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EXPLANATORY MEMORANDUM AND REPORT TO THE CCUNCIL

on the transparency of measures regulating the pricing of medicinal

products fof human use and their inclusion within the scope of the health

‘insurance system and on future Community activities in this field

I. GEHERAL CONSIGERATIONS

1.

The nature of national controls

Within the Community, only about 20% of medicinal ﬁroducts, in
terms of value, are directly purchased by the consumer. The

remainder are prescribed by a physician and the whole or part of

the cost is met by the public authorities through the national
health insdrance sysiem, Ekpenditufe on pharmaceuticals'represents
between 10% and 20% of national health care expenditures. In these
circumstancés, all the Member States have adopted measures to
control public expenditufes on pharmaceutigals, andk in recent
yéaré, with the onset of the crisis within fhe nationél sociat
security systems, the general trend has been towards the
intensification of controls. However, the nature and severity of

the controls differs bonsiderably between the Member States.

In five Member States, Belgium, Greece, Spain, Italy and Portugal,
a neﬁ'medicinal product can'only be mafketed after the national
authorities have agreed the pfi&e of the product.'» In these Member
States and in France, strict controls are exercised on the range of
products covered by the health insurance-system, and in general,'a
new product will hot be édmitted to the list of products eligible
for reimbursement unless the authorities are satisfied that it



offers a significant financial or therapeutic advantage over
existing therapies. Moreover, in several of these countries the
price of medicinal products already on the market has been subject
to freezes and the increases allowed have been less than the level

of inflation.

In the United Kingdom, atthough manufacturers are generally free to
set prices for dindividual products, fhe overall profits made by
firms in their dealings with the national health service are
controlled. The authorities have recently dintroduced a éystem of
"selected Lists" which allows for the excLusion'from the health
insurance system of more expensive products falling within seven

therapeutic groups, if cheaper alternatives are available.

In the Netherlands, the price of new medicines is not controlled,
although price increases are. Moreover, as in the case of benmark,
provisién is made for the exclusion of more expensive medicines
from the scope of the health 1insurance system 1if cheaper

alternatives are available.

In Germany, the price of medicines is uncontrotled, and there is no
possibility of éxcluding products from the health insurance system
on the grounds that cheaper alternatives are available. Houevef,
in order to make financial savings, a number of therapeutic
categories have been entirely excluded from coverage by the health

insurance system.

Iretand and Luxembourg are largely dependant on medicines imported
from neighbouring countries and prices are fixed by reference to
the prices prevailing in those countries, plus an appropriate

margin to cover the costs of importation.



t should be noted that, even kn those Member States where prices
are not directly controlléd, phafmacéutfcal companies will be
subjest to supervisiqn by the na;ionél and Community competitioh
authorities. Moreovér, several Member sfaées have attempted to
sensitize doctors to thechst of the medicines they prescribe by
trénsparenty Lists or hational formularies, and in some countries
there_ fs a system of direct monitoring of doctors prescribing

habits. . | :

2. Their effect on the common market

The disparities which exist in the national systems of price and
social éecurity reihbursemeht controls  clearly  affect
ihtréfCommuhity trade in medicinal products. JIn fact a survey of
pharmaceutical prices carried out by the Statistical Office of the
Zuropean Communities .in‘ 1983 found the existence of . wide
'diffefentials in the prices of pharmaceuticals between the Member
Stafeﬁt(TAéLé 1), and this has been confirmed by two recent studies
carried ouf'for'thg Commissién.by the Economists Advisory Group'
énd the European Bureau Qf Consumer Uniohsz. Moreover, the recent
indréasé in the volume of paréltel importing of medicinal products
ihto certain ﬁember States itself provides empirical evidence of
the existenqe of.hidg price differentials for individual products
uithiﬁ ‘the cdmmunify. ' On various occaéions, the E&ropean
Parliament, certa%n Member States, the pharmaceufical indusfry and
consumer groubs have all criticised the variations in the prices of
medicinal products which exist and the distorting effect which they

_have on intra-Community trade, atbeit from different perspectives.

-

1 The Community's Pharmaceutical Industry, 1985
2 The Consumer ahd'Phabméceuticals in the E.E.C., 1984



Decisions to exclude producfs from the scope of the national health
insurance system also effect intra-Community trade, since, in
practical terms, a decision to exclude a prescription only drug in
this way may be tantamount to its exclusion from the national

market.

The industrial policy dimension

Hitherto, the European pharmaceutical industry has enjoyed a strong
competitive position on world markets and its record of innovation
has been good. Recent scientific developments, in particular in
the field of biotechnology, hold out the prospect of entirely new
perspectives for pharmaceutical research with thé possibility of
offering effective treatments for hitherto incurable diseases, of
offering better treatments for existing diseases with fewer side
effects, or of replacing surgical intervention by dfug therapy.
However, pharmaceutical research is also becoming longer and
costlier. At the present time it takes 8 - 10 years to develop a
major innovatory product and complete all the tests and trials
required, at a total cost of 50 - 100 million ECUs. ' This research
and development expenditure is primarily financed by the industry
itself, which devotes 10-15% of its turnover to it.

Ihis phenomenon presents the national authorities with a dilemma

since it is clear that the single-minded pursuit of short-term
financial economies will effectively undermine the research
capacity of the pharmaceutical industry. At the present time,
therefore, each Member State must balance the objective of
controlling public expenditures on  pharmaceuticals against the
objective of maintaining a  competitive research-based
pharmaceutical industry. Hitherto, thé reconcitation of théée two
policy objectives has taken place at national Llevel. Some
countries, with a well-established domestic pharmaceutical
industry, have adopted policies which are broadly favourable to the
development of phafmacéutical research. Other countries,
particularly those who are more dependant on pharmaceutical



imports, have tended to give a higher priority to the need for
savings. However, ~in recent years, some of the countries with
strict price control systems have recognised the need to encourage

pharmaceuticél research, and a variety of schemes have been

‘develdbed for this purpose. Inevitably, such schemes have been

devéloped by reference to'national pérépectives and they are not
always easy to reconbile uffh tﬁe fundamental principles of the EEC
Tfeaty relating to fhe fﬁee movement of goods or to fair
bompetition. There is therefore an urgent need for a Cqmmunity
strategy which will reconcile the need to ensure that reasonable
prices are paid for ‘medication with the need to encourace the

deVelopment of a research-based pharma;eutical-industry in Europe.

Other disparities in the market for pharmaceuticals

The existence 6f national systems of controls on the prices charged
by the-manufacturers of medicinal broducts and of Llimitations on
the range 6f_medicinal products coﬁered by the health insurance
system is undoubtedly a major cause of the price differentials
which currently exist. However, other factors are also important.
At the present time the market for pharmaceuticals within the
Community is characterised .by a rgmarkable degree of diversity.
Like prices; Llevels of pharmaceuticél “consumption .also differ
considerably betuéen the'Mémbef States (TABLE I). Germany, with
arguably the highest prices in the Community, also has the highest
consumption rate, at $ U.S. 90 bef capita. However, three
ceuntries with low prices also have high consumption rates in money
terms, France (§ U.S. 80 per capita), Belgium ($ 67 per capita) and
Italy ($ 56 per capita). In contrast, thrée countries with
comparatively high prices have relatively low consumption rates in
meney terms, Netherlands ($ 35 per capita), Denmark ($ 38 per
cabita)-and the United Kingdom ($ 51 per capita). These figures
suggest the existence of considerable variations of consumption in

volume terms.



Similar differences are reflected in the statistics available for
consumption by therapeutic group. Thus, in money terms,v the
systemic antibiotics accounted for 20% of Greek pharmaceutical
consumption, but only 3% of German pharmaceutical consumption in
1982. Medicines affecting the central nervous system, incLuding
analgesics and psycholeptics, took 7% of the market in Italy, and
22% of the Danish market3. '

It would be difficult, if not impossible, to know how these
differences in consumption rates would affect price formation in
the absence of controls. However, it does seem reasonable to
presume that such differences will be reflected in the prices
Member States allow to be charged for medicinal products, and in
particular how an allowance for research and development costs is
to be reflected in the price of a specific product.

Another factor which is impartant when considering differences in
the resale price of medicinal products between the Member Stétes
are the differences 1in taxes, and in the margins' allowed for
wholesalers and retail pharmacists. Thus in 1984, the retail price
of a medicinal product with an ex-factory price of 10 D.M. would
have varied between 16.10 D.M. in Italy and 22.10 D.M. in Denmark.
The effect of such differences on intra-Community trade is,
however, much less, and the Commission does not envisage presenting
'proposals on the manner in which pharmacists are remunerated in the

different Member States.

5. The objectives of Community legislation

following the adoption of five substantive directives‘,

considerable progréss has been made towards the elimination of

Economist:s Advisory Group, The Community's Pharmaceutical Industry, 1985

4 Council Directive 65/65/EEC, 0.J. No. 22, 9.2.65, p. 369/65
Council Directive 75/318/EEC, 0.J. L 147, 9.6.75, p. 1
Council Directive 75/319/EEC, 0.J. L 147, 9.6.75, p. 11
Council birective 78/25/EEC, 0.J. L 11, 14.1.78, p. 18
Council Directive 83/570/EEC, 0.J. L 332, 28.11.83, p. 1



barr1ers to trade resulting from ra;1onal public health legislation
- designed to ensure the quality, safety and efficacy of medicinal
products. In accordance with the  White Paper on the Internal
‘Market, proposals to eliminate the remaining barriers td trade will
be:présented by 1989. As the free rovameht of medicinal products
becomes easier, the effests of nat1onal price controls are no
longér cdnfined to the Member State in question. In reccent years a
significénti aralLel trade in pharmaceutical products has
developed - u1th products purchased in the Llower price countnee
be1nq 1mported into " the higher price countr1es and sold there,

sometimes at substant1al d1scounts.

The fundamantal aims of Community Legislation on price controls and
the soc1al sncur1ty re1mbursement of pharmaceuticals ‘should be
two-fold. '

The first aim must be to ensure that the measures taken by Member
States to control pharmaceutical expenditures do not pose a barrier
to the creation of a genuine internal market for the pharmaceutical
sector by 1992. However, the realisation of the internal market is
not an end in itself but the means to the creation of a more
favourable environment for stimulating enterprise, competition and
trade. = As the White Paper "completing the Internal Market" points
out, *he Commission's approach .
ol S must aim not simply to remove technical barriers to
“trade, but to do so in a manner which will contribute to
incréasing industrial efficiency and competitiveness, leading
to gréater wealth and job creétion" {paragraph 62). '

Secondly the Commission considers it important tc ensure that
Community activity in this sector takes account of the specific
need to encourage the future development of the inthatory
pharmaceutical indusfry, whiLe making appropriate provision to
encura that the industry does not make excessive prcfits in its

dealinas with the national health services. This is not merely an



economic objective. The maintenance of a high Llevel of public

health within the Community will to a large extent depend on the

' activitfes of the Community's own pharmaceutical industry. It witl

not be in the interests of the European patient to become dependant

on research conducted in third countries.

In addition, any Community Llegislation should also contribute
towards the realisation of the other objectives of the Treaty in
the pharmaceutical sector, 1in particular the full application of
the Treaty rules on competition within the common market (in
particular Article 5 in connection with Articles 85 and 86). It must
also take properly into account the needs of the Member States in
ensuring the availability of'an adequate supply of medicines at a

reasonable cost for their citizens.

A progressive approach

Preceding sections of this note have shown that at the present time
there is no consensus on the proper role of the public authorities
in regulating pharmaceutical pr{cing and reimbursement. In certain
Member States, very intérventionist techniqueé are 'used and state
regulation has substituted itself for competitive forces. In other
Member States, greater reliance has been placed on the effects of
competition 1in réstraining " price {ncreasés.' The Commission
considers it would be premature at present to propose theA full
scale harmonisation of national price control and health insurance
measures. Instead, the Commission envisages a progressive épbroach

to the problem.

In the first instance, it is considered necessary to ensure that
the fundamental principles of thé'EEC Treaty are fully respected in
the operation of national price control and health insurance
sys*ems. In its recent Communication on the compatibility with
Article 30 of the EEC Treaty of measures taken by Member States
relating to price controls and reimbursement of medicinal products,

the Commission has explained the conclusions which it has drawn
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from the relevant jurisprudence of the Court of Justice. However,

it appears desirable to supplement this jurisprudence with certain
rules - cf pdsitive ‘Law designed to ensure that national price
caﬁtfnl and reimbursement systems cperate in a2 fair and transparent
manner. . The Commissicn has therefore adopted a proposal for a
Ecuncf[ birective relating to the transparency of measures
requlating the pricing of medicinal products for human use and
their inclusion within the scope of the hezlth insurance system.
The objectives and content of this proposal are degcribéd in

Section II.

in addition, the Commission considers that it is pecessary to
consider the partial abproximation of national measuresz in nrder to
orientate ther towards systems which have a less disruptive effert
on the opefation cf the cemmon market and take intp account the
legitimate indﬂsirial -policy objectives cof the Comaunity as a
whole. The Commission'ihtehds to éngage in a round nf intansive
censultations with interested parties in order to better define the

methods by which thecse objectives might b2 achieved. As a basis

~ for discussion, and without in any way prejudicing any Future

THE

proposals which it might make, the Commission has taken this
opportunity to set out several initial reflections on this matter

in Section 111.

PROPOSAL FOR A TRANSPARENCY DIRECTIVE

Ohjectives

1f- the Community®: pharmaceutical industiry s to remain
competitive, it must be protected from discrimination within its
own internal marxet. The Commission's experience in investigating
complaints that national measures infringe the free movement 6f
goods rules of the 7Yreaty suggests that there is 'a Llack of
transparency in the manner in' which the national systems are

appliec. The - "ruizs of the game" are not clearly defined so that
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it is difficult to foresee how a given product will be treated, and
even after a decision has been taken, manufacturers are not always
sure of the real reasons for that decision. Moreover consumer
groups and Members of the Europeén Parliament have criticised the

absence of transparency within the pharmaceutical sector.

The basic objective of the proposal for a directive is therefore to
enable all concerned to verify that the requirements of Community
Law are being respected by laying down a series of rules relating
to time-limits, the reasoning and publication of decisions, etc.,
which would be directly effective so that those concerned can
defend their interests before the national courts. In addition,
the proposal provides for cooperation at Community Llevel. The
correct implementation of these provisions will make it easier to
detect abuses, whether on the part of industry or the Member
States, and will therefore make a Llimited although significant
contribution towards improving the operation of the Common Market

in this sector.

In two important casess, the Court of Justice has provided
guidance on the application of Articles 30-36 of the EEC Treaty to
national price control - and reimbursement measures affecting
medicinal products. The Commission has éxplained the conclusions
it has drawn from this jurisprudence and has explained the policy
it will adopt towards allegations of infringemehts in the
Communication referred to above. It is important to emphasise that
the present proposal is intended to complement this body of
pre-existing Llaw. It is not intended to, and indeed cannot
derogate from these fundamental principles. In presenting this
proposal, the Commission reserves the right to commence proceedings
ﬁnder Article 169 of the EEC Treaty or to pursue such proceedings
as have already been opened against Member States which in its view
have failed to fulfil the obligations 1ncumbent upon them in this

sector under the EEC Treaty.

5

Case 181/82 Roussel /1983/ ECR 3849.
Case 238/82 Duphar /1984/ ECR 523.
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A probosal te increase the transparency of national procedures
relatingAto price control and reimbursement of medicinal products
must necessarily' relate primarily to the obligations of Member
States'dqfing the decision-making procedure.  However, it should
not be thought that all the obligations lie on the one side iny.'

If any system of price or reimbursement controls is to operate

~ fairly, it dis incumbent upon the mnanufacturer to provide such

information as the authorities may reasonably request and to engage
in an open dialogue in which each side takes account of the needs

of the other. Thus the pboposal requires manufacturers to give

. reasons for'the prices they wish to charge.

Price controls on individual medicinal products

In countries where the marketing of a new medicinal product is

permitted only after the competent national authorities have

approved the price for that product, . the follouing'rules would
apply. The manufacturer would be obliged to notify the authorities
of his intention to market a medicinal product, indicating the
hrice at which he 'prbpoéed the product be sold and providing
appropriate iﬁformation in support of his proposal. The.toﬁpetent
authorities coneerned would be required to reach a decision on this
notification within 90 days of its receipt. Should the authorities
reject the priee proposed by the firm, they would be obliged to
ine a detailed statement of reasons. There would be a right of
appeat.  Analogous provisions would apply.in countries where the
pr{ce of medicinal products can be increased only with the approvat

of the authorities.

Frice freezes

Lohg term price freezes can have a particularly disruptive effect
on the operation of the common market, because they prevent
differences.in relative'inftation rates and currency movements from
being. reflected in the price of products. The Commission is
therefore proposing that 1in the event of a general freeze on
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pharmaceutical prices, the Member State concerned should be
required to review and if necessary adjuét the overall Llevel of
pharmaceutical prices at Lleast once a year, or whenever the
national resale price index has increased by 10% since the Llast
review. In addition, any firm should be able to submit an
application for a derogation from the freeze and be entitled to a

decision from the competent authorities within 90 days.

In reviewing prices, Member States will wish to take a wide variety
of factors into account, including not only the economic indicators
referred to above but also such factors as changes in the market"

situation and the gains in efficiency which might be expected.

Profit controls

wWwhen a Member State resorts to a system of éontrols on the
profitability of pharmaceutical firms, it does not specify a single
target rate of profit which 1is applicable to all companies
operating within the sector. The rate of profit allowed is
variable, with somewhat higher profits being given to firms which
engage. in successful pharmaceutical research or uhichr increase
their efficiency. Thus the target rate of profit for eabh firm is
fixed individually. Since the rate will depend on such factors as
the investment programme of the firm, and its research and
development activities, there is a strong body of opinion which
suggests that individual profit rates must be confidential.
Nevertheless, the Commission considers that it is incumbent on
Member States who operate such a system to publish certain
information each year so that.each company can verify that it is
being fairly treated. This information should include the average
target profit for the industry as a whole for the year invquestion,
and the minimum and maximum rates, and the criteria used in

deciding on the target rate for each firm.
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Social Security Reimhursement

As noted above, in certain Member States a medicinal product will
not be available under the national health insurance system unless
nt has been included in a positive list, while in other Member
States negative lists of products excluded from the scope of the

national health insurance system are used.

Where a system of p051t1ve l1StS is used the Member States should
ensure that decisions are reached on applicztions J1th1n 99 days.
As the Comm1s51on has stated in the Communicatioii, dec¢isions to
exclude broducts from reimbursement must be wverifiable by every
importer. This means that reasons must be given for national
deciSions. "when the reason given for exclusion relates to the
existence' on the market of othe. products havwng an equivalent
tnerapeutic effect, the decision must neme these products, give
their;prices and details of the dosage and duration of treatment
used to compare prices.“ Moreover, decisions "must be notified %o
the firms concerned w1th an indication of the means of redress open
against such decisions and the. time—l1m1t= within which appeals
must be made". . Analogous prov151cns are laid down for a system of

negative tists.

Classification of products eligihle for reimbursement

The classification. of medicinal products presents particular
difficulties, and several international classifications are
available.. Neverthetess,' within the framework of reimbursement,
classification is particularly important because it .affectsr the
choice of the reference products_uhich are used to decide whether
or not a'new product representS‘Value for'money. Moreover, in some

Member States, differences ih classification may affect the
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proportion of the cost of the medicine which is reimbursed to the
patient."' The proposal therefore ehvisages delegating to the
Commission, after consulting a Consultative Committee, the poﬁer to
issue a directive  to harmonise the classification of medicinal
products for social security purposes within the Cbmmuhity;

"Transfer prices"

For well known economic reasons, the pharmaceutical industry is
organised on a multi-national basis. Research and development
activities and the manufacture of active principles is often
concentrated at a Limited number of sites, and the active principle
or an intermediate product is taken to the importing country for
the manufacture of the. final product. In fact trade in
intermediate products is of considerable economic significance and
much of it consists of transfers within the same group of companies
rather than "arms-length™ transactions. In any system of pfice or
profit contrbls, the competent authorities have the difficult task
of veri*ying the reasonableness of these so-called transfer prices.
The Commission considers that this is a matter for further
consideration at Community Llevel. The Commission is ‘therefore
proposing that those Member States which do attempt to verify

'transfer prices should be required to notify the criteria used to

the Commission, and provision is made for the future approximation

of these criteria, if necessary.
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III. THE FUTURE

1. General

There are those who question the need for any form of control on
phafmaceutital'pricing or the reimbursement of medicinal products
and accordianyHargue.that price formation in the pharmaceutical
sector sho@[d be Left to market forces. This point of view appears
unrealistic. For as long as the public authorities meet a
substantial part of the cost of medicinal products through the
national health insurance system, the competént apthorities will
have a legitimate interest in'ensuring that good value for money is
dbtained and in ensuring that companies do not make excessive
profits. As mentioned zbove, in addition to providing'support for
the Member'sfates,' the aims of Community policy-must'be'fo ensure
thét suchvmeasures do not adversely”affect the operation of the
intérnaL market and take due account of the need to maintain a high

level of innovation within the Community.

Prices of products which are not available under the national

health .insurance system

The primary justification for imposing controls on pharmaceutical
prices is the need to control expenditures in the national health
insurance system. This justification does not apply in the case of

prqducté which are not available under the health insurance system.

~In the case of products which can be purchased difectly by the

"consumer, hormal competitive prices apply, since the consumer can

select the product which represents the best value for money
himself, if necessary after consulting the pharmacfst. .It would
fherefore seem appropriate to aim for the elimination of controls
oh‘these products, although Member Statesiwould still be able to
ihpose'a freeze on their prices, provided that such a freeze also

apblied tc cther sectors of the economy as part of an overall

'énti-inflation strategy.
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Price and profit controls

In general terms, it 1is possible to distinguish between three

systems of controls which are used within the Community at the
present time: price control based upon costs; prﬁce control based
upon a comparaison with other products and profit control. ALl
three systems have their disadvantages. In a system of price
control based upon the actual costs incurred by the product it is
difficult to obtain the information necessary to calculate the
overall price. . Moreover a cost plus price control system contains
no incentive for firms to increase efficiency in production if all
the costs actuaily incurred are taken into account. In a system of
price control based upon a comparaison between products, the choice
of reference products may be difficult and controversial,
particularly in the case of a major innovatory product where there
is no obvious substitute. ‘Moreover. any system of dindividual
product price controls reduces whatever possibilities for price
compétition exist within the pharmaceutical sector. On the other
hand, while a system of profit control does leave some scope for
competitive forces, its administration is complex, and it needs to
be carefully adjusted if it 1is to achieve the dbjecfives of
promoting innovation and efficiency while maintaining reasonable

prices.

In these circumstances, the Commission does not consider it
possible to hold up one or other system as a model fdr those ‘Member
States who wish to operate a price contrcl system. Instead, the
Commission intends to enter into consultations with the Member
States concerned with a view to identifying those aspects of the
national systems which pose the greatest potential problems for the
internal market and the manner in which they might be changed.
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Coverage by the national health insurance system

It is clear that Member States will wish to retain the right to
exclude ent1re catngov1es of med1c1nal products from their health
insurance system, on the grounds, for example, that such products
may be purchased by'the'consumer without & medical prescription, or
that the proddcts are ihtendéd for»the'symptomatic relief of minor

and self-limiting ailments.

The apptication of price criteria in deciding whether to exciude
individual products from the scope of the health insurance system
gives fise to difficulfies resulting from the interpretation of the
not1on of - therapeut1c eou1valenre. wifhin thg framework of
medicines l1cens1ng (market1ng authorxzat1on) the concept of
therapeut1c equ1valenge has a relatively clear meaning: the same
pparmacéutical form and -route of adminisfrétion- together with
bio-equivalence. Howeﬁer if this approach is applied to
reimbdrsement; it means that the wvast maJor1ty of medicinal
products are autbmatically el1g1ble for reimbursement unless a
ggneric or branded generic copy is available. For fhis réason, in

the framework of reimbursemeht, the authorities take a wider view

. of equivalénée, looking -at the abiLity of the medicine to treat a

particULar disease at a given cost (cost/benefit evaluation). “Such
an'approach'inevitably gives rise to difficulties of intérpretation

and evaluation.

It thgrefore appears necessary to try to achieve a greater degree
of coordination of national decisions."‘ln the first instance, it
may be desirable to consider the establ1shment of a Community level
forum in which the therapeut1c advantages of new medicinal products
could be discussed, having regard to _ “ their indications,
contra=indications,  side effects, etc. The national heatfh

authorifies quLd then be able to use an opinion from this forum as

, the basis for determining the status of a product within the

national health insurance system.
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TABLE I - INDICES OF LEVEL OF PRICES OF MEDICINAL PRODUCTS + PER CAPITA CONSUMPTION

PRICES N DE DK NL IRL BE UK FR GR IT

EC Statistical Office, 169 159 149 118 106 103 - 78 .75 59
1983 ' ,' : N

EC Average = 100

Health Econ., 1982 143 143 129 | 56 100 57 ‘ | e
UK = 100 - _ ,

EFPIA, 1985 170 160 160 142 109 ' 103
B = 100 -

PER CAPITA CONSUMPTION 90 38 35 37 | 67 © 51 80 36 56
IN $ U.S., '

ECONOMISTS ADVISORY
GROUP, 1982
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PROPOSAL FOR A COUNCIL DIRECTIVE
RELATING TO THE TRANSPARENCY OF MEASURES REGULATING
THE PRICING OF MEDICINAL PRODUCTS FOR HUMAN USE
AND THEIR INCLUSION WITHIN THE SCOPE OF THE
 NATIONAL HEALTH INSURANCE SYSTEM

THE COUNCIL OF THE EUROPEAN COMMUNITIES, |

Having regard to the Treaty establ1sh1ng the European Economic Commun1ty,

and in part1cular Article 100 thereof
Having regard to the pEoposal from the COmmission1,

2
Having regard to the opinion of the European Parliament”,

Having regard to the opinibn of the Economic and Social Committees,

Whereas market1ng author1zat1ons for propr1etary medicinal products 1ssued
pursuant to cOunc1l Directive 6S/65/EEC of 26 January 1965 on ‘the
- approximation df provisions laid down by lau,v regulation or administrative
action relating to prbprietary medicinal ﬁroducts‘ may be refused only for
reasons relating to the quality, safety or éfficacy of the proprietary

medicinal product concerned;

4 04 No. 22 of 9.2.1965, p. 369/65
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Whereas Member States have adopted measures of an economic nature on the
marketing of medicinal products in order to control or reduce public health
expenditureé on medicinal products; whereas such measures dinclude direct
and indirect controls on'the prices of medicinal products and Limitations

on the range of products covered by the national health insurance system;

whereas the primary objective of such measures is the promotion of public
health by ensuring the availability of adequate supplies of medicinal
products at a reasonable cost; whereas however such measures should also be
intended to promote efficiency in the production of medfcinat products and
to encourage research and development into new medicinal sroducts, on which
the maintenance of a high level of public health within the Community

ultimately depends;

Whereas disparities in such measures may hinder or distort intra-Community
trade in medicinal products and thereby directly affect the functioning of

the common market in medicinal products;

Whereas as a first step towards the removal of these disparities, it is
urgently necessary to lay down a series of requirements intended to ehsure
that all concerned can verify that the national measures do not constitute
quantitative restrictions on imports or exports or measures having
equivalent effect thereto; whereas; however, these requirements do not
effect the policies of the Member States who rely primarily upon free

competition to determine the price of medicinal products;

Whereas the further approximation of such measures must take place

progressively;

-

HAS ADOPTED THE FOLLOWING DIRECTIVE:
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Article 1

Fember States shall ensure that any national measure, whether laid down

1-
by law, regulation or administrative action, to contrcl the prices of
medicinal products for human use or to restrict the range of medicinal
products covered by their national health 1nsurance systems complies
with the requ1rements of this Directive.

2. The definition of "medicinal products™ Llaid down in Article 1 of
Council Directive 65/6S/EEC of 26 January 1965 shall apply to this
Dirertive.

3. Nothing in this Directive shall permit the marketing cf a proprietary
medicinal product in respect of which the authorization provided for in
Art1cle 3 of Council Directive 65/65/EEC of 26 January 1965 has not
been issued.

Article 2

The foltowing provisions shall apply if the marketing of a medicinal

produet is permitted only after thedcompetent authorities of the'Member

State concerned have approved the price of the product:

1.

Member States shall ensure that a decision on the price which may be
charged for the medicinal product concerned is.adopted and communicated
to the applicant within 90 days of the receipt of .an application
submitted in due form. In the absence of such a dec151on, the
applicant shall be entitled to market the product at the price

proposed.



2.

T

Should the competent authorities decide not to permit the marketing of
the medicinal product concerned at the price proposed by the applicant,
the decision shall contain a détailed. statement of reasdns. " 1In
addition, the applicant shall be -informed of the remedies available to
him under the laws in force and the time-limits allowed for applying

for such remedies.

At least once every six months the competent authorities shall publish
in an appropriate Vofficial publication and communicate to the
Commission a List of the medicinal products whose price has been fixed
during the relevant period together with the lprices which may. be

charged for such products.

Article_é

Without prejudice to Article 4, the following provisions shall apply if an

increase in the price of a medicinal product is permitted only after prior

approval has been obtained from the competent authorities:

1.

Member States shall ensure that a decision is adopted on an application
submitted in due form to increase the price of a medicinal product and
communicated to the applicant within 90 days of its receipt. . In the
absence of such a decision, the applicant shall be entitled to apply”in

full the price increase requested.

Should the competent authorities decide not to permit the whole or part
of the price increase requested, the decision shall contain a detailed
Stafement of reasons and the applicant shall be informed of the
remedies available to him under the laws in force and the time-Limits

allowed for applying for such remedies.
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1.

a3

At lLeast once every six months the competent authorities shall publish
in  an approp-iate official publication and communicate to‘ the
Comm1551on a list of the med1c1nal products for uhich pr1ce increases
have been granted during the relevant period together with the new

price uhich may be charged for such products. .

Article 4

In the event of a freeze being imposed on the prices of all medicinal
oroducts.or certain categories of medicinal products, Member States
shall ensure that pP1CES are reviewed, and'where'apprOpriate adjusted,
at least once a year or when the national resale price -  index has

1ncreased by ten per cent since the last rev1eu, whichever is the

. sooner.  Within 90 days of the commencement of this review the

competent authorities shall announce uhat increases or decreases in

prices are being made.

Any person who is responsible for marketing a medicinal product may
apply for a derogation from . a price freeze, stating'his'reasons in
detail. MemherVStates shall ensure that a reasoned decisidn on any
such application is adopted and communicated to the adplicant'within 90
days. In the absence of such a 'decision, the applicant shall be
entitled to apply in full the price increase requested. Should the
derogatiOnA be granted, the competent authorities shatl forthuith

~ publish an announcement of the price increase allowed.

Article 5

wWhere a Member State adopts a system of direct or indirect controls on the

profitability of manufacturers and 1mporters of med1c1nal products, the

Member State concerned: shall publish the following information 1in an

-appropriate official publication and communicate it to the Commission:



a) the method or methods used to define profitability; return on sales
and/or return on capitat, .

b) the criteria according to which target rates of profit are accorded to
individual manufacturers or importers together with the criteria
according to which manufacturers or importers will be allowed to retain
profits above their given targets, . '

¢) the range of target profit, including the average target rate of profit
for manufacturers or importers for the previous year and the current
year, '

d) whether any company failed to reach their allocated target,

e) the maximum percentage profit which any manufécturer or 1importer has

been allowed to retain above their target;

This information shall be updated at least once a year.

Where, in addition to a system of direct or indirect controls on profits, a
Member State operates a system of controls on fhe prices of certain types
of medicinal products, which are excluded from the scope of the profit
control scheme, the provisions of Articles 2 - 4 shall apply>fo such price
controls. However, Articles 2 - &4 shall not apply where the normal
operation of a system of direct or indirect controls on profits results

exceptionally in a price being fixed for an individual medicinal product.
Article 6

The following provisions shall appLy if a medicinal product is covered by
the national health insurance system only after the competent authorities
have decided to include the medicinal product concerned.iﬁ a positive list
of medicinal products covered by the national health ihsurance system.
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Member States shall ensure that a decision on an application submitted
in due form to include a medicinal product in the list of medicinal
products covered by the health insurance system is adopted and
communicated to the applicant within §0 days' df its receipt. An
applibation' under' this Article may be made before the competent
authofitiés have agreed fhe price to be charged for the product

pursuant ‘to Articlefz,

Any decision not to include a medicinal product in the list of products
covered by the health insurance  system shall state in detail the
reasons upon'uhich'it is based.“ In addition the applicant shall be
informed of the remedies available to him under the laws in force, and

the time-limits allowed for applying for such remedies.

Before the date referred to in Article 11(1) of this Directive the
Member States shall bdblish in'an appropriate official publication and
communicate to the Commission the crifefia which are to be taken into
account by the -competént authorities in>decid§ng whether qrz not to

includé medicinal products on the Llists.

Within one year of the date referred to in Article 11(1) of this
Diréct%ve, the Member States shall bublish in an'appropfiate official
publication and cdﬁmunicateftO'the Commission a complete Llist of the
prdducts covered by their health insurance System, together with their
brites.i .This information shall be updatéd at leasf once evgry.six

months.
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Article 7

The following provisions shall apply if the competent authorities of a

Member State. are empowered to adopt decisions to exclude individual or

categories of medicinal products from the coverage of its national health

insurance system (negative lists).

1.

Any decision to exclude a category of medicinal products from the
coverage of the national health insurance system shall state in detail
the reasons on which it is based and be published in an appropriate

offictial publication.

Before the date referred to in Article 11(1) of this Directive, Member
States shall publtish 1in an appropriate official publication and
communicate to the Commission the criteria which are to be taken into
account by the competent authorities in deciding whether or not to
exclude an individual medicinal product from the cbverage of the

national health insurance system.

Any .decision to exclude an individual medicinal product from the
coverage of the national health insurance system shall stafe in detail
the reasons on which it is based. Such decisions shall be communicated
to the person responsible, who shall be informed of the remedies
available to him under the laws in force and the time-limits allowed

for applying for such remedies.

Within one year of the date referred to in Article 11(1) of this
Directive, the competent authorities shall publish in an appropriate
official publication and communicate to the Commission a Llist of the
individual medicinal products which have been excluded from the scope
of its health insurance system. This information shall be updatgd at

least every six months.



A Article 8

1.

Before the date referred to in Article 11(1) of this Directive, the
Member States shall communicate to the Commission any therapeutic
classification of_medicinal products which is used by thé competent
authorities for the purposes of the national social security system.
If'if considers itvhecessary, the Commission may, after considering the
obinion'qf the Cbmmittee referred to in Article 10, adopt a directive
on thé approximation of national provisions relating to the

classification of medicinal products for social security purposes.

Before the date referred to in ArticLe 11(1) of this Directive, the
Member States shall communicate to the Commission the criteria which
are used by the competent autho}ities in verifying the fairness of the
prices chafged for transfefé within a group'ofAcqmpanies of active
principles or {ntermédiaté products used in  the manufacture of

‘medicinal products. If it considers it necessary, the Commission may,

after considering the opinion of the Committee referred to .in
Article 10, adopt a directive or issue guidelines on the approximation
of national criteria for the verification of the fairness of such

prices.

5£3icle 9

1.

In the light of experience, the Commission shall, not later than two
years after the date referred to in Article i1(1) of this Directive,
submit. to the Council a proposa( cohtaining' appfopriate measures
leading towards the abdlitipn of any remaining barriers to .or

distortions of the free movement of proprietary medicinal products.

The Council shall decide on the Commission proposal not Later than one

year after its submission.



Article 10

1.

A Committee called the Consultative Committee on Pharmaceutical Pricing

and Reimbursement shall be set up and attached to the Commission.

The tasks of the Committee shall be:

- to examine any question relating to the application of this Directive

which is brought up by its chairman either on his initiative or at

the request of a Member State;

= to discuss and provide an opinion on matters referred to it by the

Commission pursuant to Article 8 of this Directive or in accordance
with the provisions of any future directive. when seeking the
opinion of the Committee, the Commission may set a time-limit within
which such an opinion shall be given. No wvote shall be téken.
However any member of the Committee may demand that his views be set

down in the minutes.
The Committee shall consist of one representative from each Member
State. There shall be one deputy for each representative. This deputy
shall be entitled to participate in meetings of the Committee.

A representative of the Commission shall chair the Committee.

The Committee shall adopt its rules of procedure.

\
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Article 11

vMember States shall bring into force the laws, regulations and

adminfstrativé provisions necessary to comply'uith this Directive by
1 January 1989 at the latest. They shall forthwith inform the

Commission thereof.

Before the date referred to in paragraph 1, Member States shall
communicate to the Commission the texts of any Llaw "regulations or
administrative provisions 'rglating to the pricing of medicinal
products, the profitability of manufacturers of medicinal brodubts and
the coverage of medic{nal products by -the national health'inéuranée
systeﬁ} Amendments and modifications to these Laws, .regulétions or
admihistrative provisions' shall be communicated to the Commission
forthwith. - | o

Article 12

This Directive is addressed to the Member States.
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FINANCIAL STATEMENT

relating to the Commission proposal for a Council Directive
relating to the transparency of measures regulating the pricing of
medicinal products for human use and their inclusion within
the scope of the national health insurance system

Although the measures proposed do not strictly constitute new actions, they
will result in new responsibilities for the Commission department concerned
(DG 11I/A/3 "Pharmacy and Veterinary Medicines" ).

1.

3.1.

3.2.

4.1,

Budget headings

N°® 1100 salaries of officials and temporary agents

N® 2510 travelling expenses of members of institutionalised committees
N° 2600 expenses of studies, experts and consultants '

N° 1301 missions :

Legal basis

Article 100 (100 A) of the EEC Treaty

Description of the project

General objective

- to ensure that national systems to Limit public health expenditures
on medicinal products do not disrupt the operation of the internal
market

Specific_objectives

a) to study the detailed effects of national price control and reimbursement
systems on the operation of the common market and make detailed proposals
for appropriate adjustment;

b) to coordinate certain aspects of the operation of national price control
and reimbursement systems in particular the classification of medicines
for reimbursement purposes and the assessment of the reasonableness of
transfer prices;

c) to assess the impact of divergencies in price control and reimbursement .
systems on industrial efficiency and innovation within the framework
of the Commission's programme of research into the“cost of non-Europe”.

Justification of the project

Justification of the type of project proposed

There are wide disparities between national systems of price control and
reimbursement of medicinal products within the Community. These differences
result from fundamental differences in political and economic philosophy

and it is not realistically feasible to undertake the full-scale approximation
of national price control systems at present. The resources presently
available to the Commission service responsible are not adequate to undertake
the detailed studies and negotiations with Member States which are required.

.,.I
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4.¢. Interest of the nroject zt Commun%tx Level

lha operation of nat1nnal s;stome o7 price coritrol and social security
reimbursament are resulting in maJor disparities in the price of
puarmaceuu1cals, which are resulting in distortions of intra-Community

‘trade, and are being: cr1t1c1sed by. the European Parl1awent the Industry

and consurmer groups.

F1nanc1al implications for personnel and operating appropriations

‘a) Additional personnel for DG III/AIB "Pharmacy and Veterinary Med1c1nes"

.ron 1988-

- 1 economist with knouledge of the problems of price formation in
. the pharmaceutical sector (A7)
-1 secretary (C3)

o) ALLowance for meetings of institutional committees from 1988:

- & meetings of national experts on prﬁce control per annum
{travelling expenses for 2 experts per Member State - + 40.000 ECU/p.a.)

c) Appropriations for outside consultants, multi-client studies and
economic documentation on pharmaceut1cat pr1c1ng and re1mbursemenf
(+ 100.000 EfU/p.a.)}

d) Appropriations for missions to the competent national authorities
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STATEMENT OF IMPACT ON SMALL AND MEDIUM-SIZED FIRMS
AND EMPLOYMENT

ADMINISTRATIVE OBLIGATIONS ARISING FROM THE APPLICATION OF THE ,
LEGISLATION FOR FIRMS )3

The proposal will not increase the obligations on firms which resutlt
from national price control procedures. - LI
ADVANTAGES FOR THE FIRM

- YES/ME

- WHICH - greater transparency in national decision-making procedures

relating to price control and reimbursement of medicines

INCONVENIENCE FOR THE FIRM

XEZ/NO

CONSEQUENCES

EFFECT ON EMPLOYMENT

No direct effects.

HAS PRIOR CONCERTATION WITH THE SOCIAL PARTNERS TAKEN PLACE?
YES/KB -~ consultation of pharmaceutical industry

OPINION OF SOCIAL PARTNERS - generally favourable

IS THERE A LESS RESTRICTIVE ALTERNATIVE?

No.





