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KEY FINDINGS
e Price controls have
caused a decline of re-
search and development
efforts on drugs in Europe
e The costs of innovation,
mostly originated in the
US, are mainly borne by
the American consumers
» The European free-riding
might soon be unsustain-
able, particularly in case
the US follows the Europe-
an lead in price controls
« The Italian weakness is
partly due to the bottle-
neck in the distribution
system
o Cost containment poli-
cies impact mainly the
industry’s profits and dis-
courage its operations
« In the long-term, a thor-
ough overhaul of Ital-
ian heathcare policies is
needed
e In the short-term, the
elimination of VAT on
drugs, the openung of the
distribution market and
an end to political price-
fixing might help
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Distribution and drug prices

An ever shorter cover
between Europe and the US

by Alberto Mingardi & Carlo Stagnaro

The debate on drug reimportation from Canada trained the spot, in the Unites
States and therefore in the rest of the world, on a significant, albeit often
unspoken issue. Facing the fact that the US is the largest market in the world
for consumption of pharmaceutical drugs, the American patient pays a sig-
nificantly higher price for his drugs than his European counterpart. The Euro-
pean per capita pharmaceutics costs is 60 per cent below the American one:’
inevitably, this difference discourages the development of innovative drugs,
as confirmed by the flight to America of European drug firms that still have

R&D efforts.?

In 1990 European corporations were
outspending their American counter-
parts by between 5 and 8 billions dol-
lars. In 2000, the gap was 17 to 24 bil-
lion dollars in favor of American drug
companies.?

The importance of research in this in-
dustry maker this a touchy issue. The
R&D outlays of pharmaceutical compa-
nies as a percentage of sales grew form
11.4 per cent in 1970 to 17.7 per cent
in 2001.* The cost of the development
of an innovative drug is estimated at
about 880 million dollars.> The fact
that producing the “first pill” entails
such astronomic costs, although they
are going to steeply lessen with each
new produced one, is among the most
peculiar fact of an industry about which
the public has very great expectations
and which it is not willing to forgive for
its perceived shortcomings.¢

In the course of the debate on the
importation of drugs from Canada, the

Nobel prize laureate Milton Friedman
asked some pertinent questions:

“the question is where is that $800
million going to come from? The an-
swer that we have given, whether the
right answer or the wrong answer, the
answer we have given is that it’s going
to come by giving the producer of the
drug a patent, a monopoly privilege to
sell that drug, to exclude others from
the sale of that drug.”’

A study conducted by the Interna-
tional Trade Administration of the U.S.
Department of Commerce on the en-
forced drug prices structure in several
OECD countries reckoned that price
controls help to reduce the global reve-
nues of the pharmaceutical industry by
an amount estimated at between 17.6
and 26.7 billions dollars each year.? It
is clear that the fate of the freedom
of the market in which US drug com-
panies operate is closely linked to the
future of price controls and political-
ly dictated price levels in the rest of
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the world. Moreover, European companies suffer not
only for being unable to make the necessary invest-
ments. Because of the unfavorable economic envi-
ronment, they struggle to innovate the very facilities
that should lead their research and development ef-
forts. In an age characterized by sudden technological
change, the presence of such hurdles helps to explain,
at least in part, the gap between the European and
the American industry.’

The consequences of the drugs pricing and distribu-
tion system are also felt on the other side of the At-
lantic. The American adherence to the free-market
(notwithstanding a strong regulatory regime by the
FDA)" granted Big Pharma the continued opportunity
of benefiting from the resources needed to invest in
research. The fact that the US
prescription drugs market is
worth 126 billion dollars each
year, while the German mar-
ket—the largest European one—
is under 20 bn dollars, and the
second largest market in the
world, namely Japan, does not
arrives to 53 bn dollars," makes
every decision taken by the US
government very sensitive, both for drug companies
and, consequently, for the patients that benefit from
their research and development efforts.

Concurrently, the free-riding by European countries
does appear a markedly unsustainable course: ironi-
cally, the price controls in force in almost every de-
velopment economies endangers the American excep-
tion. Pressures on the United States to take the course
of socialized medicine come from many quarters and
some steps in that directions have already been tak-
en.” The prospect of a “globalization” of socialized
medicine emphasizes all the flaws of a situation in
which Europe is content with living off the American
golden eggs goose. When the fact is taken into account
that in 1998 as much as 33 of the best-selling (and,
therefore, most appreciated) drugs were of American
origin, it is clear that the very future of an innovative
healthcare industry depends on that goose.

Beyond any moral issues, the danger exists that, if
the United States will achieve further European-style

The fact that government
agencies are the largest buyer

of drugs brings the govern-

control on prices
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legislative “progress,” that overstretched goose might
lay her last egg.

1. Monopsony and price controls

The problems in the distribution of drugs cannot but
be ascribed to the peculiar form of its market, namely
that of a monopsony. A monopsony is the situation in
which there is only one buyer for a commodity or ser-
vice, which can therefore exert its “market power.”"3

In the pharmaceutical industry, the socialization of
medicine that prevailed in the course of the Twenti-
eth century all over the Western world, concentrating
in the hands of government the supply of healthcare
services for most of the popu-
lation, reflects on this partic-
ular market pattern.™

The presence of only one
buyer is anyway less impor-
tant than the nature of the

ment to inevitably exert some buyer itself. Although the

conventional theory of mo-

nopoly power and perfect

competition has been severe-
ly criticized and is legitimately considered with some
skepticism,® in this case to speak of "market power”
is appropriate. The government is in fact a very note-
worthy actor, namely the one social actor that can
avail itself of coercive power.

Thus, government is not only the bottleneck through
which the demand of drugs must flow, but it can also
regulate the offer by political means: on one hand,
the approval requirements of new drugs, justified for
safety reasons, cause the arrival on the market of in-
novative products to be slower and, much more impor-
tant, they establish a basically “regulated” market, in
which the introduction of new products is impossible
without the approval of the regulator.’®

On the other hand, the fact that government agen-
cies are the overwhelmingly largest buyer of drugs (the
Italian National Survey of Drugs Use reports' that in
average, four seventh of the drugs are reimbursed by
the state health system, while just three-sevenths are
privately bought) brings the government to inevitably
exert some control on prices. Not only the condition



of sole buyer of drugs confers to the government a
disproportionate bargaining power, but the coercive
character of government empowers it to dictate the
very boundaries of the market itself.

From the perspective of the industry, there is no way
out price controls: either accept them, or withdraw
from a particular national market, are the only exist-
ing options.

The retaliation opportunities offered to a private
buyer are very limited: even if a consumer deems the
price of a particular drug to be too high, he can only
abstain from buying it. The most he can do is to pro-
test in any public venue available, in the attempt to
gather support against what he judges to be an injus-
tice. If a large enough number

of other consumers will follow [z 7¢ wzdely deemed that on the

his example and avoid buy-

ing the expensive product, he Znternational sceme a case of

can hope that this may encour-
age the producer to lower the

price is fixed by the dynamics
of the market, namely the reg-
ular interaction of demand and supply.

This pattern does not obtain in a situation in which
one actor can make use of coercive powers and in
which the one check to this powers is provided by
an institutional pluralism on the international scene.
Luckily, there is no “drug policy in one country” and it
is likely that national regulators will adjust their deci-
sions to those taken by other national agencies abroad
or, in other terms, that they are interested in the con-
tinued existence of a varied and vivacious offer.

Under this respect, it is widely deemed that on the
international scene a case of free-riding is obtaining
at the expense of the United States.' The former FDA
Commissioner Mark McClellan observed in September
2003 that:

“In many ways, the economic consequences of over-
ly strict price controls on drugs are no different than
violating the patent directly through compulsory li-
censing to make copies of the drug. Either way, there
isn’t likely to be a fair payment based on the value

free-riding is obtaining at the
price. In general, however, the expense oftbe Um'ted Stdl'&f

BRIEFING PAPER lBl

Distribution and drug prices 3

of the new patented product. This year, Americans,
who account for a fraction of prescription drug use
worldwide, will pay for about half of all pharmaceuti-
cal spending worldwide. By contrast, citizens in the
world’s third largest economy, Germany, paid less than
five percent. The same kind of drug payment disparity
is true for many other developed nations who have
about as much ability to pay as Americans do.”"’

This vicious circle follows a well-known pattern:
price controls make European countries a less at-
tractive regulatory environment for drug companies;
drug companies focus on the relatively freer market,
namely the American one, charging on its freedom
the price of innovation; European countries free-ride
the American market, causing their price controls to
tighten or to persist, and so on.

In 1990 sales in the US account-
ed for 31 per cent of the global
market, while Canada and the
five largest European countries
accounted together for another
30 per cent. In 2001, in contrast,
the aggregated sales in Canada
and the five largest European countries accounted for
a mere 20 per cent of the global market, while the US
accounted for an astonishing 46 per cent. The gap was
even wider for biotechnologies (in 2002 the biotech-
nology industry revenues were 16.5 bn dollars in the
United States, as opposed to a meager 5 bn dollars in
the five largest European countries as a whole).?°

Research, however, is driven not much by revenues,
as by profits. Under this respect, the gap between the
US and Europe is likewise unmistakable: total Euro-
pean profits for the pharmaceutical industry passed
from 33 per cent to 18 per cent of global profits be-
tween 1992 and 2002, while profits in America grew
from 47 to 62 per cent in the same time frame.?'

The most common advice to investors is don’t put all
your eggs in the same basket; the eggs of the patients
all over the world are instead surprisingly concentrat-
ed in the American basket. The result is that European
governments enjoy a benefit that the receivers of So-
viet Russia could not avail themselves of, namely to
live off price controls without paying their cost. This
is to say that the European markets are apparently
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free from the well-known economic consequences of
market controls: scarcity, producers leaving that par-
ticular market, dearth of innovation. The reason is
that somebody is footing the bill of European statism:
the American consumer.

However, we are on the brink of a momentous
change: if the reimportation of drugs in the American
market was to materialize, to the benefit of paral-
lel traders and at the expense of manufacturers; if
the recent examples of judicial show-trials, as in the
case of Vioxx, were to be repeated, if the boost in
the demand for government-paid drugs caused by
the prescription drugs benefit recently introduced
in the Medicare program were to tempt the federal
government to introduce price controls; if all there
conditions were to obtain,

would European patients face  Because of the crisis of the
welfare  state,
countries are struggling just
to keep bealthcare spending
under control

the prospect of not being able
of benefiting from innovative
drugs anymore?

2. Distribution and drug
prices in lItaly: is there
room for a reform?

In the long term, there is only one way out of the dis-
mal scenario just illustrated: namely, to overcome the
governmental monopsony or, in other terms, breaking
the vicious circle of socialized medicine.?

It is clear that this solution is politically rather un-
likely, al least in the short term. Exit strategies from
the crisis of the welfare state are currently being out-
lined,?® but they still belong to a host of options that
is struggling to gather a firmer consensus, at least in
the major European social-democracies. The Europe-
an “social model,” while clearly in crisis, is strenu-
ously backed by its constituencies.

The issues heretofore illustrated, however, are no
less relevant for this: on the contrary, the attention
of observers and politicians is consistently focused on
the Gordian knot of drug costs. This attention is basi-
cally due to two reasons:

On the one hand, demand is growing, largely caused
by the progressive ageing of the population, which
entails the demand of more attention to healthcare
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issues and to the diseases of old age. As an example,
the total Italian healthcare spending grew by 67.99
per cent between 1995 and 2003, passing from 48.136
bn to 80.864 bn euros and confirming the trend, in
common with all other OECD countries, of growing
more than the cost of living.?

On the other hand, by virtue of the crisis of the wel-
fare state, European countries must struggle just to
keep healthcare spending under control. However,
keeping healthcare spending in check entails chiefly
intervening on current spending, which reflects on
health workers and hospitals: both alternatives are
hugely unpopular. The first one threatens the sup-
port of healthcare workers for politicians. The other
one entails unpleasant consequences for the territo-
rial support base of these very
same politicians, especially
when the demand for exhaus-
tive healthcare services in
close proximity to their users
is taken into account.

European

Cutting drug spending in-
volves an intervention on
price caps and asking the
pharmaceutical industry to contribute to foot the bill.
In its turn, this entails acting not on an “internalized”
price of the national health service, but instead on an
“externalized” price, namely limiting the harm just
to the industry, whose workforce is not geographically
concentrated and is more or less negligible from a vot-
ing perspective (in Italy, the numbers are some 84,000
employees).? Moreover, as we have seen, the current
international regulatory scene allows governments to
make the most of the current state of affairs, in the
expectation that the American market will in any case
support the research efforts of the pharmaceutical in-
dustry.

Some figures are in order: in 2004, facing a total pub-
lic health spending of some 86-87 bn euros, the costs
due to drugs contribute for less than 12 bn euros.

If in the last 20 years the percentage of over-65 is
passed in Italy from 13.1 to 18.4 per cent, the share
of spending for drugs as a percentage of GDP was not
growing in the same proportion, passing from 0.65 per
cent in 1980 t 0.85 per cent today. This figure must be
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66,65%"

Manufacturers

* less 6.8% for Discount on industry’s revenue

** NHS discount = 3.75%

Figure 1. Price makeup of reimbursable drugs

taken with particular care: the slight grow in public
drug spending, in fact, relates to a population tier
that consumes four times more drugs than the general
population.

Moreover, the pharmaceutical spending is limited by
a ceiling of 13 per cent of the total health spending
(which in its turn amounts to 6.5 per cent of GDP).
It is to be remarked that the percentage of 13 per
cent includes VAT: net of VAT, the spending is 11.8 per
cent. The ceiling on drug spending is methodologically
incongruous. First of all, it smacks of hypocrisy (other
spending items are not capped at all). Moreover, it
is tantamount to a legal limit imposed a priori to all
cases in which a drug-based treatment might turn out
to be the best solution, deliberately disregarding all
technological progress in the medical field.

Such a ceiling does not seem to have a rational justi-
fication from a spending perspective, either: it might
be in case a drug-based treatment be alternative to

a hospital stay. This may well be the case, but this
would entail a case-by-case decision process hardly
suitable to a centralized decisional framework such
the current one. Such a rationale, at any rate, ought
to prevent an absolutist implementation. In conclu-
sion, the ceiling does not equates to a saving in rela-
tion to the total healthcare spending, as instead in
relation to drug spending.

On the assumption of the need to limit spending, the
problem must be faced of pursue this goal in the less
discouraging manner for those companies that invest
in research and development. Pending a radical over-
haul of the welfare state, with resources and freedom
of action restored into private hands, thus solving the
thorny issue of the drugs monopsony, is it possible to
find small niches for a less intrusive and punitive regu-
lation?

The spending ceiling approach is no longer feasible.
Drug prices in Italy are already among the lowest in
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** Only oral drugs
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Figure 2. VAT rates on ‘ethical’ drugs in Europe

Europe (24 per cent below the average) and decreased
by 1 per cent in 2004 and by a further 5 per cent in
2005.%¢

Anumber of improvements can instead be envisaged,
that take into account not much as the total price,
as its makeup instead. Specifically, even considering
other countries that impose a spending ceiling, the
Italian circumstances are worrying from at least two
perspectives: the burden of VAT on the price of drugs,
and the distribution costs.

It is quite clear that neither factor does impact the
manufacturer. We believe that, if this industry is to
be regulated (accepting the fact the opposite view is
fated to remain a minority view for the foreseeable
future), two goals ought to be privileged:

e To reduce the cost for the consumer

« To limit the impact of regulation on innovative com-
panies

This second point would entail a significant change
for Italy, where the drug retailers lobby was able to
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ward off each and every timid attempt to erode its
privileges (for the foreign reader, it may be useful to
remind that Italian drugstores can only be managed by
specialized professionals, that the number of outlets
is strictly limited, and that drugs—both prescription
and over-the-counter kind—can only be sold in drug-
stores).?” Most importantly, achieving that goal might
be a reasonable option in a changed institutional set-
ting, one in which reconciling the tasks of securing
savings to consumers, safeguarding innovative firms,
and guaranteeing current privileges appears increas-
ingly impossible.

The recently enacted “price guarantee” executive
order made a partial opening? in that direction. Ar-
ticle 4 of this order provides for “private- and govern-
ment-owned drugstore to be allowed to sell over-the-
counter and self-medication medical preparations
with a discount of up to 20 per cent of the maximum
price recommended by the manufacturer.” For the
first time, the executive order shifted the burden for
limiting drug spending on the shoulder of drugstore
managers and owners.



For no apparent reason this move only applies to a
part of the non-repayable drugs in commerce, leaving
out the prescription drugs (the so-called Tier C, which
accounts for 60 per cent of the overall consumption).
Nonetheless the outcome, at least in the expectations
of its supporters, will be to stir the waters, encour-
aging more competition between outlets and causing
prices to lower for the end users.?

The chances of such a scenario to materialize seem
to be few, in view of the stout corporative resistance
of the drug retail industry, a market characterized
by the absence of freedom of entry and, therefore,
by the absence of the basic factor that usually trans-
lates competition into lower prices.® At any rate, it is
nonetheless a significant step forward. That it may be
enough, is an altogether dif-
ferent matter. A

composition

change

As regards non-repayable
drugs, 6.65 per cent of the
price (net of VAT) goes to the

promise lower prices for the
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It is one of the higher levels in Europe: Sweden and
Great Britain impose no VAT on prescription drugs
(while the VAT on over-the-counter drugs the rate is
decidedly higher, at 25 and 17.7 per cent, respective-
ly); Switzerland charges a rate of 2.4 per cent; France
applies a VAT between 2.1 and 5.5 per cent; Spain
charges a VAT of 4 per cent, Portugal of 5 per cent,
Belgium and the Netherlands 6 per cent, Greece and
Finland 8 per cent.’

The elimination of VAT on drugs might entail a num-
ber of positive results:

a) A larger coverage of the drug spending of the na-
tional health service, since the 13 per cent ceiling is
calculated on gross prices

b) An improved image for its

Of l’be prz'ce political supporters. In this

case, in fact, the sales tax is

Z.tSe{f ngbt charged on a peculiar kind of

consumption, and creates the
unpleasant impression (as it

distribution agent, while 26.7  ~np 61 3mopc dnd tbe ndtz'ondl happens, it is more that a mere

per cent is reserved to the

impression) that the govern-

retailer (as provided by the  health service, and the current ment makes a profit on sick-

Italian Law n.662, December
23rd, 1996). As it can be seen,
more that a third of the price .
(net of VAT) is reserved to ac- CO”ZP anes
tors whose contribution only consists in distributing
a product that others have developed and manufac-
tured, without adding anything of their own.

3. Three proposals

When this makeup of the price of drugs is taken into
account, it is apparent that a change of the price
composition itself might promise at the same time to
lower the prices for the consumers and the national
health service, and at the very least to guarantee the
current margins of drug companies.

Two steps in this direction may be envisaged:

First, a steep reduction of the VAT on medical prepa-
rations, which in Italy amounts to 10 per cent of the
price.

current margins of drug

ness. The VAT on drugs, in fact,
does not repay the government
for its (inexistent) investment
for the production of a given
drug, but is nothing less than a “cut” exacted from
the sick and ill.

Second, a widening (and, in the future, an opening)
of the distribution system. However little worth may
have a suggestion with not much chance of ever be-
ing translated into reality, the study group Aging So-
ciety observed that a number of possible alternative
channels (first of all, department stores) are willing to
“make do” with a profit of just between 4 and 10 per
cent of the drug price net of VAT.?? If such willingness
could be tested, of course, this would cause savings of
at least 16.7 per cent on the price net of VAT.

The value of this proposal, however, lies in the fact
that it would widen the range of competition, helping
to get over the problem of the planned distribution of
outlets. The Italian law 362 enacted in 1991 provides
for the availability of a drugstore for every 4,000 peo-
ple in each municipality above 12,500 inhabitants,
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and for one for every 5,000 people in municipalities
with a smaller population. Federfarma, the Italian
pharmacies association, states that Italian drugstores
cover on average 3,336 inhabitants.® The fact that
the glass is not as full as it might otherwise be proves
that the current situation is unsuitable to the popula-
tion’s needs. Quite the opposite: regulation, both in
the political and the territorial sphere, prevent the
opening of a substantially larger number of outlets in
larger towns and, at any rate, dictates the recourse
to the peculiar Italian form of “drugstore,” not nec-
essarily the most efficient channel of distribution for
drugs and medical preparations.

Codacons, a consumers’ association, has recently
advanced the proposal (in line with a repeated sug-
gestion of the Italian antitrust
authority) of allowing drugs to
be sold in department stores.?*
The proposal is actually quite
modest, as it provides for:

« The sale in department stores
of over-the-counter medica-
tions only

o The presence in each de-
partment store of a dedicated counter manned by a
trained pharmacist

From the perspective of safety (a very proper con-
cern, although it is often advanced to defend corpora-
tive vested interests), nothing would change in rela-
tion to the current system. The person helping the
customer to choose the most suitable medication, to
package it ad to deliver it into the hands of the pa-
tient would still be a doctor specialized in pharmacol-
ogy, that is somebody who possesses the skills needed
to operate in such a field. The notion that a trained
doctor may “loose” his skills if forced to operate out-
side a traditional drugstore is nothing but risible.

The most remarkable change, instead, would be the
multiplication of outlets: in time, this would make
harder to fix the price of drugs by administrative fiat
and might favor, at least for that particular market
segment, a real degree of competition.

Moreover, as correctly noted by Antonio Nicita, “not
only the liberalization of ‘non-ethical’ drugs might
afford the consumer lower prices, but it might fur-

In the long term, the only
solution to the problems caused
bythedrugsmonopsonyisaslow
but steady return of private
providers in bealthcare
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ther drive the pharmaceutical profession to provide
an offer of a combination of products and services
more suitable to the needs of customers.”* In fact, as
can easily observed on the shelves of most drugstores
today, the impression is that if drugs are still out of
department stores, department stores are already
within drugstores.

On the one hand, if the need of skilled human re-
sources is felt to sell such atypical products as drugs
and medical preparations, the employment of this
very same skilled staff to sell diapers, baby formula
and lip balm is obviously a waste. On the other hand,
if the wish of the owner or manager of a drugstore to
widen the range of products he can sell is perfectly
legitimate, the presence on the shelves of the drug-
store itself of different prod-
ucts than strictly drugs and
medical preparations weakens
the case for the exclusive right
of drugstores to sell drugs: the
more “generalist” a drugstore
become, the less deserving of a
specific protection it appears.

A third interesting proposal is
the shift to a different system of price planning which,
although still filling the requirements of the national
health service, might at least allowing the most inno-
vative forms an easier way to recoup the cost of their
investments in research.

The proposed model is the same used in Britain,3¢
which, at least in principle, affords the drugstore
managers no profit margin. However, since there is no
government-dictated price percentage in the distribu-
tion channels, it is in practice an open market system
in which a broad range of manufacturers, wholesalers,
and pharmaceutical groups negotiate discounts on the
prices recommended by the British National Health
Service. The NHS-provided price-list is the basis of
the Pharmaceutical Price Regulation Scheme (PPRS),
a voluntary agreement which only applies to branded
and prescription drugs.

The difference between a ceiling such as the one in
force in Italy and the PPRS is that this latter does not
dictates a ceiling to prices, but instead to profits: as
an example, the companies that in 2004 were sell-



ing to the NHS branded medical preparations for an
amount above 1 million pounds were required to ap-
ply a discount of 7 per cent.?

In actual fact, we find the notion of penalizing the
profitability of a firm problematic from an ideologi-
cal perspective, as this system betrays the belief that
the quest for profits by a pharmaceutical company is
not legitimate or, in other terms, the persistence of
a prejudice against the notion that the fight against
illness and disease can be driven by the common in-
centive structure of a free market. At any rate, a sys-
tem such as the British one appears more flexible and,
although the need of containing spending, not less
acute in Britain than in Italy, drove the government to
favor the use of generic drugs, the observers feel that
the system features enough flexibility to reward in the
mid-term the most innovative firms. More specifically,
the price for new drugs can be fixed at will by manu-
facturers: this allows a sort of price discrimination, in
which the early users that first benefit of the results
of research are de facto asked to contribute more.
The situation is thus rather close to that that would
obtain in a free market for pharmaceutical products.

Conclusions

In the long term, the only solution to the problems
caused by the drugs monopsony is a slow but steady
return of private providers of healthcare services and
products. The unsustainability of the welfare state
calls for different answers, however unsettled and
embryonic they may be.

So long as government will be the prevailing buyer of
drugs, it seems unlikely that price controls can ever be
eliminated. The one short term viable solution seems
to be a lightening of the burden of price controls on
innovative forms, by intervening on direct taxation,
distribution, and price bargaining schemes.

Istituto Bruno Leoni recommends the elimination of
VAT on drugs and the broadening of distribution chan-
nels as a first step for guaranteeing lower prices to
consumers and less insecurity for manufacturers.
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