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® J] BUNDESMINISTERIUM
@ ] FUR GESUNDHEIT

Alois Stéger
Bundesminister

Frau

Prasidentin des Nationalrates XXIV.GP.-NR
Mag.” Barbara Prammer 17213 IAB
Parlament 5

1017 Wien 11. Marz 201

zu SN 1

GZ: BMG-11001/0019-11/A/9/2011
Wien, amJO. Mirz 2011

Sehr geehrte Frau Prasidentin!

Ich beantworte die an mich gerichtete schriftliche parlamentarische
Anfrage Nr. 7454/) der Abgeordneten Dr. Belakowitsch-Jenewein und weiterer
Abgeordneter nach den mir vorliegenden Informationen wie folgt:

Fragen 1, 10 bis 12 und 16:

Die entsprechenden Medienberichte sind mir bekannt. Auf Grund von Einzelfallen
uber Probleme in der Versorgung mit bestimmten Medikamenten, die an das
Bundesministerium fiir Gesundheit herangetragen wurden, wurde bereits im
vergangenen Jahr bei einer Besprechung im Ministerium mit Vertreter/inne/n der
Industrie, der Apotheken und des GroBhandels festgestellt, dass generell keine
Gefahrdung der Versorgung von osterreichischen Patientinnen und Patienten mit
Arzneimitteln vorliegt.

Dabei wurde auch ubereingekommen, dass allféllige im Einzelfall bestehende
Probleme einer unzureichenden Versorgung von den beteiligten Vertriebspartnern zu
evaluieren und allfallig bestehende Schwachen im Versorgungssystem zu beheben
sind.

Auf Grund der dem Bundesministerium fiir Gesundheit vorliegenden Informationen
sind daher derzeit keine weiterfiihrenden MaRnahmen im Hinblick auf die
Sicherstellung der Arzneimittelversorgung der dsterreichischen Patientinnen und
Patienten zu treffen.

RadetzkystraBe 2, 1031 Wien Telefon +43 1 71100-4300 Fax +43 1 71100-14300
Internet www.bmg.gv.at E-Mail alois.stoeger@bmg.gv.at
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Fragen 2 bis 8:

Aus der Anfrage geht nicht hervor, auf welche Medikamente - rezeptpflichtige oder
-freie, Kassenmarkt (welche Box) oder Privatmarkt, niedergelassener Bereich oder
Krankenhausprodukte - sich diese Fragen beziehen. Bei Preisvergleichen dirfen
seridserweise nur gleiche Preisstufen (Hersteller- bzw. Fabriksabgabepreis,
GroRhandelspreis, Apothekenpreis und gegebenenfalls weitere Preisstufen wie der
dsterreichische Kassenpreis) gegeniibergestellt werden. Die gewiinschte Preisstufe
geht aus der Anfrage jedoch ebenfalls nicht hervor.

Dariiber hinaus sind auch die anfallenden Steuern auf Arzneimittel, v.a. die
Umsatzsteuer, zu beriicksichtigen, die in Europa sehr heterogen ausgestaltet ist:
Wihrend sie sich in Osterreich, der Slowakischen Republik und Italien auf 10 Prozent
belduft, betrégt sie in der Schweiz 2,4 Prozent, in Slowenien 8,5 Prozent, in Ungarn

5 Prozent und in Deutschland 19 Prozent, jeweils bezogen auf den
(Haus-)Apothekenabgabepreis.

Von der fiir internationale Preisanalysen gemaR § 4 Abs. 1 Z 10 Bundesgesetz liber
die Gesundheit Osterreich GmbH (GOGG) zustidndigen Pharma Preisinformation (PPI)
Servicestelle der Gesundheit Osterreich GmbH wurden Beispiele fiir Preisvergleiche,
die auf Europdischer Ebene mit den Mitgliedstaaten der EU abgestimmt wurden, zur
Verfiigung gestellt (INFOPRICE-Initiative des EU-Transparenzkomitees, vgl. Beilage A,
Abbildungen 1 und 2).

Im PPI Arbeitsprogramm 2011 ist auch eine umfassende Preisanalyse der
25 kostenintensivsten Arzneispezialitaten im dsterreichischen Kassenmarkt
vorgesehen, die Ergebnisse werden voraussichtlich im Mai 2011 vorliegen.

Erganzend sind auch zwei Abbildungen (Beilage A, Abb. 3 und 4) der letzten dem
Ressort bekannten Durchschnittspreiserhebung aus Osterreich aus dem Jahr 2006
beigeschlossen. Diese Studie wurde vom Institut fiir pharmadkonomische Forschung
erstellt. Weiters sind im Anhang auRerdem die OBIG-Studie , Internationale
Arzneimittelpreisvergleiche” aus dem Jahr 2004 (Beilage B) und eine Norwegische
Preisstudie, die Osterreich beriicksichtigt (Beilage C), beigelegt.

Alle genannten Studien bzw. Preisanalysen bestatigen das Bild, dass die
Herstellerabgabepreise erstattungsfihiger Medikamente in Osterreich am bzw. unter
dem EU-Durchschnittspreis liegen. Dies entspricht der Intention der letzten
Preisreform.

Frage 9:

Nein, im Ubrigen wird darauf verwiesen, dass erstattungsfihige rezeptpflichtige
Arzneimittel von den jeweiligen Patient/inn/en im Regelfall in ihrem Heimatland
bezogen werden, weil eine grenziiberschreitende Erstattung nicht vorgesehen ist.
Uber auf Privatrezept abgegebene oder rezeptfreie und daher fiir jedermann formlos
und anonym erhaltliche Arzneimittel existieren naturgemal® keine Daten.
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Fragen 13 bis 15:

Nein, Absprachen von Pharmafirmen iiber Kontingentierungen sind mir nicht
bekannt. Derartige Absprachen wéren kartell- bzw. wettbewerbsrechtlich zu
beurteilen, dies fillt aber nicht in die Zustiandigkeit meines Ressorts. Im Ubrigen
verweise ich auf die Beantwortung der Fragen 1, 10 bis 12 und 16.

Frage 17:

Hier darf auf die Verfahrensordnung zur Herausgabe des Erstattungskodex nach
§ 351g ASVG VO-EKO verwiesen werden. Der Abschnitt VIl weist unter den §§ 38

und 39 die Rechg‘{normen betreffend Lieferfahigkeit eindeutig aus.

Beilage
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BEILAGE A

Abbildung 1
Preisvergleich eines Statins (Origindr), 20 mg, 30 Stk. Packung, Herstellerabgabepreis pro Tablette, Juni
2010
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Wahrung. Euro, Wechselkurs flr Nicht-Euro Lander: Referenzkurs des Monats Juni der Europdischen Zentralbank
http.//sdw.ecb.int/browse.do?node=2018794

DK Der Herstellerabgabepreis wurde ausgehend vom GroRhandelspreis mit der Durchschnittsspanne nach EU
Durchschnittspreisregelung berechnet

UK: Der Herstellerabgabepreis wurde ausgehend vom Erstattungspreis des off. Gesundheitsdienstes mit der Durchschnittsspanne nach
EU-Durchschnittspreisregelung berechnet.

FI. Der HAP wurde ausgehend vom GroBhandelspreis mit der Durchschnittsspanne nach EU-Durchschnittspreisregelung berechnet

Quelle: PPl auf Basis von INFOPRICE 2010
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Abbildung 2
Bluthochdruckmittel (Originar), 50 mg, 28 Stk. Packung, 1 Filmtablette, Anteile der Akteure am Preis im
Erstattungsmarkt, Stand Juni 2010

0%

BO%

70%

60%

S0%

BE DE EE EL ES =R IE T LT L PT RO Sl

W Apotieke ® Crofhandel o Hersteller

AT

Preisbasis. Nettoabgabepreis (AT: Kassenpreis, IE. Preis des DTP + LTI-Schemas flur chronisch Kranke)
Waihrung: Euro, Wechselkurs fur Nicht-Euro Lander: Referenzkurs des Monats Juni der Europaischen Zentralbank
http:/ /sdw.ecb.int/browse.do?node=201879
Quelle: PPI auf Basis von INFOPRICE

2010
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Abbildung 3
Durchschnittlicher Herstellerabgabepreis pro Packung im Apothekenmarkt in 2006, in Euro
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Abbildung 4

Quelle IPF auf Basis von IMS-Daten

Durchschnittlicher Herstellerabgabepreis pro Packung des Apothekenmarkts in Osterreich vs. europaischer
Mittelwert 1994 bis 2006 in EUR
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Foreword

On behalf of the Norwegian Pharmacy Association (Apotekforeningen), the Institute for
Research in Economics and Business Administration (SNF) has conducted the project
“Comparison of pharmaceutical prices in Europe”. The purpose of the project has been to
examine whether the price level of prescription drugs in Norway are higher (or lower) than in
comparable European countries. A part of the project has also involved finding a sound
method for comparing prices of pharmaceuticals. The data used are delivered by IMS Health.

This report is a follow-up of two previous reports on the same topic. The first report (SNF
report 05/08) was conducted for the Ministry of Health, while the second report (SNF report
06/09) was conducted for the Norwegian Pharmacy Association who is also funding the
current report. The continuation of this project has enabled us to further develop our analysis
and understanding of pharmaceutical pricing across countries. In addition, we can now study
the development in prices and price difference across the ten European countries over time.

The project has been undertaken by Professor Kurt R. Brekke (project leader) at the
Norwegian School of Economics and Business Administration, Senior Researcher Tor Helge
Holmas at the Uni Rokkan Centre, University of Bergen, and Associate Professor Odd Rune
Straume at the University of Minho (Portugal). The authors are affiliated to the Institute of
Research of Economics and Business Administration and the Centre for Health Economics in
Bergen.

We wish to express our gratitude to director Oddbjern Tysnes and senior advisor Jon
Andersen at the Norwegian Pharmacy Association for useful suggestions and comments,

although this does not in any way make them responsible for the report’s content and
conclusions.

Bergen, May 2010

Kurt R. Brekke
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Abstract

In this report we compare prices of pharmaceuticals between Norway and nine Western
European countries (Austria, Belgium, Denmark, Finland, Germany, Ireland. the Netherlands,
Sweden and United Kingdom). The purpose is to examine whether pharmaceuticals are more
(or less) expensive in Norway than in comparable countries and thus whether there could be
any gains of “importing” foreign price levels.

To analyse the cross-country price levels we have obtained data from IMS Health for all
prescription bound pharmaceutical sales of the 300 most selling (in sales value) substances on
the Norwegian market for Norway and the nine reference countries. The data cover the first
six months in 2009 and contain information on prices at both wholesale level (AIP) and
pharmacy level (AUP), as well as sales volumes, manufacturer, product name, dosage,
presentation form, etc.

Based on these data we compute bilateral price indices (products common to Norway and a
given reference country) and global price indices (products common to all countries). The
price indices are calculated separately for on-patent and off-patent substances, as well as for
substances subject to reference price (trinnpris) regulation in Norway. We employ two
different approaches. First, we compare prices of similar packages. We pick the most selling
package in Norway and compare the price of this one with the same package (same pack size
and dosage strength) in the reference countries. Second, we compute average substance
prices, where we weight prices of each product with their sales. While the first approach
yields a high degree of precision in the price comparisons, the second ensures a much higher
degree of representativity. The main result is that Norway has among the lowest prices in
Western Europe irrespective of whether we look at the overall index or the index for the
patent or the generic market segment. For the substances under reference pricing (*“trinnpris’)
regulation, Norway has clearly the lowest prices. We also find that Norway has among the
lowest pharmacy margins in the sample.

Finally, we analyse the development in prices from 2007 to 2009. Most countries have
experienced price reductions over the period. The reduction in Norway 1s, however, fairly
strong compared with the reference countries. Low prices and margins can be explained by
the strict regulation of prices (and margins) in the on-patent-segment combined with
competition stimulating incentives in the generic segment (trinnpris). These factors are also
likely to explain why Norway is one of the cheapest countries in Western Europe when it
comes to prescription drugs.
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1. Introduction

1.1. Objective

In this study we compare prices of pharmaceuticals in Norway and nine Western
European countries, i.e., Austria, Belgium, Denmark, Finland, Germany, Ireland, the
Netherlands, Sweden and United Kingdom. These countries constitute the basket of
countries that form the basis for setting maximum prices for prescription drugs in
Norway, and can therefore be considered to be relatively comparable countries. The
objective of the study is to see whether prescription drugs are less or more expensive
in Norway than in other Western European countries. We also study the change in
price levels and price indices over the three last years. Finally. since we have
information on prices at both wholesale (AIP) and retail (AUP) level we also compare
pharmacy margins across the ten coutries.

1.2. Data and analyses

In this study we have obtained data from IMS Health for the 300 top-selling
(prescription bound) active substances in Norway in the first half of 2009. The data
set contains detailed information on price, volume, patent status, originals/generics,
pack size, presentation, strength, etc. We have prices per pack and per (standard) dose
for each product sold within the top 300 substances. Prices are at both wholesale
(AIP) and retail (AUP) level. Using the sales data, we compute volume-weighted
average prices for each active substance. We also calculate the (percentage) pharmacy
margins for all countries using the wholesale and retail prices. This data set is also
combined with similar data from 2007 and 2008 based on two previous studies by
Brekke, Holmas and Straume (2008, 2009), so that we in addition can study any
trends in prices and price differences.

When comparing prices across countries, we construct price indices in which the
various products are assigned weights to reflect a representative pattern of
consumption in the benchmark country. In this study, we use primarily Norwegian
consumption weights, where products or active substances with high sales levels
(measured in volume terms) in Norway are assigned a higher weight than products or
active substances with low sales levels. In this way, it can be ascertained what a
typical Norwegian “shopping basket” would cost in the various reference countries,
which gives us a measure of any cost savings.

The calculation of price indices entails a trade off between two aspects: precision
versus representativity. For pharmaceuticals, this appraisal i1s particularly important
because many types of pharmaceuticals are involved (for various conditions). and the
same pharmaceuticals come in many variants (original/generic, pack size, strength,
presentation, etc.). Precision is maximised by comparing the prices of the same packs
between countries. The top-selling pack for a given active substance is then typically
chosen in the benchmark country (Norway), and the price of this is compared with the
price of corresponding packs in other countries.
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The problem with price comparisons based on identical packs is that a representative
sample 1s rarely obtained. Firstly, it is often the case that the top-selling pack of a
given active substance in Norway is not the top-selling (and thus most representative)
pack in the reference countries. In many cases, this pack is not found in other
countries, which could typically give a false impression of price differences between
countries. Secondly, the comparison of identical packs will typically exclude generics
and thus lead to over-representativity of original preparations, resulting in the
overestimation of prices in countries with high levels of generic competition. In
addition, by selecting only the top-selling pack within a substance, a large amount of
information is ignored.

When we examine the sample of pharmaceuticals, both the number of active
substances and average pack sizes vary considerably between countries. This indicates
problems with representativity if the price comparisons are based on a narrow product
definition, i.e. identical packs. Using volume-weighted average prices per active
substance for each country reduces this problem. Most price indices are therefore
calculated on the basis of volume-weighted substance prices, but we also report price
indices based on comparisons of identical packs so that we take account of both
precision and representativity.

Many price indices are calculated in the study. First, we calculate bilateral price
indices, in which we match products or substances that are common to Norway and a
given reference country (say Sweden). We then calculate global price indices in which
we only compare prices of products or substances available in all countries in the
sample. The price indices are calculated for all active substances, but we also report
separate subindices for the patent and generic market segment, and also separate price
indices for pharmaceuticals subject to reference pricing (trinnprisregulering).

Using the data from 2007 and 2008, we examine the development in the price indices.
There are generally three reasons for why the price indices may vary over time. First,
prices of pharmaceuticals might change. Second, exchange rates might vary. Third,
there might be changes in the consumption weights and the sample of products across
years. Price changes can be detected by looking at the price change for products that
are in the sample each year. This gives us the nominal changes in prices for each
country from year to year. The impact of exchange rates is analysed by using last
year’s exchange rates to recalculate this years price indices.

1.3. Results

The main result is that UK, Norway and Sweden are the three cheapest countries in
the reference group of ten Western European countries, wheras Ireland, Belgium and
(usually) Germany are the three most expensive countries. This ranking is very robust
to how we compute the price indices and also fairly consistent across submarkets as
the patent and generic market segments (see summary of rankings according to the
various price indices in Table 7.1, p. 36). UK is usually the cheapest country, but for
the pharmaceuticals that are subject to reference pricing (trinnpris) in Norway, then
Norway 1s clearly the less expensive country.
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When we look at the development over time in the price indices, we see that Norway
becomes even less expensive during time. In fact, since 2007 and 2008, all countries
become more expensive relative to Norway. Using last year’s exchange rates, we
show that a significant part of the favourable change in the price indices is due to
currency fluctuations. However, we still find that Norway become cheaper compared
with the reference countries even after correcting for exchange rate fluctuations
(though the differences are much smaller). We then proceed by analysing the changes
in (nominal) prices for the products present in 2007 and 2008 using each country’s
own currency. Here we find that prices tend to decline in all countries, but the price
reductions in Norway are among the strongest.

Finally, we use regression analyses to study price differences across the ten European
countries in our sample. These analyses confirm our findings from the price index
analyses, though the differences in price levels are smaller. We also use regression
analysis to study differences in percentage (not absolute) pharmacy margins. These
analyses show that Norway has the lowest (percentage) pharmacy margins if we look
at all substances. In the patent segment, UK seems to have lower margins.

The low prescription drug prices and pharmacy margins in Norway are likely to be
due to strict price and markup regulation in the patent market segment combined with
several competition stimulating incentives in the generic market segments such as
reference pricing (trinnpris) and generic substitution regulations.

1.4. Structure of the report

The report is organised as follows. In Chapter 2 we describe the pharmaceutical
market and various regulatory regimes adopted in this market. We also classify the 10
countries included in this study with reference to the various types of regulatory
regimes. In Chapter 3 we provide an overview of the data and present some
descriptive statistics of key variables. In Chapter 4 we present price indices for
Norway and the nine reference countries. In Chapter 5 we analyse the change in price
indices over time. In Chapter 6 we conduct regression analyses to test whether the
differences in prices are statistically significant. We also test for differences in
pharmacy margins across countries. Finally, Chapter 7 concludes the report with a
brief summary of our main findings and a overview of the rankings of countries
according to price levels.
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Chapter 2. Regulations in the prescription drug market

The market for prescription drugs is generally characterised by low price elasticity of
demand and considerable market power on the supply side. From a policy perspective,
this is a worrying combination, since an unregulated market is expected to yield high
prices and a correspondingly high level of expenditures for drug consumption. Indeed,
most countries are using several regulatory instruments in order to control prices and
total consumption of prescription drugs. In this chapter we will give a brief overview
of some of the most important regulatory instruments used and briefly discuss how
different regulatory choices are expected to affect prices and demand for
pharmaceuticals. We will then categorise the ten different countries under study with
respect to the regulatory instruments used.

2.1. An overview and discussion of different regulatory instruments

We can make a fundamental distinction between supply-side and demand-side
regulation. Supply-side regulation attempts to control drug prices directly and can
apply to different levels of the vertical supply chain: manufacturers, wholesalers and
retailers (pharmacies). On the other hand, demand-side regulation attempts to control
prices indirectly through the design of the reimbursement system. In other words, we
can distinguish between regulation of the price that the suppliers of drugs receive
(supply-side regulation) and regulation of the price that consumers actually pay
(demand-side regulation). The latter type of regulation consists mainly of different
forms of reference pricing, where regulators attempt to increase the degree of
competition in the market through the design of the reimbursement system.

Reference Pricing

Reference pricing implies that drugs are classified into different reference groups
based on therapeutic effect. For each reference group, the regulator chooses a
reference price, which is the maximum reimbursable price for all drugs in the
reference group. Any positive difference between the actual drug price and the
reference price is not reimbursable.

The effect of reference pricing is to increase the price elasticity of demand for prices
above the reference price, which will stimulate price competition and yield lower
prices. The lower the reference price is set, the stronger is the effect on price
competition.

Generic reference pricing

Under generic reference pricing (GRP) the reference groups are constructed so that
each group only contains drugs with identical active chemical ingredients. This
implies that GRP by definition only applies for the off-patent market. Thus, GRP is a
regulatory instrument that is primarily intended to stimulate generic competition, with
the expected price effects occurring in the off-patent market.
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Therapeutic reference pricing

Under therapeutic reference pricing (TRP) the reference groups are constructed
according to therapeutic (but not necessarily chemical) equivalence. This implies that
drugs currently under patent protection can be included. provided the existence of
sufficiently close therapeutic substitutes. Thus, TRP implies that (part of) the on-
patent market is more directly exposed to stronger competition. It is therefore
reasonable to assume that TRP also will stimulate generic competition, leading to
lower prices, to an even stronger degree than GRP.

Other instruments to stimulate competition

In addition to specific reference pricing schemes, the demand side can also be
regulated through the more general design of the reimbursement system. An important
factor here is whether the patient co-payment is set as a fixed fee or as a percentage of
the drug price (or a combination of both). By designing the reimbursement scheme
such that the consumer pays a share of the actual drug price, the price elasticity of
demand is increased. However, the pro-competitive effect of a percentage co-payment
scheme is often counteracted by the fact that many countries (including Norway)
impose a cap on total drug expenditures (per year and sometimes per script) for
consumers.

The absence of both reference pricing and percentage co-payment should in principle
lead to a very low price elasticity of drug demand. with a correspondingly low degree
of price competition. Among the countries under study, this situation applies to three
countries: Austria, Ireland and UK.

Another instrument for stimulating price competition is to allow for generic
substitution by pharmacies. This means that, if a brand-name drug is prescribed, the
pharmacy can, if possible, dispense a cheaper copy drug instead. This could
potentially be a powerful regulatory instrument if generic substitution is either
compulsory or stimulated through financial incentives for the dispensing pharmacies.

Price cap regulation

Reference pricing (GRP or TRP) does not solve the problem of cost control for the
group of on-patent drugs where no close therapeutic substitutes exist. Therefore,
reference pricing is usually combined with supply-side regulation. The most common
way to regulate the supply side of the drug market is through price cap regulation,
which defines a maximum price for each drug.

Many countries have introduced a price cap regulation scheme commonly referred to
as international reference pricing. This regulatory scheme implies that the price cap
for a new drug is determined as a weighted average of prices for the same (or an
equivalent) drug in a pre-defined group of countries. This group usually consists of
countries with comparable price and income levels.
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The most obvious effect of international reference pricing is that is contributes to an
international harmonization of drug prices. The more countries that apply this
instrument the stronger the effect.

International reference pricing is now the most common type of price cap regulation
for prescription drugs and is applied in a majority of the ten countries under study.’
The exceptions are Denmark, Germany and UK.

Mark-up regulation

In addition to price-cap regulation at the level of manufacturers or wholesalers, most
countries also regulate the mark-ups of pharmacies (and, in fewer cases, wholesalers)
in order to control the drug prices that consumers face.

One interesting issue with respect to mark-up regulation is that different mark-up
schemes could affect the final consumer prices through the pharmacies’ dispensing
incentives. More specifically, if pharmacy mark-ups are set as a percentage add-on to
wholesale prices, pharmacies would have a financial incentive to increase their
(absolute) mark-ups by dispensing more expensive drugs. This incentive could be
eliminated by setting the mark-up as a flat fee. Even if the mark-up is set as a
percentage, the incentive for pharmacies to dispense more expensive drugs could be
counteracted by choosing a regressive mark-up scheme, where the percentage mark-
up is lower for more expensive drugs. As we will see below, all these alternatives are
currently in use by one or more of the ten countries under study.

2.2 A regulatory classification of the ten countries

Here we classify the ten countries according to the different instruments used in
demand-side regulation (Table 2.1) and supply-side regulation (Table 2.2). Notice that
this distinction is not always clear-cut. For example, although we have categorized
generic substitution as demand-side regulation, this could arguably also be classified
as a supply-side instrument. The information is mainly extracted from the PPRI
Project ("Pharmaceutical Pricing and Reimbursement Information™).”

When making this classification, it is important to bear in mind that many real-world
regulatory schemes combine elements from the more stylized regulatory models
presented above. This means that the assignment of different countries to different
regulatory schemes is not always clear-cut. In Table 2.1, ambiguous classifications are
marked with an asterisk and apply to Belgium, Ireland, Norway and Sweden.

Let us briefly comment on the ambiguous classifications. First, the reference pricing
system used in Belgium can be described as an unusually far-reaching form of GRP.
The reason is that the scheme was extended in 2007 to include, in principle, off-patent
brand-name drugs without generic competitors in the market. Regarding Ireland, the

' In some cases, international reference pricing is combined with other criterias, such as therapeutic
benefit, when setting the price cap.

* Available at http:/ppni.oebig.at
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generic substitution scheme is unusually weak, in the sense that generic substitution is
merely allowed, but not encouraged through direct instructions or financial incentives.
We have also classified Norway as a country with generic reference pricing, although
this is not the official name given to the current scheme. However, the system
nevertheless has the fundamental ingredients of a reference pricing system (with an
exogenously determined reference price). The same argument applies to Sweden,
which does not officially use generic reference pricing. However, since it is
compulsory for pharmacies to perform generic substitution, unless the patient chooses
to pay the price difference between the brand-name drug and the cheapest available
generic drug, the system is a de facto generic reference pricing scheme. Finally, it is
also worth mentioning that even if Germany uses percentage co-payments, this
applies only to certain price intervals.

Table 2.1 Demand-side regulation

Country Generic Therapeutic Generic Percentage
reference reference substitution copayment
pricing pricing
Austria No No No No
Belgium Yes* No No Yes
Denmark Yes No Yes Yes
Finland Yes No Yes Yes
Germany No Yes Yes Yes
Ireland No No Yes* No
Netherlands No Yes Yes No
Norway Yes* No Yes Yes
Sweden Yes* No Yes Yes
UK No No No No

Regarding recently implemented reforms in these countries, it is worth noticing that
Finland introduced generic reference pricing from 1 April 2009. It is reasonable to
expect that this should lead to lower prices, particularly in the off-patent segment.

As previously mentioned, Austria, Ireland and UK are the “outliers” in this group in
the sense that hardly any regulatory instruments are used to stimulate generic
competition. These countries do not have generic reference pricing, percentage co-
payments or regulatory schemes that provide incentives for generic substitution. On
the other hand, Germany and the Netherlands are the only countries that apply
therapeutic reference pricing, which stimulates competition not only in the off-patent
market, but also among on-patent drugs.
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Table 2.2 Supply side regulation
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Country International Mark-up regulation

Reference Wholesalers Pharmacies

pricing

Austria Yes Regressive (%) Regressive (%)
Belgium Yes Linear (%) Linear (%)
Denmark No No direct regulation Linear (% + flat fee)
Finland Yes No direct regulation Regressive (% + flat fee)
Germany No Regressive (% + fixed fee) Linear (% + flat fee)
Ireland Yes Linear (%) Linear (%)
Netherlands Yes No direct regulation Fixed fee mark-up
Norway Yes No direct regulation Linear (% + flat fee)
Sweden No No direct regulation Regressive (% + flat fee)
UK No No direct regulation No direct regulation

Regarding the use of supply side regulation, we see that the combined choice of
instruments varies quite a lot among the different countries under consideration. The
most consistent pattern is that in all but one country, mark-up regulation at pharmacy
level is applied (the only exception is UK, where pharmacy remuneration is based on
fee-for-services). Several countries also use regressive mark-up schemes (or just a flat
fee in the case of the Netherlands) in order to counteract pharmacy incentives to
dispense more expensive drugs.
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Chapter 3. Data og sample

Data for the price comparisons have been provided by Intercontinental Medical
Systems (IMS).” We have obtained data from IMS for Norway and the following nine
reference countries: Austria, Belgium, Denmark, Finland, Germany, Ireland, the
Netherlands, Sweden and the United Kingdom. The reference countries comprise the
nine countries included in Norway’s basket for setting maximum prices for
prescription pharmaceuticals. In this part of the report we provide an overview of data
and the sample of active substances, with particular emphasis on how the prices are
calculated.

3.1. Sample

We have got price and volume data for all prescription bound products sold in the 300
top-selling (measured in terms of sale value) active substances in Norway over the
period 1 January to 30 June 2009.* The sample comprises exclusively pharmaceuticals
sold via pharmacies. Pharmaceuticals purchased and sold in hospitals are not
included.’

The data set contains detailed information on prices and volumes per month for the
period in question. In addition, the data contain information on a number of other
aspects such as active substance name, therapeutic classification, product name,
producer, original or generics, patent status, pack formulation (capsule, tablet,
strength, etc.), and pack size.’

Information on patent status was missing for 21 active substances. These are mainly
older pharmaceuticals (vaccines and a few combination pharmaceuticals). Since we
do not know whether these products are patent protected or not, we exclude these
from our sample, which leaves us with 279 active substances for Norway.

As expected, not all of the 279 active substances on the Norwegian market are sold in
the comparison countries. Table 3.1 below shows how many of the top-selling
Norwegian active substances are sold in the other countries. We can see that for the
entire sample, the number of active substances varies from 300 in Norway to 266 in
Belgium. If we limit the sample to active substances with patent status, the number of
active substances varies from 279 in Norway to 246 in Belgium. If we consider active
substances sold in all countries — which we refer to as globally active substances — the
number is 219 for the entire sample and 198 if we exclude pharmaceuticals without

* IMS is a company that has specialised in collecting data on pharmaceutical sales throughout the
world.

! These were the 300 top-selling products over the period September 2008 to September 2009. The
turnover figures are based on prescription pharmaceuticals sold via pharmacies.

* The sample includes certain pharmaceuticals that can be called hospital pharmaceuticals in the sense
that they are prescribed and often consumed in connection with hospital treatment, e.g. etanercept
(Enbrel). However, these are only included in our data if the patient obtains these preparations via a
hospital pharmacy or a private pharmacy.

¢ In the case of pharmaceuticals not in tablet form, there may be some deficiencies, particularly with
regard to strength.
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information on patent status. This is a relatively high level of representativity,
indicating that the comparison group is good.

Table 3.1 Number of active substances in Norway and the reference countries, 2009

All Substances Substances on Substances n the
substances without patent reference pricing sample
status (trinnpris)
Norway 300 21 45 279
Sweden 290 % 44 273
Denmark 285 17 45 268
Finland 279 16 45 263
UK 271 15 44 256
Germany 277 18 43 259
Netherlands 280 16 44 264
Belgium 266 20 44 246
Austria 271 18 45 253
Ireland 272 15 45 257
Global active 219 - 41 198

substances

3.2. Price data

Pharmaceutical prices arise in three forms: producer prices, wholesale prices and
pharmacy prices. We follow the established terminology and refer to producer prices
as the wholesale purchase price (GIP), wholesale prices as the pharmacy purchase
price (AIP) and pharmacy prices as the pharmacy sale price (AUP). In the study we
primarily focus on AUP since this is the price that the public authorities (insurers) and
patients face. However, we also compute price indices at wholesale level (AIP). The
difference between AUP and AIP is the gross margin obtained by the pharmacies. We
also take a closer look at this.

IMS collects price data in different ways in the individual countries. In principle, it
collects information on actual pricing at a point in the distribution chain. It then uses
detailed information from each country on discounts, profit regulations and
reimbursement prices to calculate the other prices. It also calculates wholesale and
pharmacy margins where necessary. The table below provides an overview of how the
price data from IMS have arisen for each country.

All prices are free of value added tax (VAT). Price differences therefore do not reflect
differences in VAT between countries. Most countries in the sample have lower value
added tax than Norway, apart from Denmark, which also has a VAT rate of 25%.
Sweden, for example, has no VAT on prescription pharmaceuticals, followed by
Belgium and the Netherlands with only 6% VAT. From economic theory, we know
that high taxes can contribute to producers cutting their prices to avoid losing sales.
However, as long as demand for pharmaceuticals is relatively price inelastic, it is
likely that patients bear much of the burden associated with high levels of VAT.

The prices from IMS are in the individual country’s currency. We have converted all
prices to the Norwegian currency, so all prices are expressed in Norske kroner (NOK).
For each month, we use the average exchange rate for the previous six months: For
January 2009, we thus use the average exchange rate for the period from August up to

10
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and including December 2008; for February 2009, we use the average exchange rate
for the period from September 2008 up to and including January 2009, etc.

Table 3.2. IMS price data: Observed price, source, calculation of AUP and AIP.

Country Observed Source Calculation of AUP and AIP
price

Austria GIP Official list prices  AIP and AUP are calculated by applying regulated
from producers markups for wholesalers and pharmacies.

Belgium AUP Association 6 % VAT 1s deducted from AUP.
Pharmaceutique AIP is calculated by using reimbursement prices and
Belge regulated pharmacy markups.

Denmark AIP Wholesaler AUP 1s calculated by applying regulated pharmacy
mvoices markups.

Finland AlP Finnish AUP 1s calculated by applying regulated pharmacy
pharmaceutical markups and specific charges.
association

Germany GIP German Health AIP and AUP are deducted by applying regulated
Institute (Lauer- markups. Repayments (clawback) to the sickness
taxe database) insurance funds are then deducted.

Ireland AIP Ofticial list prices  AUP is calculated by applying regulated pharmacy

from wholesalers

The Netherlands ~ AIP Pharmacy mvoices

Norway AIP Wholesale mvoices
Sweden AIP Apoteket

United AIP National Health
Kingdom Service

markups and information on reimbursement prices.

AUP is calculated by deducting estimated AIP discounts
and then applying regulated pharmacy markups.

AUP is calculated by applying regulated pharmacy
markups.

AUP is calculated by applying regulated pharmacy
markups.

AUP is calculated by deducting estimated AIP discounts
and then applying regulated pharmacy markups
(dispensing fees).

Price data come in two variants: price per pack and price per dose. The price per pack
will be used when we compare identical packs across countries. We select the best-
selling pack in Norway for a given active substance and compare the price of the same
pack in the reference countries, where these exist. The advantage of this approach is
that precision is ensured in the sense that exactly the same product is compared across
countries.

However, the disadvantages are many, and essentially relate to a lack of
representativity. Firstly, picking only the best-selling pack for each substance, implies
that we throw away information about all other packs for this substance. For Norway
there are almost 2500 products, implying an average number of products for each
substance of about 8. Thus, comparing prices per pack implies that we on average
eliminate 7 products per substance. If we look at the overall number of products, we
eliminate information of 2200 products by this procedure, and this is just for Norway.
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Secondly, the top-selling (and thus most representative) pack in Norway may not be
among the top-selling ones in the reference countries. In the worst case, this pack is
not sold at all in these countries. Table 3.3 below shows the average pack size for the
countries in the sample.

Table 3.3 Average number of doses per pack.

All active substances Substances with patent

status
Austria 28.8 289
[reland 432 434
UK 44.0 44.6
Belgium 442 44 3
Norway 50.6 499
Germany 51.6 51.6
Finland 52.1 51.6
Denmark 55.2 554
Netherlands 553 56.0
Sweden 69.8 69.0

We see that average pack size varies between the countries in the sample. Austria has
the smallest packages, with an average of 28.8 doses per pack. Sweden, on the other
hand, has the largest packages, with an average of 69.8 doses per pack, which is more
than double the size of Austria. The pack size in Norway is fairly average of the
countries in the sample.

Finally, comparing prices of identical packs will mean that generics often drop out. In
the case of active substances that have come off patent, there are often a number of
generic products on the market, and these often have a smaller market share than the
original product. A selection based on top-selling packs within an active substance
could then lead to low representativity of generic products in the segment for non-
patent-protected products, and not give a true picture of the price because the original
preparation is typically higher priced than generics.

Price per dose is indicated by price per IMS standard unit’. A standard unit is a proxy
for a dose, and is defined by IMS as a tablet, a capsule, 10 ml liquid, etc. It is difficult
to find a perfect measure of a dose, but so long as a dose is relatively constant across
the countries in the sample, this will be relatively unproblematic. The advantage of
price per dose is that these are defined for all packs and formulations. This makes it
possible to calculate an average price for each active substance. Such an approach
means that we make use of all price information. This also ensures a good
representation of generics. As we will explain later, we weight the prices for an active
substance by volume, so that we attach greater importance to the price of products that
sell more than to the price of products that sell less. The weightings are calculated on
the basis of each country’s sales, so that we obtain the most representative price for
each country. In this way, we achieve a high level of representativity. This approach is
in line with Danzon and Chao (2000), who also provide a discussion of these two
approaches.

" There are other dose measures used such as price per defined daily dose (DDD), price per gram of
active substance, etc. These are not available to us via IMS’s data set.
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The volume-weighted average price per dose then becomes:

i
NOK10x—-+ NOK20x 2 + NOK30xL2 = NOK 23.33
30 30 30

The arithmetic (unweighted) mean in the example above is NOK 20. The volume-
weighted average price in the example then becomes higher because the most
expensive packs are the top-selling ones. If this has been the opposite — i.e. if turnover
of the more expensive packs had been relatively low — the volume-weighted average
price would conversely have been lower than the arithmetic mean.

Many studies compare prices of identical packs instead of calculating the average
price within an active substance. The top-selling pack in the base country is then
selected, and the price of this pack is then compared with corresponding packs in the
reference countries. In our example, pack 3A is the top-selling one with a price of
NOK 30. The problem with this approach is, as mentioned earlier, that this pack may
not exist or may have lower sales in the reference countries. In addition, we throw
away a lot of information by excluding other pack sizes in the price comparison.
Volume-weighted average prices take account of both these aspects, and yield a much
higher level of representativity.

3.5. Percentage margins

As we have information on pharmacies’ sale price (AUP) and pharmacies’ purchase price
(AIP), it is possible to say something about how the margins vary between countries. To
calculate the margins, we use the most common method (the Lerner index) for calculating
relative margins/price supplements in a market:

_AUP-AIP,
AUP,

100

The margin 1s thus measured as a percentage of the pharmacies’ sale price (AUP). For
each country, we use volume-weighted average AUP and AIP per active substance
and calculate margins on the basis of these prices as described above.

3.6. The patent and generic market segment

The sample contains pharmaceuticals that are on patent and pharmaceuticals whose
patents have expired and copy preparations (generics) have been launched, or could
potentially be launched, as an alternative to the original preparation. It may be useful
to break down the sample according to whether or not the pharmaceutical is protected,
partly because the competitive situation i1s different and partly because many
countries, including Norway, use different regulations of these two segments. In
addition, it is the case that a certain yield (and thus a higher price) will be ensured
during the patent period to promote innovation in pharmaceuticals, while the lowest
possible price is a natural policy target once the patent has expired. One way of
dividing the sample could be to use the patent status variable in the data set. It
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emerges, however, that pharmaceuticals within the same active substance are
registered both as being on patent (protected) and off patent (not protected). In
addition, this variable is difficult to use across countries. We have therefore chosen
not to use this variable. However, the data set contains information on whether a
pharmaceutical is an original preparation or generic.® We therefore observe whether
generics are sold within an active substance. In the light of this information, we
construct the following two sub-indices:

1. Active substances without actual generic competition in Norway.
2. Active substances with actual generic competition in Norway.

The first index represents the patent segment, while the second index represents the
generics segment. All active substances for which we report the sale of generics in
Norway in January 2009 are classified as having generic competition. In the case of
active substances that do not have generic competition in the first period (January
2009), but have generic competition in one of the next 5 months, we classify the
active substance as being without generic competition up to the month when we first
report actual generic competition.

Table 3.4 Active substances with generic competition in Norway and globally

All acive  Without generic  With generic  Without generic ~ With generic

substances  competitionin  competition competition competition
Norway in Norway globally globally
Norway 279 159 120 116 163
Sweden 273 154 119 114 159
Denmark 268 152 116 104 153
Finland 263 148 115 109 154
UK 256 140 116 97 159
Germany 259 148 111 108 151
Netherlands 264 147 ] 105 159
Belgium 246 134 112 98 148
Austria 253 136 117 99 154
Ireland 257 144 113 104 153

A potential problem with using actual generic competition in Norway as a basis for
classification in the patent and generics segment is that the size of the patent segment
may be overestimated, as substances might have gone off patent without generic
competition taking place in Norway. This classification may therefore give rise to
incorrect estimation of price differences. In Brekke, Holmés and Straume (2008) we
therefore also used a different approach to separate the patent and the generic market
segments. In particular, we defined the patent segment by active substances that did
not have generic competition in any country. The generic segment would then be the
residual number of active substances that had generic competition in at least one
country. However, as the results turned out to be quite similar regardless of which
approach we used, we choose not to include these indices in this report.

® This information does not exist for certain pharmaceuticals. This group is equivalent to those that do
not have patent status, as discussed in the introduction. These (21) active substances are excluded from
the data set. so that we are left with (279) active substances with information on whether an original
preparation or generic is involved.

15
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Chapter 4. Price indices

In this chapter we present the results for the various price indices we have calculated
for Norway and the nine reference countries. Price indices are often sensitive to how
these are calculated. We have therefore conducted a number of different
approximations for calculating the indices. First, we compare prices of identical packs
between countries. Second, we compute volume-weighted average prices per dose per
substance and use these to compare prices and construct price indices. Third, we
calculate bilateral and global price indices at wholesale (AIP) and retail (AUP) level.
Finally, we calculate separate indicies for the patent and generic market segments, as
well as for the substances subject to reference pricing (trinnpris). Before we present
the analyses, we provide a brief theoretical presentation of price indices generally.

4.1. General aspects of price indices

A price index 1s a weighted average of prices for different products, generally
calculated over time, such as the consumer price index. If we have two time periods,
period 0 and r, and two products, product 1 and 2, we can express a price index as
follows:

PiW, + piw,

1, %100,

0
Pyw+ paw,

where w; and w- are weights applied to the respective prices and p/, p|.p; and p;. In
calculating price indices, it is customary to use sold quantities as weights to take
account of the relative importance of the various product prices. We can obtain two
different indices depending on the choice of weights. If we choose sold quantities in
the last period (period ) as weights, we obtain the so-called Paasche price index:

4 + pig
P = p;qlr p_q- XIOO,

plql + piq;

where ¢, and g5 are quantities of product 1 and 2 sold in period 7. If we choose

quantities sold over the base period (period 0) as weightings, we obtain the so-called
Laspeyres price index:

#..10 t 0
L —pIQI+p1[)£]:‘JXIOO,

" plal +pia;

where g/ and ¢, are quantities of product 1 and 2 sold in period 0. Both these price

indices will express changes in average prices over time. If prices are less (more) than
100, this means that there has been a reduction (increase) in average prices over the
period.
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In this study, we calculate differences in average prices across countries (not over
time) to see whether the prices of pharmaceuticals in Norway are higher or lower than
in other countries. Let us assume two countries, Norway and Abroad, where products
1 and 2 are sold (but with potentially different quantities). The general price index can
then be expressed as

U u
_Pw+pow,
Pyw + pyw,

where p and p; are the prices of product 1 and 2 abroad, and p," are p;’ the
prices of products 1 and 2 in Norway, and w; and w, are the weights to be applied to
these different prices. It is customary to use weights to express the relative importance
of the products including when price indices are to be calculated across countries. If
we use quantities sold abroad as weights, we calculate a Paasche price index. It is
nevertheless natural in this context to use quantities sold in Norway as weights, giving
us a Laspeyres price index, which can be expressed as follows:

v N U _N
P4 tP.4q,
= NN o NN

L 4 *P
"opteY +prgl

x 100

L)

where ¢, and g are quantities sold of products 1 and 2 in Norway. If the price
index is more (less) than 100, this means that average prices abroad are higher (lower)
than in Norway. However, it does not mean that all prices are higher abroad than in
Norway. We can imagine that product | has a higher price abroad than in Norway
(p, > pl). while it is the converse for product 2 ( p} < p2'). The effect on the price

index will thus be determined by the weighting, which in our case is determined the
Norwegian consumption weights. If product | has a low sales volume relative to

product 2 in Norway (¢g," < g, ). this may give rise to a price index of less than 100,
1.e. on average the price level in Norway is lower than abroad.

For most price indices, we will use Norwegian quantity weightings. In this way, we
measure what a Norwegian “shopping basket” costs abroad. If Norway is more
expensive than the reference countries, the differences in the price index may be
interpreted as the cost savings that could be achieved by importing the foreign price
level. In Brekke, Holmas and Straume (2008) we also conducted sensitivity analyses
where we used Swedish and Danish quantity weightings to see whether the price
indices change. Such a comparison means that we import both foreign prices and
foreign shopping baskets into Norway. The latter is a more unrealistic measure of
possible cost savings. However, the results were fairly robust to these sensitivity
checks.

4.2. Price indices for identical packs

Let us first compare prices between countries for identical packs, i.e. packs with same
size (e.g. 100 tablets) and strength (e.g. 500 mg Paracetamol). For each of the 279
active substances, we select the top-selling (measured in number of doses) pack in
Norway. For certain (28) active substances, the data set does not contain information
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on strength. To ensure that we do not compare the price of packs with different
strengths, these are excluded. We are left with a sample of the 251 top-selling packs in
Norway. These packs are then linked to corresponding packs in the reference
countries. We do not require the packs to be available in all countries (global) to be
included in the calculation. The matching is carried out bilaterally for each country, so
that the number of packs included varies between the reference countries from 190 in
Sweden to 63 in Ireland. We then calculate paired price indices for each country based
on the selected packs. The prices are weighted with Norwegian consumption weights,
where the weights are simply the number of doses sold of a given pack divided by the
total number of doses sold. The Norwegian consumption weights are calculated for
each reference country depending on which packs are included in the sample.

All the price indices we calculate based on prices of identical packs are reported in
Table 4.1 below. We will now only focus on the main results. Figure 4.1 reports the
price indices for all packs in the sample at wholesale (AIP) and pharmacy (AUP)
level. We have ranked the countries from cheapest to most expensive based on
pharmacy prices (AUP), which we consistently will do in this chapter.

Figure 4.1 Bilaterale price indices, identical packs, AUP and AIP.
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If we look at final pharmacy prices, we see that only UK is less expensive (about 18.2
per cent) than Norway. The third cheapest country is Sweden where prices of
prescription drugs are slight (8.1 per cent) more expensive than Norway. The most
expensive countries are Ireland (72 per cent), Belgium (71 per cent) and Germany (61
per cent). However, if we look at the wholesale level (AIP), the picture is slightly
different. Norway is now the cheapest country, followed by UK (0.4 per cent) and
Sweden (7 per cent). The most expensive countries are Belgium (71 per cent),
Germany (53 per cent) and Denmark (38 per cent). Ireland is only 22 per cent more
expensive than Norway at AIP level. The differences between AUP and AIP are due
to differences in pharmacy profit margins, which are very high in especially Ireland
but also Finland. On the contrary, UK has very low pharmacy margins, which
explains why they are so cheap at retail (AUP) level.
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Figure 4.2 below summarises the price indices for the on-patent prescription drugs.
We see that the picture is fairly consistent with the overall rankings. UK is 19.8 per
cent cheaper than Norway at pharmacy level, wheras Sweden 1s 6.9 percent more
expensive. In the other end, Belgium and Ireland have changed rankings. Belgium is
now the most expensive country with 68.4 per cent higher prices than Norway, while
Ireland has 654 per cent higher drug prices in the on-patent market segment at
pharmacy (AUP) level. If we look at AIP level, Ireland becomes even less expensive,
with the difference indicating high pharmacy margins.

Figure 4.2: Bilateral price indices, identical packs, on-patent market segment.
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Finally, we take a look at the generic market segment. Figure 4.3 below illustrates the
price indices at AUP level for off-patent products with generic competition both at the
overall level and for the set of off-patent products under reference pricing (trinnpris)
in Norway.

Figure 4.3: Bilateral price indices, identical packs in the generic market segment and
under reference pricing (trinnpris), AUP.
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If we look at the price indices for top-selling packs with generic competition (called
“generic”’), UK is still cheapest (12.9 per cent) followed by Norway and Sweden that
i1s 11.2 per cent more expensive than Norway. As before, Ireland, Belgium and
Germany are the most expensive countries. However, if we look at the products
subject to reference pricing (trinnpris) in Norway, then Norway is the cheapest
country followed by Sweden (13 per cent more expensive) and UK (23 per cent more
expensive). For these products also the price differences are much larger than for the
rest of the products. Ireland is for instance about 175 per cent more expensive on the
same packs as in Norway at retail level.

As mentioned above, a main problem with price indices based on identical packs is
that representativity is low.” We therefore proceed by calculating price indices based
on the volume-weighted average prices per substance per dose.

4.3. Price indices based on average substance prices

We start out by calculating bilateral price indices. The procedure is the same as for
identical packs, apart from the fact that here we match active substances instead.
Table 4.2 below presents all bilateral price indices we have calculated based on the
volume-weighted average substance prices per dose. Here we only focus on the main
results.

Figur 4.4: Bilateral indices, average substance prices, AUP and AIP, all substances.
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From the figure we see that UK is still the cheapest country when we compare prices
of all substances, but the price differences are much smaller than for identical packs
(see Figure 4.1). UK is now only 2.1 per cent less expensive than Norway. Sweden is
the third cheapest country, while Ireland and Belgium are the most expensive
countries. If we look at wholesale prices (AIP), Norway is the cheapest country
followed by Sweden and UK. This picture is fairly similar to the one we got when
comparing prices of identical packs.

? See Danzon and Chao (2000) for a full discussion and analysis of the problems associated with basing
price indices on identical packs.
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We also calculate separate price indices for the patent and the generic market segments. We
see from Table 4.2 that the picture for the patent segment is quite similar to the one for all
substances. However, this is not the case for the off-patent market segment. The price indices
for this market segment are given by Figure 4.4 below.

Figure 4.4: Bilateral indices, average substance prices, generic market segment
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If we look at the pharmacy prices (AUP), we see that Norway is now the cheapest country
followed by Sweden (5 per cent more expensive) and UK (9 per cent more expensive). Thus,
the results are sensitive to whether one compares prices of identical packs or average price per
dose for substances common to both countries. As before, Belgium and Ireland are by far the
most expensive countries in the generic market segment. This pattern is fairly similar if we
look at the wholesale prices, though the price differences become lower, and some countries
(Ireland, Germany and the Netherlands) become relatively less expensive. The change in
ranking and price differences between AUP and AIP reflects differences in retail pharmacy
margins.

A subset of substances in the generic market segment is subject to reference pricing
(trinnpris). Figure 4.5 shows the price indices for this segment. We see that Norway is even
cheaper than its reference countries for these products. UK is the second cheapest country
being 12.9 per cent more expensive than Norway, whereas Sweden is the third cheapest
country with 14.5 per cent higher prices than Norway. Belgium and Ireland are by far the
most expensive countries also for this set of substances.
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Figure 4.5: Bilateral indices, average substance prices, reference pricing (trinnpris)
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4.4. Price indices for global substances

An alternative way of calculating price indices 1s to limit the sample to active substances for
which we have price observations in all countries, i.e. global matching. An advantage of this
approach is that we have price observations for all active substances in the sample. Another
advantage is that the comparison between two foreign countries, say, Sweden and UK, is now
more precise since we compare prices of products that are present in every country. When we
apply the requirement of global matching, the number of active substances in the sample is
reduced to 198, which equates to about 70% of the total sample of active substances in
Norway. While we lose some observations, the representativity is still very high and much
higher than the price comparisons of identical packs. We calculate several price indices based
on global substances, which all are reported in Table 4.3 above. Below we focus on the main
results from these figures.

Figure 4.6 shows the global price indices for all (198) active substances at both wholesale
(AIP) and retail (AUP) level. We see that UK is still the cheapest country if we look at retail,
pharmacy prices, being about 6.7 per cent less expensive than Norway. Norway is as before
the second cheapest country, followed by Sweden, where prices are on average 14.8 per cent
higher than in Norway. Belgium and Ireland are the two most expensive countries as usual. At
wholesale (AIP) level Norway is the cheapest country, which is also what we found using
bilateral price indices. The reason UK is cheaper than Norway is that they have lower
pharmacy margins. We also see that the price spread is lower at AIP level than at AUP level.
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Figure 4.6: Global indices, average substance prices, all substances.
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Figure 4.7 present the price indices at AUP level for the generic market segment, as well as
the subset of off-patent substances that are subject to reference pricing (trinnpris) in Norway.
We see that UK have only marginally lower (1.4 per cent) prices at the generic market
segment, while Norway is 11.1 per cent cheaper for the off-patent substances under reference
pricing (trinnpris). Sweden is third as usual, followed by Denmark.

Figure 4.7: Global indices, average substance price, off-patent market segment (AUP)
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The overall conclusion is that the rankings seem to be fairly consistent and robust across the
various approaches in how to calculate the price indices. There are some differences across
market segments, but UK, Norway and Sweden are consistently the three cheapest countries
in all indices, and Germany, Belgium and Ireland are the three most expensive countries in
almost all price comparisons.
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Chapter 5. Changes in prices and price indices from 2007 to 2009

In this chapter we look at the changes in price indices for the three year period from 2007 until
2009. The data for 2007 and 2008 are obtained from our two previous reports on cross-country
price comparisons of pharmaceuticals in Europe (see Brekke, Holmas and Straume 2008, 2009).
Having data over time (not just across countries) allows us to examine potential trends in prices
in Norway and the reference countries. It also allows us to examine how sensitive price indices
are to exchange rate fluctuations. First, we compare the price indices across years. Second, we
check whether the changes in the indices are due to exchange rate fluctuations by computing this
year’s price indices using last year’s exchange rates. Finally, we look at the nominal price
changes for each country using products that were present in all years.

5.1. Development in price indices 2007-2009

Figure 5.1 below plots the bilateral (AUP) price indices based on volume-weighted average

substance prices per dose for all substances in our sample. The figures from 2007 and 2008 are

obtained from Brekke, Holméas and Straume (2008, 2009). In the figure below, we rank the

countries from cheapest to most expensive in 2009.

Figure 5.1: Bilateral indices, average substance prices (AUP), all substances, 2007-2009.
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The main picture is that the ranking of countries is very consistent and robust across years with
one minor exception. UK has gone from being slightly more expensive than Norway to being
slightly less expensive. However, if we look at the differences in the price indices across years,
we see that while most countries became slightly less expensive relative to Norway between 2007
and 2008, the opposite is true between 2008 and 2009. In this period, most countries seem to
become more expensive relative to Norway. While the change is marginal for UK and Sweden,
this is not the case for the rest of the countries. Especially, Ireland is now 213.5 per cent more
expensive than Norway in 2009, wheras they were “only” 140.4 per cent more expensive in 2008,
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What can explain the observed development in the price indices? Generally, there are four
sources of change in the price indices over time.

Fluctuations in exchange rates

Different trends in prices of pharmaceuticals
Changes in the sample of substances and products
Changes in the Norwegian consumption weights.

S S

We will first take a look at the most obvious source of change in the price indices, namely the
exchange rates. The obvious way to analyse the impact of exchange rate fluctuations is to
calculate this year’s price indices by using last year’s exchange rates. Table 5.1 reports all the
bilateral price indices for 2009 based on average substance prices (cf. Table 4.2) when using
2008 exchange rates.'” Figure 5.2 below illustrates the rankings of the overall price indices using
all substances.

Figure 5.2: Bilateral indices, average substance prices (AUP), all substances, 2008, 2009 and
2009 with 2008 exchange rate.

35C

15C = 2008

106 m 2009

2 +f =
5C 2009 w/08-ER

We see that all countries, except for UK and Sweden, get a lower 2009 price index when using
2008 exchange rates. The reason for this is that the EURO has become more valuable relative
NOK during this period. The same argument applies to Danish kroner, while the British Pounds
and Swedish kroner have become slightly less valuable relative to NOK. However, exchange rate
fluctuations do not explain the whole change in the price indices. Even when controlling for
exchange rates, we see that all countries become more expensive relative to Norway during this
from 2008 to 2009, though the changes are much weaker.

" The same exercise is done in Brekke, Holmas and Straume (2009) for the years 2007 and 2008. There we also see
that exchange rate fluctuations explain quite a lot of the variation in the price indices across years.
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5.2. Nominal changes in pharmaceutical prices 2007-2009

A second source of changes in the price indices is national variations in how prices develop over
time. Do prices decline faster in Norway than in the reference countries? In this section we
compare the prices for the same product in 2007, 2008 and 2009 in each country’s own currency.
Obviously, if a new product enter (or an “old” product exit) the sample, this product will not be
included in the price change. Thus, we compare the price development for products that are
present in all periods. Price changes are measured only at pharmacy retail price (AUP) level, and
the change is measured as follows:

AUP, - AUP._

. where t = 2009 and t-1 = 2007 or 2008.
AUF |

Price change =

Price changes are not adjusted for inflation, implying that we look at nominal price changes in
each country. The price changes are also measured separately for the patent and the generic
market segments, as well as the reference priced products (trinnpris). Table 5.2 below presents
the results for the period of 2008-2009.

Tabell 5.2: Nominal changes in average pharmacy prices (AUP) from 2008 to 2009 (own
currency), the number of substances in parenthesis.

All substances On-patent Off-patent Reference priced

substances substances substances
Norway -0,014 (232) -0,029 (123) 0,002 (109) 0,000 (45)
Sweden -0.001 (227) 0,006 (119) -0,007 (108) -0,037 (43)
Denmark -0,007 (221) 0,026 (117) -0,045 (104) -0.110 (45)
Finland -0,023 (222) -0,014 (117) -0,032 (105) -0,094 (45)
UK -0,002 (219) -0,001 (113) -0,003 (106) 0,002 (44)
Germany -0.021 (217) 0,004 (118) -0,049 (99) -0,058 (42)
Netherlands -0,049 (226) -0,015 (120) -0,086 (106) -0,206 (43)
Belgium -0,008 (211) 0,003 (110) -0,021 (101) -0,023 (43)
Austria -0,004 (214) 0,002 (107) -0,010 (107) -0.051 (45)
Ireland -0,149 (219) -0,137 (133) -0.161 (106) -0,198 (45)

If we look at all substance, then prices decline in every country. The largest change is in Ireland,
with a 14.9 per cent price reduction. This is likely due to reductions in the regulated margins that
pharmacies are allowed to calculate in Ireland. In Norway the prices declined with 1.4 per cent.
Most countries have an even weaker reduction in the prices. In the on-patent segment, the price
reduction is 2.9 per cent on average for Norway. Only Ireland has a larger reduction than
Norway. In fact, several countries face a marginal price increase on products in this segment.

For the off-patent market segment, we see that prices decline in all countries, except for Norway.
At first glance this seems counterintuitive since Norway is the most or second cheapest country
according to the price indices for this market segment. However, a potential explanation is that
the prices decline instantaneously, especially for the drugs under reference pricing (trinnpris), but
then stay fairly constant at the lower price level afterwards. This is consistent with the results in
Table 5.3 below.
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Tabell 5.3: Nominal change in average pharmacy prices (AUP) from 2007 to 2009 (own
currency), the number of substances in parenthesis.

All substances On patent Off patent Reference priced

substances substances substances
Norway -0,027 (232) -0,035 (123) -0,017 (109) -0,079 (45)
Sweden -0,001 (227) 0,006 (119) 0,013 (108) -0,046 (43)
Denmark -0,040 (221) -0,003 (117) -0,081 (104) -0.152 (45)
Finland -0,033 (222) -0.012(117) -0,056 (105) -0,126 (45)
UK 0,011 (219) 0,017 (113) 0,000 (106) -0,057 (44)
Germany -0,000 (217) 0,047 (118) -0,057 (99) -0,098 (42)
Netherlands 0,156 (226) 0,289 (120) 0,004 (106) -0,103 (43)
Belgium -0,018 (211) -0,004 (110) -0,034 (101) -0,066 (43)
Austria 0,008 (214) 0,042 (107) -0,026 (107) -0,097 (45)
Ireland -0,150 (219) -0,144 (113) -0,157 (106) -0,214 (45)

If we compare with 2007, we see that Norway has experienced a greater price reduction than
from 2008. For all substances, we have had a 2.7 per cent reduction, where 3.5 per cent is due to
price reductions in the on-patent segment and 1.7 is due to price reductions in the generic market
segment. Especially, for the substances under reference pricing, the price reductions have been
larger. Combining the figures in Table 5.2 and 5.3 suggest that while price reductions seem to be
consistent in the on-patent segment, the trend is weaker in the generic market segment, even for
the reference priced products.

For the rest of the countries, we see again that Ireland has the largest price reductions over the
period, while in fact the Netherlands has the highest price increases. The rest of the countries
experience fairly stable price trends over this time span.

30




7273/AB XXIV. GP - Anfragebeantwortung gescannt

SNF report no. 08/10

6. Regression analyses

In this part of the report we analyse differences in pharmacy prices and margins using regression
analyses. An advantage of this kind of analysis compared with calculating indices is that it is
possible to study price differences between countries corrected for the fact that other aspects may
also vary. We have for example seen that pack size varies considerably. Correcting for pack size
in the regressions means (in somewhat simplified terms) that we compare prices between
countries for identical pack sizes. In the analyses we would also like to correct for the proportion
of each active substance sold as tablets. We have also tried to use the strength of the
pharmaceutical as an explanatory variable, but as this had no significant effect we have chosen to
omit this variable from the analyses. In analyses of this kind, we can also correct for the fact that
not all countries are represented with the same active substances in the data set. We do this by
including a dummy variable for each active substance'', which implies that we are comparing the
prices of the identical active substances. In these analyses, we will therefore expect the results
(the differences between the countries) to be less sensitive to which active substances we include
in the analyses.

6.1. Pharmacy prices (AUP)

In the regression analyses, we have chosen to focus on volume-weighted average prices (see
Chapter 4.1 for an explanation of how these have been calculated). In these analyses, we use
dummy variables to identify price differences between countries. In other words, we have, for
each country, constructed a variable with value 1 for all price observations for that country, while
the variable has the value 0 for price observations for all other countries. As we have 10
countries, we obtain 10 such dummy variables. To be able to identify the effect of these variables,
i.e. how much of the price differences they explain, we must omit a variable. We have chosen to
omit the variable for Norway, which means that we compare prices in the other countries with
prices in Norway. For example, we can see from the results in Table 6.1 below that the estimated
effect of the variable "Denmark" is 0.110, which means that prices in Denmark are 11 per cent
higher than in Norway (this interpretation is due to the fact that prices are in logarithmic form). A
negative value could accordingly be interpreted as how many per cent lower the average price
was, compared with the price level in Norway. However, it is important to note whether or not
the estimated effect of the variable is statistically significant. If we consider the coefficient for
"Sweden", this has a value equal to 0.051. As this is not statistically significant (coefficients that
are statistically significant are asterisked), we conclude that average prices in Sweden do not
differ from those in Norway.

In Table 6.1 we present the results from regression analyses where we use all active substances
(columns 2-4) and only global active substances (columns 5-7). We further distinguish the active
substances according to whether they are on or off patent. In the same way as when we compared
price levels using indices, we also find here that Norway proves to have low pharmaceutical
prices. As expected, the results are relatively similar if we analyse the entire sample of

"' We estimate fixed effect models.
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pharmaceuticals or only consider the sample of global pharmaceuticals. When discussing the
results, we therefore only focus on the total sample. We can also see from the table that the price
differences are not as great as when we compared the price indices in the previous chapter. Part
of the reason for this may be that, in this part of the analysis, we do not weight the prices with
Norwegian consumption weights.

If we focus on all substances for the entire sample (column 2), we find that Ireland has clearly the
highest prices, approximately 64 per cent higher than in Norway. Belgium and Germany also
have high prices (33 and 37 per cent higher respectively than in Norway), while Austria, Finland
and the Netherlands has a price level around 21-28 per cent higher than Norway. Denmark has a
price level 11 per cent higher than Norway, while the Swedish price level does not differ
significantly from the Norwegian price level. United Kingdom is the only country with a price
level lower than Norway (20 per cent).

Table 6.1 Differences in pharmacy prices (AUP), volume-weighted substance prices.

Total sample Global substances
All Substances Substances All Substances Substances
substances without with generic  substances without with generic
generic competition generic competition
competition competition
Sweden 0.051 0111 -0.028 0.071 0.138 -0.008
(0.039) (0.033) (0.076) (0.045) (0.037) (0.083)
Denmark 0.110™" o272 -0.098 0.086" 0.269"" -0.115
(0.039) (0.034) (0.077) (0.044) (0.033) (0.082)
Finland 0.2437 0321 0.141° 0273 0361 0.172"
(0.039) (0.033) (0.076) (0.044) (0.037) (0.077)
Netherlands 0276 0.230"" 0337 0.249™" 0251 0.262""
(0.034) (0.033) (0.076) (0.044) (0.037) (0.082)
Austria 0.210"" 0212 0.204"" 0.238"" 0253 0.222""
(0.040) (0.030) (0.077) (0.045) (0.036) (0.083)
United Kingdom -0.203™ 0204 -0.199™ 0217 DI -0.255™
(0.039) (0.034) (0.076) (0.044) (0.037) (0.082)
Belgium 0.329" 0.402"" 0251 0365 0455 0296
(0.040) (0.038) (0.090) (0.047) (0.040) (0.096)
Germany 0365 0335 0.403"" 0376 0374 0374
(0.039) (0.033) (0.077) (0.044) (0.036) (0.082)
Ireland 0.6417 0.532"" 0.780"" 0.615"" 0.520" 0.726™
(0.039) (0.033) (0.077) (0.044) (0.037) (0.082)
Pack size -0.0034 -0.0026 -0.0038 -0.0037 -0.0019 -0.0048
(0.0004) (0.0004) (0.0005) (0.0004) (0.0005) (0.0007)
Proportion tablets -0.1577" 0.121™ -0.167 0.115" -0.114™ -0.051
(0.046) (0.040) (0.098) (0.052) (0.040) (0.107)
Constant 2327 2984 1461 2,102 2,644 1435
(0.039) (0.033) (0.083) (0.046) (0.037) (0.094)
Dummy for molecule yes yes ves ves yes yes
Number of molecules 279 159 120 199 104 95
Number of 2618 1462 1156 1990 1040 950
observations
R’ 0.252 0.375 0.246 0.259 0.418 0.251

- significant at | percent level. - significant at 5 percent level. : significant at 10 percent level.
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In the same way as previously, we also distinguish active substances according to whether or not
they have generic competition in Norway. If we focus on the total sample of active substances for
which we do not observe generic competition (column 3 in the Table), we see that Norway has
lower pharmaceutical prices than all other countries with the exception of the United Kingdom.
Average pharmaceutical prices for active substances without generic competition are
approximately 20 per cent lower in the United Kingdom than in Norway. If we consider the other
countries, the ranking is as follows (with the relative price difference from Norway in brackets):
Ireland (53%). Belgium (40%), Germany (34%). Finland (32%), Denmark (27%), the
Netherlands (23%), Austria (11%) and Sweden (11%).

If we consider price differences for pharmaceuticals with generic competition, we still find that
most countries have higher pharmaceutical prices than Norway (see column 4). If we rank the
countries according to how expensive they are compared with Norway, we find the following:
Ireland (78%), Germany (40%), Netherlands (34%), Belgium (25%) and Finland (14%). For
Sweden and Denmark we do not find significantly different prices compared to Norway, while
the price level in United Kingdom is approximately 20 per cent lower than in Norway.

6.2. Pharmacy margins

In Table 6.2 below, we present the results from regression analyses in which we analyse how
pharmacy margins vary between countries. We carry out the same classification of active
substances as above (all active substances in the sample, active substances available in all
countries (global), active substances without generic competition in Norway and active
substances with generic competition in Norway) and use the same explanatory variables. The
dependent variable (pharmacy percentage margin) is given by

_ AUP—- AIP
AUP

where AUP and AIP are calculated as volume-weighted average prices. In the same way as
previously, we use dummy variables to identify differences between countries. We use Norway
as a comparison country; if we look at Table 6.2, column 2, we find for example that Finland has
a value equal to 0.121. This means that the (percentage) margin is on average 12.1 percentage
points higher in Finland than in Norway. If we start by looking at all active substances, we see, as
above, that the results vary little whether we use the total sample or only the global active
substances. Focusing on the former, we find that Ireland has clearly the highest percentage
margins, 25 percentage points higher than in Norway. The average margin in Norway is approx.
18 per cent (given by the constant in the model), i.e. the average margin in Ireland is approx. 43
per cent (18 + 25). Finland, the Netherlands and Germany also seem to have relatively high
percentage margins, with the same applying to a lesser extent to Austria and the United Kingdom.
Pharmacy margins in Sweden, Denmark and Belgium are not significantly different from those in
Norway.
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Table 6.2 Differences in pharmacy percentage margins.

Total sample Global substances
All Substances Substances All Substances Substances
substances without with generic  substances without with generic
generic competition generic competition
competition competition
Sweden 0.004 -0.008 0.022° -0.001 -0.015 0.020
(0.008) (0.008) (0.013) (0.010) (0.009) (0.015)
Denmark -0.013 -0.005 -0.023° -0.014 -0.008 -0.018
(0.008) (0.007) (0.014) (0.010) (0.009) (0.015)
Finland 01217 0.153™" 0.082"" 0.119™ 0.153"" 0.084™"
(0.008) (0.007) (0.014) (0.009) (0.008) (0.015)
Netherlands 0.114™ 0.059™ 0.184™ 0.121™ 0.055™" 0.196""
(0.008) (0.007) (0.014) (0.009) (0.008) (0.015)
Austria 0.027" 0.064""" -0.018 0.027"" 00717 -0.026°
(0.008) (0.08) (0.014) (0.010) (0.009) (0.015)
United Kingdom 0.017" -0.042" 0.087"" 0.015 -0.056™" 0.0917"
(0.008) (0.008) (0.014) (0.010) (0.008) (0.015)
Belgium 0.006 0.021" -0.017 0.001 0.019” -0.026
(0.009) (0.009) (0.017) (0.011) (0.009) (0.019)
Germany 0.087" 0051 0.137°" 0.088"" 0.049™ 0.132°"
(0.008) (0.007) (0.014) (0.009) (0.008) (0.015)
Ireland 0253 0.288"" 0.202" 0.246™ 0286 0.200™"
(0.008) (0.008) (0.014) (0.009) (0.008) (0.015)
Pack size 0.0001 -0.0003"" 0.0001 -0.0001 -0.0001 -0.0002"
(0.0001) (0.0001) (0.0001) (0.0001) (0.0001) (0.0001)
Proportion tablets 0.0152 0.0127 0.0097 0.0092 0.0167 -0.0037
(0.0096) (0.0085 (0.0175) (0.0111) (0.0092) (0.0172)
Constant 0.183"" 0.139" 0260 0.199"" 0137 0283
(0.008) (0.007) (0.015) (0.010) (0.009) (0.017)
Dummy for molecule yes yes yes yes yes yes
Number of molecules 279 159 120 199 104 95
Number of 2618 1462 1156 1990 1040 950
observations
R’ 0.442 0.698 0.408 0.440 0.735 0.423

Bidd . " g w . e ¥ 3 -
- significant at 1 percent level. : significant at 5 percent level. : significant at 10 percent level.

If we distinguish the active substances according to whether or not we observe generic
competition (column 3 and 4), the results change somewhat. We see that, compared to Norway,
pharmacy percentage margins in Germany and Netherlands are particularly high for substances
with generic competition, while Finish margins are highest for substances without generic
competition. Pharmacy percentage margins in United Kingdom are lower than in Norway for
substances without generic competition, while the opposite is the case for substances with generic
competition. Sweden and Denmark have the same percentage margins as Norway for substances
without generic competition, while Swedish margins are slightly higher and Danish margins are
slightly lower than Norwegian margins for substances with generic competition.
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We have also taken a closer look at the development in price indices from 2007 to 2009 by
including the data from our two previous studies (Brekke, Holmas and Straume, 2008, 2009).
First, we find that there are large changes in the price indices from 2008 to 2009. All countries
become more expensive than Norway. Using 2008 exchange rates to recalculate the 2009 price
indices, we find that a significant part of the changes are driven by exchange rate fluctuations.
However, even when correcting for exchange rate fluctuations, all countries become more
expensive than Norway, though the difference is much smaller. We therefore proceed by looking
at the nominal price changes in each country. Here we find that Norway has a fairly large
reduction in prices compared with most of the reference countries (except for the generic market
segment), which might explain some of the residual differences in the price indices over time.
However, we cannot rule out that also changes in consumption patterns and changes in the top
300 sample over the years might also contribute somewhat to the changes in the price indices.

Finally, we have looked at the pharmacy margins. Using regression analysis, we find that Ireland
has clearly the highest margins, 25 percentage points higher than in Norway. The average margin
in Norway is approximately 18 per cent, i.e. the average margin in Ireland is approx. 43 per cent
(18 +25). Finland, the Netherlands and Germany also seem to have relatively high margins, with
the same applying to a lesser extent to Austria and the United Kingdom. Pharmacy margins in
Sweden, Denmark and Belgium are not significantly different from those in Norway. If we
decompose the pharmacy margins on the generic and the patent segments, we find that the
margins in United Kingdom are lower than in Norway for substances without generic
competition, while the opposite is the case for substances with generic competition. Sweden and
Denmark have the same margins as Norway for substances without generic competition, while
Swedish margins are slightly higher and Danish margins are slightly lower than Norwegian
margins for substances with generic competition.
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