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E D i t o R i A L

Dear readers,

given that the health care systems are subject 
to national regulations, the pharmaceutical 
market is also heterogeneous. therefore, the 
eu has adopted a framework which aims at 
harmonizing the pharmaceutical sector in line 
with the subsidiarity principal. 

also 2015 will bring some challenges for the 
health care and pharmaceuticals.  against the 
background of financial constraints and tight 
budgets, financing of the health care will pose 
yet another challenge for the member States. 
in this context, parallel trade can help to bring 
affordable pharmaceuticals into the market 
and hence provide for savings for the national 
healthcare systems.

recent developments in the pharmaceutical 
sector demonstrate the efforts of the industry 
towards limiting parallel trade. one of the 
strategies used by pharmaceutical companies 
is the so-called “dual pricing” (or “free pricing”) 
system (see p. 2) which undermines the free 
movement of goods within the Single market. 

the full integration of national economies 
and their markets, as well as the freedom to 
move goods and services without restrictions, 
contributes to europe’s prosperity. therefore, 
coSteFF and VaD strongly support an open 
and transparent pharmaceutical market. 

Sincerely,

prof. Edwin Kohl
chairman of coSteFF  
and the VaD

Celebrating half a century of eu pharma 
legislation- more to come    

50 years have passed since the council Directive 65/65 
on the approximation of the law relating to medici-
nal products was adopted. This first EU legislation on 
human medicines introduced clear rules on the authori-
sation and distribution of medicinal products and some 
founding rules that are in place until today. around those 
principles a vast legislation has developed over the last 
decades in order to guarantee high standards of quality 
and safety for medicinal products.  

hand in hand with the enhancement of the legislation and based on the free move-
ment of goods, also the pharmaceutical market developed rapidly. in this context, 
also the parallel trade has been an integrated part of the pharmaceutical market for 
more than 40 years now. according to the european commission data, the eu was 
the world’s biggest trader in medicinal and pharmaceutical products in 2013, with 
total trade amounting to € 156.9 billion (eu28) and value of exports reaching more 
than € 107.4 billion. With the rapid development of the pharmaceutical market, the 
eu is doing a great deal in the harmonisation of the provisions set within the national 
health care systems. in this context, there are still outstanding matters that need to 
be addressed at the eu agenda, particularly in order to provide for eu-wide level 
playing field in the pharmaceutical market.    

Challenges ahead for the pharmaceutical market  

one of the core health legislations, which still need to be implemented at the national 
level, is the so called “pharmaceutical package.” Notably, the Falsified medicines 
Directive, which came into force in January 2013, aims at securing the supply chain 
of pharmaceuticals in europe. it is anticipated, that the technical rules of implemen-
tation (Delegated acts) will be published in 2015. Besides the pharmacovigilance 
package, the proposal for a new regulation supporting the pricing transparency at 
the pharmaceutical market has been subject to the legislative process since 2011. 
the dossier has been pending at the member States level since the adoption at 
the european parliament in 2013. as no foreseeable agreement could be reached 
in due course, the european commission has pulled back the proposal within the 
new Work programme. as the current proposal for the transparency rules has been 
scrapped, the european commission is demanded to come up with a new legisla-
tive proposal that will be acceptable for both, the european parliament and council. 
particularly, the transparency of the rebate contracts for pharmaceuticals between 
the insurance authorities and the industry has to be tackled in this regard. also, the 
swift implementation of the “pharmaceutical package” is desirable. another chal-
lenge is to eliminate the barriers at the nation level, such as the dual pricing model, 
that fragment the Single market.  
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major european researCH projeCt 
on pHarmaCovigilanCe evaluation 
ConCluded 

the recently concluded protect project 
(pharmacoepidemiological research on 
outcomes of therapeutics by a european 
Consortium) was a five-year public-private 
partnership which was initiated to enhance 
the monitoring of the safety of medicinal 
products. Notably, the consortium sought to 
develop tools and innovative methods that 
aim to strengthen the monitoring and evalu-
ation of the benefit-risk profile of medicines 
marketed in europe throughout their lifecycle.

The results may significantly influence 
practices in pharmacovigilance evaluation. 
therefore, during 2015, european medi-
cines agency (ema) will analyze protect’s 
research outputs in order to identify priority 
results that are robust and which if imple-
mented, have the greatest potential to 
positively impact public health. protect 
has been co-funded by the european union 
through the innovative medicines initiative 
(imi), europe’s largest public-private initiative 
aiming to speed up the development of better 
and safer medicines. 
 
eu task forCe to implement neW 
standards for identifiCation of 
mediCines

in February 2015, the european medicines 
agency (ema) has established a task force 
for the implementation of international 
standards for the identification of medicinal 
products (iDmp) for human use in the eu. 
the iDmp standards developed by inter-
national organization for Standardization 
(iSo) establish data elements, formats and 
terminologies for the unique identification 
of medicines and the exchange of informa-
tion on medicines, including pharmaceuti-
cal dose forms, routes of administration, 
packaging and active substances.

these standards are expected to simplify the 
exchange of information between regula-
tory authorities across the world and they 
should also improve the safety monitoring of 
medicines. the implementation guides are 
currently under development at international 
level and expected to be available in 2016. 
Furthermore, the task force will agree an eu 
strategy and develop a road map and an eu 
implementation guide as key deliverables 
for 2015.
 

dual pricing:   
another strategy against the single market 

For many years, the 
pharmaceutical industry 

has been attempting to limit the 
parallel trade with pharmaceuticals 
and respectively the free movement 
of goods. Such practice can be 

demonstrated on the example of the “Dual pricing schemes” that have been amongst 
others also deployed in Spain. the so called “dual pricing”, or “free pricing” system 
is a two-tier price model that is based on the applicability of different price levels 
depending on the final destination of the supplied pharmaceutical. Respectively, the 
pharmaceuticals that are to be supplied at the domestic market are sold at lower 
price levels in comparison to the products dedicated for exports.      

lessons learned from the spanish example    

the above mentioned dual pricing has been practiced in Spain. in the 90´s, glaxo-
SmithKline (gSK) imposed the wholesalers to comply with contractual conditions 
that fixed two different prices depending on the final destination of the product. In 
the gSK case (2001), the european commission (ec) found that such practice pro-
duced restrictive measures on competition and thus violated the article 101 tFeu 
(prohibition of cartels and other agreements that could disrupt free competition on 
Single Market). Due to insufficient reasoning, the EC decision was later on annulled 
by the european court of First instance and by the european court of Justice. Both 
courts ruled however that the gSK dual pricing policy was not legitimate.

At the time when the GSK case was subject to litigations, Pfizer and other manufac-
turers introduced already similar practices, the so-called free pricing, referring to the 
need to comply with the Spanish price-setting rules. Free pricing is based on rebates 
which are provided by the manufacturer to the wholesaler upon the confirmation that 
the product is supplied to the domestic market. as two different price levels apply, 
this practice is in fact the dual pricing and hence, subject to legal disputes. 

spanish supreme Court rules to annul the legality of dual pricing contracts  

the Spanish Supreme court recently addressed the question whether the dual pri-
cing practice, even if the supply contracts between pharmaceutical manufacturers 
and wholesalers invoke the Spanish medicines law, are compatible with eu com-
petition law. 

the principles established by the Spanish Supreme court are the following. Spanish 
regulations on the prices of medicines do not force pfizer to implement its dual pri-
cing system. moreover, it does not matter if contractually agreed dual pricing sche-
mes comply with Spanish regulations on the prices of pharmaceuticals, but whether 
such contracts are compatible with eu competition law. as the above described 
practice of pharmaceutical companies restricts parallel trade and hence the free 
movement of goods, this can be classified as an infringement of the eu rules (article 
101 tFeu). the Single market can be restricted only on the grounds of justified rea-
sons which are in this case not given. t t t

Madrid
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g L o S S A R y

d ual priCing sCHeme 

Dual pricing is a practice of setting 
different prices for a given product 
depending on the market in which it 
is sold. this practice is based on an 
agreement between a pharmaceutical 
manufacturer and its wholesalers 
whereby lower prices are charged when 
the wholesaler is supplying the domestic 
market and higher prices are charged 
for exports into other member States. 
consequently, the parallel trade is 
hindered. the legality of such practices 
remains an open question and it has 
been subject to several litigations at the 
national and eu level. last but not least, 
it has been also ruled as illegal by diverse 
courts.             

f ree priCing sCHeme 

Since the legality of the dual pricing 
system remains unclear and subject 
to several litigations, the industry has 
adopted other similar tactics, such as free 
pricing. higher prices, or free prices, are 
normally imposed as a “default price”. 
particularly in Spain, the “regulated 
price” which is reimbursed by the 
national insurance company is subject to 
negotiation between the pharmaceutical 
manufacturer and the national authorities 
and is applied only when the products 
are supplied at the national market. 
hence, if the wholesaler resells within the 
domestic market, the pharmaceutical 
company provides the wholesaler with 
a rebate that amounts to the difference 
between the free price and the regulated 
price. however, for exported products, 
there is no rebate and hence the free 
price applies. this system therefore is 
a de facto dual price pricing system; a 
lower price for the domestic market and a 
higher price for export. 

although the Spanish Supreme court does not have the competence to directly 
annul contracts, the judgement is significant to the extent that the common argu-
ments used so far in Spain by pharmaceutical companies for the last years are not 
valid.

study: dual pricing system poses limitation to free trade within the single 
market  

Besides the compatibility with the Spanish law, the pharmaceutical companies jus-
tify the dual pricing strategy against the background that the form of competition 
brought by the parallel trade is undermining their incentive to innovate. the industry 
also claimed that it attempts to avoid shortages in the national healthcare system. 
however, the recently conducted inno Study on “analysis of the impacts of Dual 
pricing in Spain” did not find any evidence to substantiate these assumptions. the 
reoccurring arguments to justify the limitation of free trade such as ensuring availa-
bility of pharmaceuticals and optimized r&D investments lack empirical evidence. 
moreover the system is posing a limitation to the free movement of goods within the 
Single market. the dual/free pricing is used by pharmaceutical companies to frag-
ment the european market into closed national markets by eliminating the possibility 
of exports to higher price markets. as a result, the pharmaceutical companies can 
maximize their profits by charging the highest possible price in each national market. 
Not only is such practice harmful to europe’s sustainable competitiveness and its 
innovativeness but also to european patients. 

bulgaria:  
restrictive export measures prohibited by 
Constitutional Court  

January, the Bulgarian constitu-
tional court came to the conclu-

sion that measures such as quantitative 
restrictions of pharmaceutical exports and 
the notification regime (each export of 

pharmaceuticals is subject to a thirty-day notification obligation) are with no doubt 
restrictive in their nature and result in unreasonable delay of the exports. Furthermore, 
the respective law that serves as the background of these measures is targeted 
against the parallel distribution by identifying the parallel trade as one of the main 
reasons for the occurrence of shortages. 

According to the ruling of the Constitutional Court, a clear definition of the main reasons 
behind the restrictive measures undertaken in Bulgaria is missing, given that there 
is no clear evidence between the occurrence of shortage and the parallel exports. 
any restriction to the free movement of goods must be based on the proportionality 
principle which is in this case not given. The export notification obligation covers the 
entire market, regardless of whether or not shortages apply to the specific product. 
To this end, the export notification regime in Bulgaria is hindering the free trade within 
the Single market. 
  

Sofia
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11 - 13 MAy 2015,                                              
RigA, LAtviA

eHealtH Week 2015 

taking place during the latvian 
presidency of the council of the 
european union, ehealth Week 
2015 comprises of two main 
events: the high level ehealth 
conference organised by the latvian ministry 
of health and the latvian presidency of the 
council of the european union and Wohit 
(World of health it conference & exhibition) 
organised by himSS europe. attracting over 
2000 international delegates and 75 exhibitors, 
the event will welcome global decision makers 
from public and private healthcare sectors, 
clinicians, hospital and it managers and Vip 
guests.

For further information 
please see:
worldofhealthit.org

18 - 26 MAy 2015,                                         
gENEvA, SwitzERLAND

68tH World HealtH assembly of 
tHe World HealtH organization 

the decision making body of the 
World health organization (Who) 
meets annually in geneva to de-
termine the organization’s policies 
and appoint the Director-general, 
as well as to review and approve the program 
budget. Delegations from all Who member 
states will attend and, in addition to procedural 
matters, discuss a specific health agenda that 
is prepared by the executive Board. 

For further information 
please see: 
who.int/  

29 JuNE - 1 JuLy 2015,                            
LoNDoN, uK

orpHan drugs & rare diseases 
global Congress 2015 europe  

the congress provides a unique 
platform for an intimate & interac-
tive knowledge sharing and con-
vergence of top tier government, 
pharmaceuticals, biopharma-
ceuticals, hospitals, non-profit organisations, 
orphan drugs developers as well as regional 
and local manufacturers to discuss the driving 
macroeconomic factors, policies and issues 
that will steer the development of orphan drugs 
globally.

For further information 
please see: 
paradigmglobalevents.com/ 

VaD e.V.  
german association of  

pharmaceutical parallel Distributor 

prof. edwin Kohl
president of VaD

im holzhau 8
D-66663 merzig

phone: +49-6861-900-1301
Fax: +49-6861-900-1303

email: kontakt@vad-news.org  

i M p R i N t
coSteFF e.V.  
alliance for cost-efficiency 
in healthcare

prof. edwin Kohl
chairman of coSteFF
Jägerstraße 41
D-10177 Berlin
phone: +49-30-20 61 59 23
Fax: +49-30-20 61 59 24

email: info@costeff.eu  

eu single market at risk due to restrictive 
national measures   

the Single market in the european union seeks free trade with 
goods, capital, people and services. any limitation of free trade 
within the single market is harmful to europe’s innovativeness and 
sustainable competitiveness and is only justified in very narrowly 
specified exceptions.

parallel trade has had a major impact on the european pharmaceutical market and 
benefited consumers ever since the eu was formed. pharmaceutical companies 
claim however that this form of competition reduces their income and hence their 
incentive to invest in research and development, i.e. they claim that competition ma-
kes them less competitive and less keen to invest in sustainable competitiveness. 
this argument is misleading and there is no empirical evidence to suggest otherwise. 
Furthermore, a series of studies have documented that consumers and tax payers 
benefit substantially from parallel trade.

however, the pharma industry continuously engages in attempts to limit free trade by 
employing a wide range of different instruments. in Spain, the pharmaceutical indus-
try has implemented strategies that include restrictive and comprehensive contracts 
with wholesalers that regulate and dictate distribution of their medicinal products. 
Wholesalers must provide proof of sale within the Spanish market or be charged a 
higher “free price”. another strategy has been to supply the pharmaceuticals directly 
to pharmacies using wholesalers as providers of logistic services only. Wholesalers 
who do not own the products are – of course – not free to decide to whom to sell. 
these strategies serve one purpose only, to restrict the export of medicinal products.

Wholesalers can and should play an important role along the value chain but when 
they are constrained by restrictive contracts they can no longer respond to market 
conditions and cannot build up medicinal stocks to respond to changing demands. 
there is no justification for these onerous restrictions in Spain, which constitute a 
serious limitation of free trade.

Now is the time to take action at the national and eu level to counteract any restric-
tions to free trade that are incompatible with the single market goal and thus with 
sustainable competitiveness of european business and quality of life of its citizens.

prof. dr. Heydebreck, managing board, inno ag
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