufficient evidence to
conclude the myth is busted.

We can also identify some characteristics of NMEs that have a higher chance of achieving US-
like prices in Europe:

e 10 NMEs are for oncologic indications

e 6 have an orphan designation

e All 16 are limited to specialist and / or hospital prescribing in EU markets

e There is significant unmet need in all indications
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Looking in closer detail, the free pricing (at launch) markets of Germany and the UK are the
countries most likely to achieve US-like prices (13 of 16 and 12 of 16, respectively). Of the
approximately 100 NMEs that went through the German AMNOG process from 2011 to August
2018, 9 went into the process with similar (reimbursed) list prices. Interestingly, 4 of these
managed to keep a US-like reimbursed price even after the negotiated rebate (see Table 1,
US/GER current).

Of the 16 NMEs from our Germany/UK list in Table 1, 12 also achieved a US-like price in Italy
and 9 in Spain. This was surprising as list prices in these countries are the result of
reimbursement negotiations with public institutions. All US priced NMEs are reimbursed for
hospital-only use in Italy and Spain, with an expectation of significant discounts at the purchaser
level. This does not contradict our myth-busting conclusion, as it is not different from the US
where there are also significant discounts at the purchaser level.

The downside of achieving US-like prices is that they come at the cost of increasing negotiation
timelines. Only looking at products launched in 2011-2018, data presented by the European
Federation of Pharmaceutical Industries and Associations (EFPIA) show that Spain had an
average time gap from approval to launch for all NMEs of approximately 17 months and for
oncology NMEs approximately 13 months. For all 6 NMEs with US-like prices launched 2011-
2018 it was 32 months, and 18 months for all 4 US-like priced oncology NMEs. In ltaly, the time
gap was smaller in the period 2011-2018, at around 13 months for all NMEs compared to 23
months for the 9 NMEs with US-like prices. For oncology NMEs, the difference was much smaller
at 12 months for all oncology drugs launched in Italy compared to 15 months for the 6 NMEs that
achieved US-like prices.

The toughest myth to bust was France, as prices for 8 of the 16 NMEs were not publicly
available. However, of the 8 NMEs with publicly available prices, 5 had US-like prices. Of these,
2 had US-like prices within the context of an early access scheme (ATU). Further investigation
revealed that the other 3 NMEs were earlier part of an ATU program and sold at US prices
during the ATU period. They also had very positive HTA evaluation ratings by the French

health authority (Haute Autorité de Santé), which seems to be a key driver of achieving a US-like
price in France, although this conclusion is drawn from a small sample size.

What does it mean?

Considering the limitations of our research design and the restricted pool of evidence, definitive
conclusions cannot be drawn. In addition, there are many influential factors that we did not take
into account, such as HTA outcomes and access constraints beyond label. Our anecdotal
findings, however, seem to suggest that a US-like pricing strategy could be considered as a
viable strategic option in Europe, at least for the (reimbursed) list price when the following
success factors can be ticked off:

NME in oncology or a rare / orphan disease for specialist / hospital use
Convincing clinical profile with benefit confirmed by the medical community
Possibility for somewhat credible economic justification of the price tag
High unmet need that allows for early access scheme (e.g. ATU in France)

ATU price in France and German/UK list price at launch set at parity to US by the company

DN NI N N NN

No concerns about longer negotiation time in countries like Spain, Italy
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Provided these factors are in place, achieving a US-like price in Europe also requires a different
approach to pricing strategies and/or product development. Rather than asking ‘What price can
we achieve?’ manufacturers should answer the following questions:

e Do we want to achieve a US-like price with this NME?
e Under what conditions can we achieve it for this NME?

These questions might help get you there — if you dare.

About CRA and the Life Sciences Practice

CRA is a leading global consulting firm that offers strategy, financial, and economic consulting
services to industry, government and financial clients. Maximizing product value and corporate
performance, CRA consultants combine knowledge and experience with state-of-the-art analytical
tools and methodologies tailored to client-specific needs. Founded in 1965, CRA has offices
throughout the world.

The Life Sciences Practice works with leading biotech, medical device, and pharmaceutical
companies; law firms; regulatory agencies; and national and international industry associations.
We provide the analytical expertise and industry experience needed to address the industry’s
toughest issues. We have a reputation for rigorous and innovative analysis, careful attention to
detail, and the ability to work effectively as part of a wider team of advisers. To learn more, visit
crai.com/lifesciences.
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The conclusions set forth herein are based on independent research and publicly available material. The views expressed
herein are the views and opinions of the authors and do not reflect or represent the views of Charles River Associates or any of
the organizations with which the authors are affiliated. Any opinion expressed herein shall not amount to any form of guarantee
that the authors or Charles River Associates has determined or predicted future events or circumstances and no such reliance
may be inferred or implied. The authors and Charles River Associates accept no duty of care or liability of any kind whatsoever
to any party, and no responsibility for damages, if any, suffered by any party as a result of decisions made, or not made, or
actions taken, or not taken, based on this paper. If you have questions or require further information regarding this issue of CRA
Insights: Life Sciences, please contact the contributor or editor at Charles River Associates. Detailed information about Charles
River Associates, a trademark of CRA International, Inc., is available at www.crai.com.

Copyright 2021 Charles River Associates
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Sources

e  https://www.ibm.com/products/micromedex-red-book

. https://www.cgm.com/lauer-fischer/loesungen_If/lauer_taxe_lf/lauer_taxe.de.jsp

. https://www.mims.co.uk/drug-price-changes-live-tracker/article/1698445

. https://botplusweb.portalfarma.com/

. http://lwww.codage.ext.cnamts.fr/codif/lbdm_it/index_presentation.php?p_site=AMELI
. https://lwww.gazzettaufficiale.it/

. https://www.gkv-spitzenverband.de/krankenversicherung/arzneimittel/verhandlungen_nach_amnog/ebv_130b/
ebv_nach_130b.jsp?submitted=true&sort=substance&descending=0&searchterm=Suchbegriff+eingeben&status=402176&
specialFeature=true#arzneimittelliste

. https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation
. https://www.theriaque.org/apps/recherche/rch_simple.php#
. https://lwww.efpia.eu/media/412747/efpia-patient-wait-indicator-study-2018-results-030419. pdf

. https://lwww.efpia.eu/media/412747/efpia-patient-wait-indicator-study-2018-results-030419. pdf
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