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also hit the revenues of pharmaceutical 
companies operating in Spain. In fact, 
these Royal Decrees had a joint annual 
impact of more than 2 billion euros on the 
pharmaceutical industry.

These impacts have forced pharmaceutical 
companies operating in Spain to cut back 
on jobs –nearly 4,000 were lost in 2010– 
and according to Farmaindustria figures, 
investment in R&D registered minimum 
growth last year.

One of the few pharmaceutical industry 
indicators that has picked up in the past 
few months is the export of medicines. 
In 2010 pharmaceutical exports 
registered a 13% increase in Spain as 
the introduction of the abovementioned 
cuts in public pharmaceutical spending 
hit the domestic market and made it 
less attractive to companies operating in 
Spain, among other factors.

Also, Spain’s regional governments’ debt 
with the pharmaceutical industry for the 
supply of medicines to public hospitals 
continued to grow, reaching 4.69 billion 
euros at end-2010 (41.4% more than in 
2009), with an average payments period 
of 390 days (100 days more than a year 
earlier).

Given the budget difficulties of Spain’s 
regional authorities and the central 
government’s commitment to taking the 
2011 public deficit to no higher than -6% 
of GDP, the hospital pharmaceutical debt 

This text was drafted shortly after the first 
anniversary of the introduction of Spain’s 
Royal Decree Law 8/2010 (May 20th), 
which adopted a raft of extraordinary 
measures aimed at reducing the public 
deficit, and with the Spanish economy 
still going through troubled times. With 
the deficit running at -9,2% of GDP at 
end-2010, unemployment standing at 
20%  (nearly five million jobless) and 
GDP, despite three consecutive months of 
positive growth, yet to show clear signs of 
an upturn, it is hard to state categorically 
that our country is back on the path of 
economic recovery.

These are also tough times for the 
pharmaceutical industry. For the first time 
since historical data has been tracked, 
in 2010 Spain’s pharmaceutical market 
fell year-on-year. Public pharmaceutical 
spending in 2010 was down -2.38% 
compared with 2009 and the latest 
available figures (April 2010) show 
that the public pharmaceutical market 
is shrinking rapidly: in April 2010 it fell 
an unprecedented -7.7% accumulated 
year-on-year for the twelve month period. 
The outlook for the rest of the year is 
hardly better and public pharmaceutical 
spending in 2011 is expected to fall even 
further than in 2010.

The main reason for Spain’s shrinking 
pharmaceutical market is to be found 
in Royal Decrees 4 and 8/2010: they 
introduced measures that not only reduced 
public pharmaceutical spending, but 

Letter from the President

Jordi Ramentol Massana
Farmaindustria President
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is likely to deteriorate further in 2011. 
In fact, the budget adjustments that 
Spain’s public administrations need to 
apply in order to meet the public deficit 
targets for 2011 and 2012 have led to 
tougher economic conditions for all of 
those business activities for whom public 
purchasing is important. And in this 
sense the pharmaceutical industry is no 
exception.

But beyond the pharmaceutical industry 
itself, Spain’s public health system, which 
has always been underfinanced, currently 
runs the risk of suffering economic 
cutbacks that seriously jeopardize benefits 
such as healthcare quality for patients. The 
only way to mitigate this risk is by getting 
the authorities to commit to placing 
healthcare at the top of the list of public 
spending priorities and to ensure that 
Spain’s world-acclaimed public health 
system gets the resources that it needs. It is 
a system that has been imitated the world 
over, not only for its healthcare results but 
also for its efficient use of relatively scant 
resources – according to the latest OECD 
estimates, public spending on Spain’s 
national health system stands at around 
6.5% of GDP         

Returning to medicines, in recent months 
Spain’s Autonomous Regions, which 
ultimately foot the country’s public 
pharmaceutical bill, have stepped up 
legal changes and are introducing 
tougher measures aimed at cutting back 
public pharmaceutical expenditure in 
their respective administrative regions. 
The legality of some of these measures 
is questionable and a number of appeals 
are under way given that, ultimately, 
the measures attempt –more or less 
explicitly– to do away with (or at least 
hamper seriously) the prescription of a 
range of legitimately marketed medicines 
that fully comply to current Spanish law.

At the same time, it is evident that these 
measures affect access to the full range 
of public-funded medicines, making it 
less fair depending on where a patient 
lives. This can give rise to situations of 
inequality and discrimination among 
Spanish citizens, leading to very negative 
impacts on the very social cohesion which 
the country’s National Health System has 
helped to achieve.

The pharmaceutical industry is deeply 
concerned as to how the autonomous 
regions’ public pharmaceutical cost-cutting 
measures are likely to affect Spain’s pubic 
medicines market, bearing in mind that this 
market, even without additional measures, 
is set to shrink by more than -5% in 2011. 
In this respect, the general introduction of 

AT FARMAINDUSTRIA, 
WE ARE STAUNCHLY 
COMMITTED TO 
GUARANTEEING 
THE ECONOMIC 
VIABILITY OF 
SPAIN’S NATIONAL 
HEALTH SYSTEM 
AND TO DRIVING 
THE CHANGE 
OF PRODUCTIVE 
MODEL THAT SPAIN 
REQUIRES

regulatory initiatives at the regional level, 
lacking coordination in time and space, and 
in which each region does what it pleases 
with medicines, banning or hampering their 
dispensation as it sees fit, or affecting their 
access to financing or their possibilities 
of prescription, gives rise to an extremely 
unstable scenario that, in turn, leads to 
great uncertainty and jeopardizes fairness 
of equal access to medicines throughout 
Spain’s pharmaceutical market. This does 
nothing to foster the conditions required for 
developing the pharmaceutical industry in 
Spain.

In this respect, Spain’s Pharmaceutical 
Industry Sectorial Plan, recently announced 
by the Government, should mark a turning 
point in this sphere given that Spain’s 
economic recovery can only come about 
by developing the country’s strategic 
sectors in their depth and their entirety. 
Those sectors include the pharmaceutical 
industry, which leads the way in R&D and 
productivity; is highly innovation intensive; 
is highly competitive internationally 
(Spain’s number 4 exporter); generates 
quality jobs; holds considerable sway on 
other spheres, and stands as an economic 
model for the future. 

At Farmaindustria, we are staunchly 
committed, as far as possible, not only 
to guaranteeing the economic viability of 
Spain’s National Health System but also 
to driving the change of productive model 
that Spain requires for returning once and 
for all to the path of economic growth. 
To achieve this, Spain’s pharmaceutical 
industry needs a stable and predictable 
legal and regulatory framework, capable 
of enabling this industry to exploit its full 
potential in terms of employment and 
investment in our country. If we all join 
in this commitment, we will overcome the 
current economic adversity and we will 
make good on our goals.



FARMAINDUSTRIA 2010 ANNUAL REPORT



FARMAINDUSTRIA 2010 ANNUAL REPORT  7 / 7

1 Members  09
2 Organisation   11 
 2.1 Governing Bodies  11 
 2.2 Executive Structure   13
3 Areas of Activity  15 
 3.1 Market Regulation and Government Relations  15 
 3.2 Social Communication  39 
 3.3 Services for Member Companies  56 
 3.4 International Relations   89
4 Sigre Medicine and the Environment 101

01.
FarmainduStria in 2010



FARMAINDUSTRIA 2010 ANNUAL REPORT



FARMAINDUSTRIA 2010 ANNUAL REPORT  8 / 9

At 31 December 2010 Farmaindustria was made up of 186 associate member companies, 
in Spain and abroad:

In numerical terms, they account for 42% of authorized sellers of medicines or their 
local representatives in the case of sellers authorized through the centralized procedure, 
regardless of whether or not they carry out production activity. In all, they account for 84% 
of sales in the prescription market.

01.
Members
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4

76

2
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99

PHARMA COMPANIES BY GROUPS

Spain International
US Europe

Total 81 24 81

Large 7 Germany 16

Medium-sized  6 France 17

Small 68 Mixed 20

 UK 16

Switzerland 12
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2.1.
Organisation 

The General Assembly, made up of all members of the Association, is the supreme Governing 
Body, through which members express their will collectively.

The Governance of the Association is the responsibility of the Steering Committee, which is 
made up of the President of the Association and 30 representatives of member companies; 
and the Executive Board made up of the President and 17 directors, namely six vice-
Presidents (two Spanish-owned companies, two American-owned and two European-owned) 
and eleven Directors appointed by the steering Committee from among its own members 
(from four Spanish-owned companies, two American-owned and five European-owned).

In October 2010, the Association held elections to renew its Governing Bodies. In line with 
Bylaws, which calls for the President to be replaced every two years, Mr Jordi Ramentol 
Massana, from a company included in the Spanish Group, was elected President; he took 
over from the previous President, Mr. Jesus Acebilla Marín, who came from a company in 
the International Group.

In addition, in compliance with the agreements adopted at the Ordinary General Assembly 
held in June 2009, concerning the inclusion in the Association’s Bylaws of the agreements 
on the make-up of the Governing Bodies, the Assembly held in October 2010 passed a new 
draft of the Bylaws.

The changes introduced refer to the powers of the Association and of its Governing 
Bodies, in particular the vice-presidencies; the consolidation of the three Statutory Groups 
(National, American and European), which includes the Mixed Group; sources of revenue, 
mechanisms for new associate companies and outgoing ones, and members’ rights and 
obligations, among other aspects.

At the time of finalizing this Report, Farmaindustria Governing Bodies were made up in the 
following way:

02.
Organisation
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2.2.
Executive Structure

Farmaindustria has a Director General who heads the Executive Committee; the latter is 
arranged in functional departments. The Association’s head office is in Madrid (Spain) and 
it also has an office in Barcelona.

The organization chart is as follows: 

GENERAL COUNSEL 
AND LEGAL

LOURDES FRAGUAS

TECHNICAL DIRECTOR

EMILI ESTEVE
DIRECTOR OF 
INTERNATIONAL 
AFFAIRS

ICíAR SANz 
DE MADRID

DIRECTOR OF 
COMMUNICATION 

JULIáN zABALA

DIRECTOR OF 
RELATIONS wITH   
THE REGIONS

JOSé RAMóN 
LUIS-YAGüE

DIRECTOR OF 
STUDIES 

PEDRO LUIS 
SáNCHEz

ASSISTANT DIRECTOR 
GENERAL

JAVIER URzAY

DIRECTOR GENERAL

HUMBERTO ARNéS
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3.1.
Market Regulation and Government Relations 

The twelve month period covered by this Report starts in June 2010 and coincides with 
the introduction of Royal Decree Law 8/2010, May 20th, which adopted extraordinary 
measures to reduce the public deficit. Among other provisions, this Royal Decree Law 
establishes a mandatory discount of 7.5% on the retail price of non-generic medicines 
not subject to Spain’s Reference Price System (RPS) which are dispensed and are paid by 
the pharmaceutical service rendered by Spain’s National Health System (4% in the case 
of Orphan Drugs), as well as a deduction of the same percentage on the retail price  of 
those same medicines acquired by dispensary services at hospitals, health centres and 
Primary Attention health structures.

Putting this Royal Decree Law into practice has not been easy: it required the roll-out of 
a complex system for taking care of the monthly management of the deductions which, 
administered by Farmaindustria, handle the sales to the public health system of the more 
than 4,000 medicines subject to a deduction, on behalf of the nearly 300 pharmaceutical 
companies, and in coordination with 52 Official Pharmaceutical Associations, wholesale 
distributors and Spain’s Ministry of Health, Social Policy and Equality. However, and despite 
the complexity of this mechanism, at the time of going to press the management of 
deductions has been in force for a year, and during that time there have been no noteworthy 
events or incidents, and all parties involved agree that the management procedure is 
running smoothly. 

The year 2010 also saw a new measure affecting pharmaceutical spending, when Royal 
Decree Law 4/2010 (March 26th) was introduced in July. It was aimed at optimizing 
Spain’s National Health System’s pharma spending and helped to bring down the retail 
price of generic medicines by an average 25%, while also modifying the RPS in force at 
the time, making it more effective in terms of savings. Order SPI 3052/2010 regarding 

03.
Our areas of activity
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Reference Prices, introduced on November 29th 2010, brings together and applies all 
of the RPS’s new provisions: the gradual decrease in the reference price to 50% over a 
maximum two years; calculation of the reference price of each group according to the 
lower cost/treatment/day, and so on.

The joint impact of the two Royal Decree Laws on Spain’s public pharmaceutical market 
and on companies’ revenues remains high and could come to more than two billion euros 
in a year. In fact, in 2010 these impacts were already making themselves felt on public 
pharma expenditure, which fell by -2.38% and will continue to fall throughout 2011; 
indeed, the year is expected to end with a further dip of more than -6% in Spain’s  public 
pharmaceutical market. This means that at end-2011, the total annual volume of public 
pharmaceutical expenditure will reach levels similar to those registered in mid-2008, i.e. 
three-and-a-half years ago.

True to forecast, these high financial impacts are taking a heavy toll on the bottom line 
of pharma companies; these, in turn, are being forced to review their business plans and 
strategies in Spain, including their jobs targets and R&D investment. In fact, over the past 
few months there have been continuous job cuts in the Spanish pharma industry; these 
adjustments are expected to lead to losses which, in turn, will mean nearly 5,000 job cuts, 
representing nearly 12% of the sector’s total workforce.

There are similar effects on pharma company capital expenditure, particularly R&D 
investment. The latter is being seriously hit by this fall in revenues, although the dynamics 
and the apathy affecting pharma R&D investment help to delay to a certain extent the 
effect on this variable.

The strong impact of the measures aimed at bringing down public pharmaceutical 
expenditure led Farmaindustria to request a meeting with Spain’s Prime Minister, Mr. José 
Luis Rodriguez Zapatero,  to explain to him personally the Spanish pharma situation 
following the introduction and practical application of Royal Decree Laws 4/2010 and 
8/2010.

The meeting was finally held on September 7th 2010 and Farmaindustria, represented by 
its President, Vice-President and General Director, called on the Prime Minister and on 
the Minister of Health and Social Policy at the time, Ms. Trinidad Jimenez, to introduce 
a Sector Plan for the pharmaceutical industry aimed at exploiting the industrial area’s 
development potential as a high tech sector and to allow it to cushion the serious effects 
of the abovementioned cost-cutting measures on Spain’s pharma companies.

As a result of the meeting, Prime Minister Rodriguez Zapatero expressed his thanks to 
the pharma industry for containing public expenditure, and pledged to avoid imposing 
additional cost-cutting measures on the industry; he also pledged his total support for the 
Sector Plan.

Several months of conversations followed and finally, on March 31st 2011, the Minister 
of Health, Social Policy and Equality, Ms. Leire Pajin, and the Minister of Science and 
Innovation, Ms. Cristina Garmendia, accompanied by the President of Farmaindustria 

THE IMPACT OF 
THE COST-CUTTING 
MEASURES COMES 
TO MORE THAN  
TWO BILLION  
EUROS A YEAR 

PHARMA COMPANIES 
ARE HAVING TO 
REVIEW THEIR 
BUSINESS PLANS 
AND STRATEGIES  
IN SPAIN 
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and several Members of the Association’s Board, presented the Sector Plan for the 
Pharmaceutical Industry.

The Plan is aimed ultimately at stimulating the development of Spain’s pharmaceutical 
industry in order to step up clinical research, and the production and internationalization of 
the sector In Spain. The only way to meet this objective is by making the sector’s regulatory 
framework more stable and predictable, bringing it into line with public health policy goals 
and with the health system’s sustainability requirements: this would be the best incentive 
for investing in the sector and for developing it.

The Plan takes the shape of a platform that articulates the relations between national 
and regional governments and the pharma industry, and envisages the creation of a High 
Level Group comprising representatives from the Ministries of i) Health, Social Policy and 
Equality, ii) Industry, Tourism and Commerce, iii) Science and Innovation and iv) Economy 
and Finance; and four working Groups will be set up: i) Research and Development, ii) 
Access to markets, iii) Use of Medicines and iv) Innovation and Competitiveness.

THE SECTOR PLAN IS 
AIMED AT BRINGING 
STABILITY AND 
PREDICTABILITY TO 
THE REGULATROY 
FRAMEWORK
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The Plan will come into effect in the first half of 2011 and concrete actions are expected 
before the end of the year.

Farmaindustria holds that the Plan is fundamental and hopes that its development will 
give the pharmaceutical sector the regulatory stability needed to drive the industry’s 
development potential. This sector is highly productive, it leads the way in R&D and 
innovation, it is a dynamic exporter, and it is a major driver of the economy: for all of 
these reasons, the pharma sector is a clear example of what Spain needs for establishing 
a new economic model, which is something that is desperately needed for getting the 
Spanish economy back on Its feet.

Also, over the past year, and despite the considerable drop in pharmaceutical expenditure 
caused by the measures that came with the abovementioned Royal Decree Laws, Spain’s 
regional governments are doing their utmost to shrink their pharmaceutical bill. In this 

SPAIN’S 
AUTONOMOUS 
REGIONS ARE 
STEPPING UP 
ADJUSTMENT 
MEASURES
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respect, many of Spain’s autonomous regions are applying limits to doctors’ capacity 
to issue prescriptions, and are taking medicines off the electronic prescriptions system, 
changing prescriptions from specific medicine brands to active principles or, in some, 
more extremes cases, they are taking specific medicine brands off the list of public 
spending in their regions.

Many of these measures have led to legal appeals from Farmaindustria, given that the 
Association understands that the measures substantially alter Spain’s pharma market 
conditions and that they constitute a clear stumbling block for companies that market 
medicines that are extremely difficult or even impossible to prescribe. Farmaindustria holds 
that the regional autonomies do not have the legal capacity to introduce these steps 
because they imply a covert exclusion of medicines from the public financing system for 
medicines (which is a capacity restricted to Spain’s Central Administration) and do away 
with a citizen’s fair right of access to medicines. 

All of the measures introduced to control pharma expenditure, and which Spain’s central 
and regional governments are introducing, are framed by the current downturn and 
the country’s fiscal crisis. Thus, the need to meet the targets of the 2011-2014 Stability 
Programme (the public deficit must not exceed 6% of GDP In 2011; 4.4% in 2012; 3% 
in 2013, and 2.1% in 2014) which impose strict limits on public spending –especially at 
the regional level– explain, to a great extent, why Spain’s pharma market is deteriorating. 
At the same time, depending on the ultimate impact of the regional governments’ health 
spending cuts, the Spanish health system runs a serious risk of deteriorating in terms of 
both quality and efficiency: this, in turn, would have serious knock-on effects on the state 
of health of the man and the woman on the street, as well as eroding Inter-territorial 
equality as regards public health services.

Spain’s health service is plagued by a serious and chronic lack of financial resources 
(one needs only look at the system’s recurring budget deficits and its sizeable debt with 
suppliers of medicines and other health products), yet it stands among the most efficient 
anywhere in the world in terms of resources invested and performance achieved. Any 
attempt to trim resources  will inevitably lead to a fall in the quality of medical attention 
(longer waiting lists, delays in doctor’s appointments and diagnosis, less access to 
innovative treatments, and so on) and will add up to lower standards of wellbeing for the 
Spanish public.

Farmaindustria calls on the need to put health services high up the list of Spain’s public 
spending priorities, despite these difficult times. This does not involve foregoing efficiency 
gains; however, cutting back on health resources across the board and without prior 
research and quantitative estimations of concrete negative consequences for the health 
system can only lead to linear cuts or unfair penalization for certain sectors within the 
system; that, in turn, will give rise to a negative impact that will have a low political cost. 
This type of cuts can only lead to diminished quality of Spain’s public health system. This 
system is highly efficient because in cost terms it accounts for less than 7% of Spain’s 
GDP: this is among the lowest percentage in Europe, well below the EU average; the 
system’s results, however, ranks it among the top five or six in the world. 

FARMAINDUSTRIA 
CLAIMS THERE IS 
A NEED TO PUT 
SPAIN’S PUBLIC 
HEALTH SYSTEM 
AT THE TOP OF 
THE LIST OF 
PUBLIC SPENDING 
PRIORITIES, DESPITE 
THE DOWNTURN
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3.1.1. THE LEGAL FRAMEWORK

Administrative Contracts
The following are among the main legal requirements concerning administrative 
contracts: 

 Order EHA/1490/2010 (May 28th). Regulates the workings of the State Official Register of 
Bidders and Qualified companies.

 Order EHA/2151/2010 (July 29th).  Regulates the Ministry of Economy and Finance’s 
Contracting Authority and Board of Central Services Contracts.

 Royal Decree Law 8/2010 (May 20th). Adopts extraordinary measures to cut the public 
deficit.

 Law 34/2010 (August 5th). Modifies Laws 30/2007 (October 30th), on Public Sector 
Contracts; 31/2007 (October 30th), on contract procedures in the water, energy, transport 
and postal services sectors; and 29/1998 (July 1th), regulating the Administrative Court 
to adapt it to the EU directive affecting the laws 30/2007 (October 30th) and 31/2007 
(October 30th).

THE PROCESS OF 
ADAPTATION OF 
SPANISH LAW TO 
THE EU DIRECTIVE 
REGULATING 
CONTRACTS, 
AND WHICH GOT 
UNDER WAY WITH 
LAW 34/2010, 
CONTINUES
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 Royal Decree 300/2011 (March 4th). Modifies Royal Decree 817/2009 (May 8th), 
developing in part Law 30/2007 (October 30th), on Public Sector Contracts.

Among the most relevant features of Royal Decree Law Real 8/2010 (May 20th) were 
the extraordinary measures aimed at bringing down Spain’s public sector deficit. The RDL 
modified Law 30/2007 (October 30th) on Public Sector Contracts and introduced the 34th 
Additional Provision, which regulates the centralized acquisition of medicines and health 
products for the Spain’s National Health system.

Also, Law 34/2010 introduces changes that include the adaptation to the EU regulation, 
creating the Tribunal Administrativo Central de Recursos Contractuales (Central 
Administrative Tribunal for Appeals Against Contracts), a court that was set up to settle the 
appeals presented by private parties against the awarding of public sector contracts.  As 
regards Law 29/2006 on Guarantees, modifications are made of article 93.2, pointing out 
that it is possible to “create groups ten years after the initial date of authorization for the 
marketing of the reference medicine in Spain or eleven years after if a new use has been 
authorized.”

Royal Decree 300/2011, for its part, which modifies the Royal Decree of May 8th 2009, 
which develops in part the Public Sector Contracts Law of October 30th 2007, updates the 
format of the announcements that must be published in the Boletín Oficial del Estado (the 
official journal of the Spanish Government) and adapts them to the new legal requirements 
for public contracts. This is part of the ongoing process of adapting Spanish law to the 
Community Directive regulating resources regarding contracts, and which got under way 
with Law 34/2010. This norm establishes changes in contractual procedure, given that it 
understands that the contract is executed when it is signed. Therefore, after the contract 
is awarded –at which point there will be no distinction between provisional or definite– a 
new period is opened giving interested parties the opportunity to present possible appeals; 
finally, the contract will be executed with the signing by the parties involved.

The Sustainable Economy Law 2/2011 (March 4th) also brought changes to administrative 
contracts. They include, among others:

i. A thorough overhaul of the regulations concerning the modification of contracts bringing 
Spain into line with EU recommended practices;
ii. Increased transparency regarding information, and;
iii. Fostering R&D contracts.

Provisions on Arrears
Law 15/2010 (July 5th) modifies Law 3/2004 (December 29th) which established 
measures to fight against arrears in trading operations, and also modifies the Law on 
Public Sector Contracts. The most relevant change is the elimination of the possibility of 
establishing a pact between interested parties to extend payment, and the modification 
of those periods and their computation, which are shortened gradually until January 1st 
2013. In this respect, the general regime establishes a maximum 60-day payment period 
between companies according to the transition calendar until 2013; it also enhances the 
creditor’s right to receive compensation for the costs of collection.
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The special regime shortens the public sector payment period to a maximum 30 days, as 
of January 1st 2013, which will come into effect following a transition period. The period for 
2011 is 50 days. In addition, a procedure has been put forward making it easier to receive 
payments outstanding from Public Administrations and mechanisms have been set up to 
increase transparency in payment obligations, by means of regular reports at all levels 
of the Administration and by introducing a new billing register at the local administration 
level.

The regulations on Arrears were completed in February 2010 when the EU Official 
Gazette published the EU Parliament and Council’s Directive on the Fight against Arrears 
in Trading Operations establishing compulsory periods for payment to suppliers, as 
well as establishing compensation for delays in collection.  The final text establishes 
a 30-day maximum period of payment for all bills, except certain operations involving 
public institutions, such as hospitals and other health service institutions, for which the 
maximum payment period is 60 days. EU member states have two years to adapt their 
national laws to the Directive, which replaces Directive 2000/35/EC, currently in effect.

Law 2/2011 (March 4th) on Sustainable Economy 
This law was published in the Official Gazette on March 5th and introduces a raft of 
legal, regulatory and administrative measures, and promotes reforms in specific areas 
of Spain’s economy, such as labor or the committee of the Toledo Pact agreement (an 
accord on pensions).

Apart from the important modifications to administrative contracts mentioned earlier, 
the Law includes an 8% deduction in the corporate tax rate for certain environmental 
investments. Up until 2006 the deduction on this kind of investment stood at 10%, and a 
calendar was established to bring down gradually the percentage of the deduction until 
its total elimination in 2011. However, the deduction is now back in place, at 8%, but with 
effects for tax years as of March 6th 2011.

Royal Decree 824/2010 (June 25th) regulates pharmaceutical laboratories, producers 
of active principals for pharmaceutical use, and the international trading of medicines 
and medicines under research. 

This provision involves the introduction of EU regulations into Spanish law, in particular as 
concerns the manufacture, control and audit of active principles. This Royal Decree also 
introduces greater transparency in laboratory registers and in the transactions between 
different operators. Through the extensive use of IT, these new measures will reduce 
instances of stock depletion, and make it easier to apply for authorization and other 
applications concerning exports.

Royal Decree 1091/2010 (September 3rd), modifying Royal Decree 1345/2007 
(October 11th) on Registers.
This provision sets out to bring Spanish law into line with the EU directive concerning the 
new changes in the authorization of medicines (variations). The directive has already 
been adopted by the EU for authorizations requested via EU procedures (centralized, de-
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centralized and mutual recognition) and also applicable to all domestic requests since 
the introduction of the directive.

In addition, the transposition of Directive 2009/53/CE carried out by this Royal Decree 
extends the European Commission’s powers to regulate the modifications of the 
conditions for the authorization of medicines approved in Spain. Its powers are now 
extended to medicines authorized nationally, except those authorized prior to January 
1st 1998 and not authorized on that date in no other member state, the regulation of 
which will continue to remain in that State’s hands.

Royal Decree 1718/2010 (December 17th) on Medical Prescriptions and Dispensing 
Orders 
This provision is justified by the need to modernize the rules governing the prescription 
appropriate for hospital dispensing orders for dispensing medicines to out-patients.
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This Decree Law guarantees the dispensing of medicines in any pharmacy on Spanish 
territory and permits both the one-off dispensing of medicines and the successive dispensing 
of medicines when treating chronic patients. The provision was modified at the final stage 
of the debate to allow for the dispensing of concrete amounts of medicines.

The Association’s Board of Directors authorized an appeal to the corresponding authorities 
against this Decree Law. Among other reasons, it fails to guarantee that electronic 
prescriptions can prescribe the same treatments as those issued on paper, nor does it 
guarantee that the medicines databases used by health service professionals qualified 
to issue prescriptions contain the entire catalogue of authorized medicines, regardless of 
whether they are included or not in the services provided by the Spanish health service.
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Ministerial Order SPI/3052/2010, on Reference Pricing
This Ministerial Order was published in Spain’s Official Gazette on November 29th 2010. It 
introduces modifications in the Reference Pricing System, as a result of the changes to Article 
93 of Law 29/2006 on Guarantees, in the final draft of Royal Decree Law 4/2010 (March 
26th) on the rationalization of the National Health System’s pharmaceutical expenditure. In 
addition, the reference price, for each group, will be the lowest cost per treatment per day of 
the presentations of the medicines grouped in each group by the administration calculated 
according to the defined daily dosage.

Similarly, Article 39 states that the creation of new groups and reference prices, as well as 
the review of reference prices for existing groups, will take place at least once a year.

Also, and in accordance with paragraph 1, section 2 of  article 93, according to the draft of 
the second final provision of Law 34/2010, groups can be created ten years after the initial 
date of authorization of the medicine in Spain, or eleven years after when a new use has 
been introduced.

In addition, it has taken into account that Royal Decree 1338/2006 (November 21st), which 
developed certain aspects of the abovementioned article in the framework of the Reference 
Price System, was overturned by the sentence issued on March 9th 2010 by the Third 
Chamber of Spain’s Supreme Court (published in the Official Gazette on May 3rd 2010). 

Consequently, Articles 3,4 and 5 govern the premises, requirements, procedures and 
effects of the Declaration of Galenic Innovation of Therapeutic Interest and, through the 
8th additional provision, recognize all of those IGITs that are in line with the procedure 
regulated in the Decree Law. In turn, transitory provisions are set up to regulate the effects 
of the IGITs affected by the Royal Decree overturned by the Supreme Court. 

3.1.2. THE AuTOnOMOuS REGIOnS

Over the past year Farmaindustria has stepped up its activity as regards Spain’s 
Autonomous Regions: it has increased information and monitoring of the regions health 
policies and their delivery of pharmaceutical services, and has enhanced communication 
and dialog with the regional public health authorities in the representation or, at times, in 
defence of the interests of the Association’s member companies.

The Autonomous Region Official Gazette 
As regards sources of information, the Autonomous Regions’ Official Gazette continues 
to be published. It includes pharma industry news of regional interest, and is sent to 
the Association’s members every two weeks.  Health and pharma policy, health services 
organization, health service plans and R&D are among the Gazette’s priority issues.

Autonomous Region Observatory 
Reports on the pharma situation and on specific issues of interest for the sector are drafted 
and published regularly. The following are some of the reports available for member 
companies from the Association’s website:
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 Situation Reports. Review and update socio-sanitary information in the regional autonomies 
of Andalusia, the Canaries, Castile-La Mancha, the Valencian region, Extremadura, Galicia, 
Murcia and the Basque Country.

 Public Health Budget 2011 - Public budget and health services expenditure 2010 – 
National Health Service.

 Public Health Budget 2011. Autonomous regions, health services, pharmaceutical.

 Evolution of the Public Health Budget 2008-2011. Includes the figures on the Public 
Health Budget and pharmaceutical services for the years 2008, 2009, 2010 and 2011 for 
each autonomous region.

 Evolution of public pharmaceutical expenditure 2008-2010 and the Public Health Budget 
2011. Gives each region’s figures on total and per capita public pharmaceutical expenditure 
for 2008 and 2009, and figures for the pharma services budget for 2010. 

 National Health System Official Vaccination Calendars.

 Inequalities in the financing of medicines in the National Health System.

 International Non-propietary Name (INN prescription). Looks at the situation in each 
autonomous region, such as:  available quota for this kind of prescription in relation with 
the total prescriptions in each region, as well as the correlation with the evolution of the key 
indicators of pharma expenditure. 

 e-prescriptions. The situation in each autonomous region: includes information on its 
implementation, as well as programmes aimed at this kind of prescription in each region.

 Medicines form hospital diagnostics that are now dispensed in hospital pharmacies. 
Situation in each autonomous region.

Institutional Contacts  
Farmaindustria has stepped up its long-standing lines of communication and dialogue with 
the autonomous regions’ public health authorities. It has maintained institutional contacts 
with regional health ministers and those responsible for Pharmacies in the different 
Autonomous Regions. These contacts helped to transmit the pharma sector’s main concerns 
and to highlight the specific issues affecting each region.

From this point of view, one of the year’s most relevant events was the round of meetings 
held during the first quarter of 2010 and the first quarter of 2011, dealing with the 
management, follow-up and evaluation  of the +i Clinical and Translational Research Co-
operation Programmeme to which extensive reference is made in a specific section of 
this Report. During these conversations, the Association’s representatives explained to the 
regional health authorities the sector’s current situation, and the impact of Royal Decree 
Laws 4 and 8/2010, as well as the situation of the regions’ outstanding debt for purchases 
of hospital supplies.
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FarmainduStria- Autonomous Region Forums
The Farmaindustria-Autonomous Regions Forums continued to take place last year, in which 
the Association met up with Spain’s central and regional health ministers and their teams 
to discuss the pharma sector’s main issues of the day.

The past twelve months have seen two such forums: 

 The 13th Farmaindustria- Autonomous Regions Forum (May 6th-7th 2010), held in Caceres 
(Extremadura Region, Spain).  The event focused on public-private research co-operation. It 
was inaugurated by the Regional Minister of Health for Extremadura and was attended by a 
broad range of regional health service representatives.
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 The 14th Farmaindustria- Autonomous Regions Forum (February 17th-18th 2011), held 
in Pamplona, in the Basque Country, with the theme “Innovation and Sustainability in the 
National Health Service”. Representatives from fifteen Spanish regions took part in the 
event, which was inaugurated by the Regional Minister of Health of the Region of Navarre 
and was closed by the Spanish Ministry of Health, Social Policy and Equality’s Director-
General of Pharmacy and Health Products.

Scientific and Professional Bodies 
In 2010 the Association continued to have regular contacts with professional and scientific 
bodies, particularly in Primary Healthcare Services (SEMFYC, SEMERGEN, SEMG), pharmacy 
(SEFH, SEF), health care executives (SEDISA, SEDAP), health law and IT for health services 
(SEIS); Special Attention Areas (oncology, gynecology, rheumatology, etc.) with which the 
Association enjoys fluent communications, and Spain’s Federation of Scientific-Medical 
Associations (FACME).  Farmaindustria has also played a leading role in a number of 
congresses organized by these scientific bodies. 
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Regulatory Initiatives at the Regional Level
The following are some of the last twelve months’ most relevant policies, regulations and 
initiatives at the regional level, as well as a number of related activities carried out by 
Farmaindustria:

 e-prescription and e-medical records. 
The past year saw the roll-out of the e-prescription and e-medical records at the regional 
level in Spain.  At the time of finalizing this Report, the Andalusia, Catalonia, Extremadura 
and Galicia regions have their own e-prescription regulations in place.

 Prescription For Active Principle Inn and Generic Medicines.  
Different prescription models continue to coexist:  the Andalusia Health Service fosters the 
PAP, while Castile-Leon, Extremadura, the Canaries and Murcia, among others, apply the PAP 
to generics, and exclude narrow therapeutic range (NTR) drugs. 

At the same time, there is a strong trend towards the prescription of generic drugs. In fact, 
many regions, such as Castile-La Mancha, the Valencian Region, Galicia, Murcia, Navarre or 
the Basque Country have developed their own generic drugs programmes.

Even so, as of the first quarter of 2011, some regions have set about developing a range 
of initiatives which are described later, some of which modify the range of medicines on 
offer.

These regional initiatives have drawn complaints from a number of Patients’ Associations, 
and professional and scientific bodies, while FARMAINDUSTRIA has taken legal steps to 
protect the legitimate interests of its member companies.

 Exclusion of medicines from the e-prescriptions database. 
The regions of Castile-La Mancha and Extremadura have given instructions to exclude 
certain medicines from its e-prescriptions system, although they are still available in paper 
prescriptions. 

These initiatives have led to appeals from Farmaindustria, which sees them as a modification 
of the Ministry of Health, Social Policy and Equality’s conditions for the prescription of these 
medicines and a covert exclusion of certain publicly-funded medicines.

A number of health and pharma bodies, as well as Primary Health Care Doctors associations 
have expressed their complaints about these measures. 

 Automatic prescription replacements. 
The Basque Country, Cantabria and Aragon have modified their e-prescriptions system, 
changing certain brand-medicine prescriptions to active-principle prescriptions.

At the same time, there is a certain trend towards generic-drug prescriptions. 

These changes represent an intrusion in the patient’s medical records, as the Alava and 
Cantabria Medical Associations and the most of Spain’s Primary Health Care bodies have 
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complained. The Cantabria Medical Association has gone further and has filed a complaint 
for breach of law to the Attorney General.

Similarly, these initiatives have given rise to appeals by Farmaindustria which sees them as 
a covert exclusion from the funding system and as a breakdown in the fairness of access 
to medicines.

 Modifications in the prescriptions system to favor the prescription of active-principle 
drugs. 
In Castile-Leon, Murcia, Navarre, Catalonia, the Canaries, Asturias, the Balearics and the 
Valencian Region the e-prescriptions system has been modified to favor the prescription of 
active-principle drugs. This change has no effect on brand medicines; these are still in the 
database and can be prescribed normally by doctors.

 Regional catalog of publicly-financed medicines. 
Following the proposal of the regional draft law/regional parliamentary bill put forward 
by Spain’s Partido Popular party, the Galicia Regional Parliament adopted Law 12/2010 
(December 22nd) on the rationalization of the Galician Regional Autonomy’s pharmaceutical 
services. The Law establishes the creation of a regional catalog of pharma products based 
on the National Health Services’ official catalog of publicly-funded medicines, to which the 
prescriptions and the dispensing of official prescriptions must be adapted in order to be 
funded by the Galician region’s budget.

Following on from this Law, Resolution December 30th 2010 was passed, making public 
announcement of the Agreement passed by the Galician Regional Government approving 
the catalog prioritizing pharmaceutical products.

This regional Law and the subsequent Resolution have been subjected to the scrutiny of 
the Council of State, which deemed that they i) eliminate fairness of access by all Spanish 
citizens to pharmaceutical services, which is recognized legally at the state and the regional 
level; ii) might jeopardize the continuity of assistance for patients from other regions who 
might need to be attended in Galicia; iii) affect the National Health System’s common 
pharmaceutical policy (which the Law recognizes as the exclusive right of the State), 
eliminating its powers of decision on pricing, reference prices or Galenic innovations; 
and iv) jeopardize the cohesion of the National Health Service,  breaking the unity of the 
medicine market , hampering the action of the whole State in this sphere of responsibility, 
including R&D and Innovation policies.

This led the Spanish Government, at the proposal of the Council of State, to lodge an appeal 
before the country’s Constitutional Court against articles 1 and 4 and the first and second 
provisions of this Law and against the Resolution of December 30th. At the time of finalizing 
this Report, these regulations had been suspended as a precautionary measure.

Farmaindustria appealed against a number of regional initiatives:  the Association understands 
that they constitute a covert attempt to exclude certain medicines from the financing system 
and that they prevent equal access to medicines. 
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From the very outset of the Law at its draft stage and throughout its debate in Galicia’s 
regional parliament, Farmaindustria has publicly condemned what it sees as an anti-
constitutional initiative that attempts to break the cohesion of Spain’s National Health 
System and patients’ equal access to medicines.

Farmaindustria appealed before the Galicia High Court against the resolution passed during 
the development of the abovementioned Law. The pharmaceutical associations of Galicia, 
and other professional associations, have also lodged an appeal against this resolution.

Auction of medicines for dispensing in pharmacies 
At the time of finalizing this Report, meetings continue between the Andalusian Health 
Service (SAS) and the Andalusian Council of Official Pharmaceutical Associations aimed 
at a possible amendment to the agreement reached between both bodies concerning the 
conditions for providing pharmaceutical services through pharmacies. 
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The SAS proposes that, in the case of active principle prescriptions, pharmacies only be allowed 
to dispense a specific medicine determined by the SAS through a public tender and at the 
lowest possible price (always below the national retail price). This way, the eventual supplier 
becomes the sole provider of the corresponding lot for the whole of the Andalusian market.

As far as billing is concerned, the medicine’s price will be a result of subtracting from 
the pharma company price the discount offered by the company and adding to that the 
distribution and dispensing margins.

In contacts held between Farmaindustria and representatives of the Andalusian Council of 
Official Pharmaceutical Associations concerning this issue, the Association has conveyed 
the industry’s opposition to this initiative. If the initiative goes forward, the Association will 
move to lodge an appeal against it.

Regional Committees for Evaluating Medicines
Farmaindustria has carried out a thorough monitoring of the various regional initiatives 
geared towards setting up committees, commissions or assessment boards to evaluate 
medicines, aimed, in this case, at regional authorities in an effort to clarify those issues that 
have raised doubts and queries and which might have an effect on the industry. To date, 
provisions on this matter have been adopted by the Autonomous Regions of Andalusia, 
Aragon, Catalonia, Galicia, Madrid, Navarre and Valencia and an appeal has been filed 
against the provisions enacted by Aragon and Madrid, among others.

Central Purchasing Organisation for Medicines 
The regions continue in their efforts to launch projects to set up centralised medicines 
purchasing systems for their medical centres and hospital services through a central 
purchasing organisation.

In this respect, special mention should be made of the National Health System Inter-
Territorial Council’s Agreement of March 18th 2010. Among other initiatives, the Agreement 
envisaged the setting-up of an aggregate purchasing procedure for the National Health 
System group, to which the regions can adhere voluntarily.

In this same sphere, Farmaindustria has kept up contacts with the Andalusian Health Service 
(SAS) in the framework of the design and launch of the so-called “Integrated Logistics 
Management System” (“SIGLO” in its Spanish acronym).

Move from Hospital Diagnostic Medicines to the dispensing by hospital pharmacies/ the 
inclusion of medicines in hospitals.

In 2010, as part of the measures introduced by the regions and aimed at controlling 
pharmaceutical expenditure through prescriptions, a trend detected in recent years held 
fast: certain hospital diagnostic medicines are now dispensed in hospital pharmacies. 
Basically, they are medicines for treating cancer, rheumatoid arthritis, psoriasis, ovarian 
stimulus and acromegaly. Farmaindustria has appealed against the Andalusian Regional 
Government’s resolution establishing the dispensing of Hospital Diagnostic Medicines in 
hospital pharmacies. 
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3.1.3. +i CLInICAL AnD TRAnSLATIOnAL RESEARCH CO-OPERATIOn 
PROGRAMME

In compliance with the agreement reached by Farmaindustria’s Governing Bodies, and 
ratified by the Association’s assembly, 86 co-operation projects continued to be carried out 
in 2010, as envisaged by the 15 Agreements reached between Farmaindustria and Spain’s 
Autonomous Regions, under the auspices of the +i Programme.

The following table lists the projects being carried out in each Autonomous Region. Projects 
are distributed by areas of cooperation:

The graph below shows the project distribution per cooperation area:
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The range of projects included in the i+ Programme are co-financed by Farmaindustria and 
the corresponding Autonomous Region. The following diagram shows the participation of 
both organizations in the shared projects.
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Farmaindustria Autonomous Regions

In accordance with the agreements reached, in September 2010 the Autonomous Regions 
sent Farmaindustria the Performance Reports for the first half of 2010 and, in some cases of 
the third quarter of 2009, on the different projects being carried out in each Autonomous 
Region. After being analyzed by the Project Support Office set up by Deloitte, these Reports 
were submitted to scrutiny by the respective i+ Programme Follow-Up Committees.

In this sense, it is worth recalling that the i+ Programme Follow-Up Committees are regional-
level bodies, were set up between each Autonomous Region and Farmaindustria, and were 
created through the corresponding co-operation agreement. Ultimately, they are aimed at 
overseeing the +I Programme and, in particular, to ensure the coordinated follow-up of 
the projects that make up the Programme, and to keep a close watch on the Programme’s 
management and evaluation.

Each Committee is made up of top-tier regional representatives in the areas of Pharmacy 
and Research, and of representatives for the Association holding the rank of Department 
Director.
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The following table lists the meetings called by the different Follow-Up Committees in 
2010. 

Follow-Up Committees - Dates meetings were held

Andalusia 02/09/2010

Aragón 07/09/2010

Balearic Isles 30/09/2010

Canary Isles 07/10/2010

Cantabria 29/11/2010

Castile-Leon 25/11/2010

Cataluña 12/11/2010

Valencian Region 2/11/2010

Extremadura 21/10/2010

Galicia 22/12/2010

Madrid 23/09/2010

Murcia 14/09/2010

Navarre 05/10/2010

Basque Country 10/12/2010

La Rioja 19/11/2010

In an effort to gauge to what extent this initiative was meeting its goals and targets, a series 
of milestones were established for each project, and each milestone reached indicated the 
Programme’s progress. Some regions have called for the modification of the milestones put 
forward initially and which were approved by the corresponding Follow-Up Committee. 

To work out the percentage of progress on the milestones, the percentage of achievement 
of each project in 2010 was calculated, weighted according to its relative weighting in each 
project, according to Farmaindustria’s total contributions to the region in question.

Each Committee is made up of top-tier regional representatives, from the areas of Pharmacy 
and Research, and representatives from the Association, with the rank of Department 
Director.
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The graph below shows the scores of each region in achieving their milestones in the first 
half of 2010.

Navarre and La Rioja met 100% of their milestones; Madrid, the Basque Country and 
Catalonia scored roughly 70%, and Aragon, the Balearics, Cantabria, Castile-Leon, the 
Valencian Region, Extremadura and Murcia stand at around 50%.

In the first half of 2010 Andalusia, the Canaries and Galicia did not report on progress 
owing to delays in rolling out the agreed projects.

To give rise to a more flexible framework, and to ensure transparent and correct management, 
the Association worked alongside the Project Support Office (Deloitte) to draft an +I 
Programme Follow-Up and Management Handbook, which was forwarded to participating 
regions in January 2011.

The Handbook aims to be a tool and a guide for everyone involved in the +I Programme. 
It lays out the criteria for carrying out effectively the Programme’s functions of direction, 
coordination and evaluation and those of the projects that are undertaken under the 
auspices of the Programme. The handbook also sets out to ease communication between 
the parties involved, not only the regions but also other third parties, thus facilitating 
coordination efforts. Finally, it provides management elements, in line with the agreements 
subscribed in the framework of the +I Programme.

The drafting of this handbook took into account and incorporated all of the general 
agreements reached in the meetings of the +I Programme’s Follow Up Committee, held 
between September and December 2010.

MILESTONES REACHED  ...................................................................................
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Finally, it should be stated that at the time of drafting this Report, a new round of regional 
Follow-Up Committee meetings were being held and were analyzing the +I Programme’s 
performance reports  for the second half of 2010 and the full year; they were also looking 
at the audit reports for FARMAINDUTRIA spending as detailed in the aforementioned 
performance reports. All the regions have sent Farmaindustria their performance and audit 
reports for year 2010 and the Project Support Office (Deloitte) has not detected any 
irregularity of note. 

3.1.4. COnSuLTInG AnD ADvISORy COMMITTEES 

Farmaindustria’s participation in several consulting and advisory committees set up under 
the auspices of Spain’s Ministry of Health, Social Policy and Equality plays a fundamental 
role in conveying to the Administration the sector’s concerns, giving rise to a debate that not 
only helps the Administration in its tasks but also helps to enhance institutional relations 
with the authorities. Farmaindustria sits on all of the following committees:

Consulting Committee of the Spanish national Health Service’s Inter-Territorial Committee 
The mission of this committee, chaired by the Secretary General of Health, is to inform the 
National Health Service’s Inter-Territorial Committee on the main provisions arising in the field 
of health, which is the responsibility of the Ministry of Health, Social Policy and Equality. The 
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Committee is made up of representatives from local, regional and central government, labor 
unions and business organizations, Farmaindustria among them.

As regards our sector, the Consulting Committee has informed on provisions concerning 
the development of Law 29/2006, regarding the manufacture, registration, prescription 
and dispensing of medicines, as well as on a number of reports on pharmaceutical 
expenditure.

Committee for the Evaluation of Medicines for Human use (CODEM)
CODEM is an associate body of Spain’s Medicines and Health Products Agency (AEMPS) 
which provides technical and scientific advice on all matters concerning the authorization 
of new medicines. CODEM comprises sixteen members: five of them are appointed by virtue 
of the position they hold and the rest are appointed by virtue of the knowledge they bring 
to the field of evaluation of medicines. Although the appointments are made by Ministry of 
Health, Social Policy and Equality, four of the committee’s members are put forward by the 
most representative organizations of patients, doctors, pharmacists and the pharma industry. 
The member representing the pharma industry is appointed by Farmaindustria.

The Committee informs the sub-groups that draft specific reports on generic medicines or 
on non-prescription/OTC drugs.

The Agency also consults the Committee on the continued listing of certain authorizations 
which may no longer have any therapeutic relevance. 
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3.2.
Social Communication

Since 2003, when Farmaindustria approved its first Communication Plan, the Association’s 
communication activity has come a long way in both quantity and quality. Since then, 
the successive Communication Plans have attempted, at the same time, to support 
Farmaindustria’s activity and also to gradually increase the projection and raise public 
awareness of the pharmaceutical industry.

Seven years on, Farmaindustria’s communication activity and its scope has improved in leaps 
and bounds: Our communication efforts have been aimed, in the main, at: i) positioning our 
industry as a strategic sector; ii) enhancing our image as a cutting-edge industry; iii) creating 
an environment of trust with Public Administrations; iv) enhancing our image vis-à-vis our 
stakeholders, and v) keeping the effects of negative messages down to a minimum.

So, in 2010, Farmaindustria’s communication moved along three main lines: the media, the 
various agents of the field of health services and society at large.

3.2.1. THE MEDIA

As in previous years, the specific communication goals for 2010 as regards the media 
focused primarily on earning the trust of the media and its professionals, whom we consider 
another pharma industry stakeholder, to bolster the Association’s position as a first-choice 
source of information.

Along with this, the Association has helped to open up new spaces of information in areas 
of interest for the industry, and has made great strides in providing training activities for 
communication professionals, following up its efforts in order to asses their efficiency and 
progress.

Farmaindustria’s communication activities with the media have made excellent progress and 
the pharma industry has upped its presence in the media debate on politics in general 
and on health in particular. In actual fact, presence in, access to and influence on the 
media have all increased considerably, with a gradual migration from specialist media to 
general news media (both national and regional) and business/financial news media, even 
featuring in opinion columns.

SPECIFIC MEDIA 
OBJECTIVES FOR 
2010 WERE GEARED 
MAINLY TOWARDS 
EARNING THE TRUST 
OF THE MEDIA AND 
ITS PROFESSIONALS.
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NEwS COVERAGE BY TYPE OF MEDIA

The year 2010 saw a considerable increase in Farmaindustria’s news activity thanks 
mainly to two events that drew media attention nationwide. Firstly, the roll-out of the 
aforementioned +i Clinical and Translational Research Co-operation Programmeme in the 
Autonomous Regions. The public presentation of the projects carried out in the framework 
of this programme in several regions (Andalusia, Navarre, the Valencian Region, the Madrid 
Region, Catalonia, the Balearic Islands or the Canary Islands, among others) gave rise to 
many media releases and press conferences which, in turn, led to reports by many print 
media, radio and television. 

THE YEAR 2010 SAW 
A CONSIDERABLE 
INCREASE IN 
FARMAINDUSTRIA’S 
NEWS ACTIVITY
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Secondly, the Government passed Royal Decree-Laws 4/2010 and 8/2010. These legal 
changes were the main focus of the Association’s communication activities in 2010. In 
its efforts to convey the pharma industry’s opposition to much of the new legal situation, 
Farmaindustria launched a number of media releases, called press conferences in Madrid 
and Barcelona, organized interviews with media across Spain and published several opinion 
articles warning of the dire effects of both Decree-Laws on the pharma industry.

Moreover, and also as a result of some recent decisions on pharmaceutical policy adopted 
in several regions (replacing brand- and original medicine prescriptions with active 
principle ones in the Basque Country or Cantabria; introducing a priority medicines list 
in Galicia, among other measures), Farmaindustria stepped up considerably its presence 
in the regional media in an effort to make society at large aware of the consequences 
of the regional governments’ decisions. Along with the possible legal steps taken by the 
Association to fight these measures, the media response turned out to be an extremely 
useful instrument for defending the pharma industry’s interests.
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Other important communication events for Farmaindustria in 2010 included the public 
presentation of the Moya-Angeler Report on the Spanish Pharmaceutical Industry  (in 
July 2010) and the meeting between the Association and the Spanish Primer Minister, 
Mr. José Luis Rodriguez Zapatero, held in the Palacio de la Moncloa—the Prime 
Minister’s Residence—(on September 7th 2010), in which the Prime Minister pledged 
to draw up a Sector Plan for Spain’s pharma industry: the Plan finally came into being 
on March 31st 2011.

Similarly, the Farmaindustria Extraordinary General Assembly, in which Mr. Jordi Ramentol was 
appointed new President of Farmaindustria, drew considerable media attention nationwide.

In all, in 2010, Farmaindustria launched 40 media releases, published 14 opinion articles 
(signed by several representatives of the Association’s members) in both specialist and 
general news print media, and, above all, the Association was interviewed by a gamut of 
media (radio, TV, specialist and general news print media, etc). It is also worth noting that 
Farmaindustria stepped up its presence in web-based media.
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As in previous years, Farmaindustria’s communication activities were enhanced by the 
Association’s institutional advertising, and in 2010 it increased in quality thanks to an 
advertising campaign in the print media, internet, radio and TV aimed at fostering and 
favoring the responsible use of medicines. During four weeks the media across Spain ran 
this awareness-raising and citizen education campaign which set out to emphasize to 
individual citizens and society as a whole the need to use medicines responsibly in order 
to guarantee access to them in the future.

Also, for yet another year, advertising was used to draw attention to the Farmaindustria 
Foundation’s Annual Awards to the Best Initiatives for Patient Services. On this occasion 
the association was helped by some of the 2009 award winners, who lent a hand in 
the advertising creativity which achieved strong coverage, particularly on web-based 
channels.

As in previous years, in 2010 Farmaindustria increased its efforts to approach opinion 
leaders and to organize sessions with the regional media to convey to them directly Spain’s 
innovative pharma industry’s main messages.

However, without a doubt, the Association’s most important training event for media 
professionals was the 8th Pharma Industry and Media Seminar held last November in Gijón 
(Asturias, Spain). The event was attended by professionals from 40 different media from all 
over Spain. Organized in conjunction with the National Association of Health Journalists 
(ANIS), the Association of Business and Financial Journalists (APIE) and the Federation 
of Spanish Press Associations, these seminars have become an information benchmark, 
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turning Farmaindustria into an active and well-known agent of communication for the media, 
enabling the latter to get to grips more accurately with the reality of the pharma industry 
in Spain.

Also, and yet for another year, Farmaindustria took part in the 4th National Congress of Health 
Journalism, organized by the National Association of Health Journalists (ANIS) and held 
last October in Oviedo (Asturias, Spain). The event brought together a large gathering of 
media professionals from all over Spain.
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3.2.2. HEALTH SERvICES AGEnTS 

The overriding aim in this area is to develop common lines of communication, and 
share messages and positioning with the whole range of stakeholders  in the field of 
healthcare, especially health professionals, researchers in biomedicine and Patients 
Associations.

Patients
In 2010, Farmaindustria stepped up its activities related to patients’ collectives and, in particular, 
Patients’ Associations. In addition to the usual actions in this sphere (the Pacientes magazine 
and the Awards to the Best Initiatives for Patients Services) Farmaindustria has rolled-out 
activities that are extremely important, such as producing videos of the testimonials of the 
2009 winners of the Awards to the Best Initiatives for Patient Services and creating new web 
portal dedicated entirely to patients. The Association also kept up its ad hoc Patients Group 
and enhanced new web 2.0 tools.

Awards to the Best Initiatives for Patients Services
On February 19th 2010, HRH the Princess of Asturias gave an audience to a Fundación 
Farmaindustria delegation, led by its Chairman/President Mr. Jesús Acebillo, in the Zarzuela 
Palace. The half-hour audience gave the Foundation’s representatives the chance to 
explain the Awards to Her Royal Highness, and they traced their development over time 
and what has made them a benchmark for Patients Associations.  The Princess expressed 
her interest in this initiative, pledged her support for the pharma sector, emphasized 
the social importance of the sector’s activity and underscored its contribution, through 
medicines, to social wellbeing. 

The awards ceremony of the Best Initiatives for Patients Services, organized by the 
Fundación Farmaindustria, was held on December 15th 2010. Undoubtedly the Awards are 
going from strength to strength each year and now stand as a benchmark for Patients 
Associations: This year, and not for the first time, more than 300 entries were presented.

HRH THE PRINCESS 
OF ASTURIAS 
PLEDGED HER 
SUPPORT FOR THE 
PHARMACEUTICAL  
INDUSTRY AND 
EMPHASIzED THE 
SOCIAL IMPORTANCE 
OF THE SECTOR’S 
ACTIVITY



FARMAINDUSTRIA 2010 ANNUAL REPORT

By pathologies, the Patients Organizations most represented at this year’s Awards were 
those that bring together patients and families of cancer sufferers, diabetics, mental 
patients, heart sufferers, patients affected by Parkinson’s disease, rare disease patients, 
people with fibromyalgia, multiple sclerosis victims and kidney patients, among others.

Yet again, the Awards drew a broad range of organizations varying in size, objectives  and 
resources; from small, local organizations or associations dedicated to relatively rare 
pathologies, to large nationwide federations and associations representing  hundreds 
of thousands of patients.  The regions most represented at this year Awards were Madrid 
(89), the Valencian Region (46), Catalonia (45) and Andalusia (37).

The award winners (organizations and individuals) were chosen by a multidisciplinary 
panel of judges.

The 2010 awards ceremony was held at Madrid’s Royal Tapestries Factory and was 
attended by a large number of guests.  All the runners-up received a Certificate and 
the event was recorded entirely on video. Photographs and videos of the event are 
available in the multimedia section of the Patients area of Farmaindustria’s website 
(http://pacientes.farmaindustria.es ) and also on the website www.premiospacientes.
com  where visitors will also find information, documentation and pictures of other years’ 
Awards ceremonies.
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AwARDS TO THE BEST INITIATIVES FOR PATIENTS SERVICES 2010

“Patients” Category

Section: “Awareness-raising and Health Education Initiatives”

Award: ACCU and GETECCU. Confederation of Crohn’s Disease and Ulcerative Colitis and the 
Spanish working Group on Crohn’s Disease and Ulcerative Colitis; for their awareness-raising 
campaign on Crohn’s Disease, “Sincrohnízate”.

Runner-Up: ASBEM. Asociación Burgalesa de Esclerosis Múltiple (Burgos Multiple Sclerosis 
Association).

Runner-Up: Fundación para la Diabetes (Diabetes Foundation).

Section: “Services to Association Members”  

Award: AFANOC. AFANOC. Catalan Association of Families and Friends of Child Cancer Victims; for 
La Casa de los Xuklis, a home for parents of children receiving cancer treatment. 

Runner-Up: Spanish Association for the Cornelia de Lange Syndrome.

Runner-Up: Andalusian Federation for Autism.

Section: “Commitment to Research” 

Award: National federation of Associations “ALCER”; for its research programme on nutrition for 
kidney disease sufferers. 

Runner-Up: Spanish Federation of Parkinson’s Disease.

Runner-Up: Catalan Association of Cystic Fibrosis.

Section: “NGOs and Other Organized Collectives” 

Award: The Jose Carreras Foundation for Leukemia; for its register of bone marrow donors.

Runner-Up: BASIDA. 

Runner-Up: The Aladina Foundation.

“Society” Category 

Section: Scientific Societies and Professional Groups  

Recognition: Council of the Castile-Leon Association of Pharmaceutical Professionals.

Section: “Hospitals and Medical Centers” 

Triple Recognition: Sant Joan de Deu Hospital, 12 de Octubre University Hospital (Pediatrics 
Intensive Care Unit) and the Tropical Medicine Unit of the Ramon y Cajal Hospital’s Infectious 
Disease Unit, Madrid

Section: “Other Institutions, Organized Collectives and Individuals”

Recognition: Novartis Farmacéutica SA.

Section: “Public Media” 

Recognition: Europa Press.

Section: “Personality”

Extraordinary Recognition: Husband and wife Pasqual Maragall - Diana Garrigosa; for their brave 
example in facing up to an illness in the double role of patient and carer. 
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Collaborations with Patients Organizations 
Over the past year, Farmaindustria took part in a number of meetings (50 in all) with Patients 
Organizations with a view to share experiences and as a show of support for the work of 
these Associations. In March 2010, other Farmaindustria representatives traveled to Greece 
for the meeting of the Southern European Patients Organization. The event staged a debate 
on the different stakeholders involved in the field of biomedical research and, specifically, 
on the role of Patients Collectives in clinical trials. The event was organized by European 
Forum for Good Clinical Practice (EFGCP) and the European Federation of Clinical Research 
Organizations (EUCROF), and was attended by more than 30 Patients Organizations from 
Spain, Portugal, Italy and Greece, among other countries.

In 2010 Farmaindustria joined as a founder-member the Foro Aragonés de Pacientes (Aragón 
Patients Forum), or FAP, set up by COCEMFE Aragón, the region’s delegation of the Spanish 
Confederation of the Physically and Organically Disabled.  The FAP’s main aim is to promote 
and defend the health and social conditions of the disabled people of the Spanish region 
of Aragon. 

On June 9th Farmaindustria took part in the 1st EUROPLAN Conference (held in Spain) as a 
member of the Organizing Committee. The Conference is held in the framework of the EU’s 
EUROPLAN project and is promoted by Rare Diseases Europe (EURODIS) and organized 
by the Spanish Federation of Rare Diseases (FEDER); it sets out to standardize healthcare 
policies for rare diseases across Europe.

The “Pacientes” (Patients) Magazine
In 2010, the Fundación Farmaindustria published three issues of the “Pacientes” magazine: 
Issues number 16, 17 and 18. The first of these dedicated its main report to the new EU 
Directive on cross-border health services; it also dealt with the importance clinical trials for 
advancing medicine, and projects that the pharma industry introduced recently to improve 
the workings of R&D investment.

LAST YEAR, 
FARMAINDUSTRIA 
TOOK PART IN 
50 MEETINGS 
AND EVENTS 
WITH PATIENTS 
ORGANIzATIONS TO 
SHARE ExPERIENCES 
AND SUPPORT  
THEIR WORK
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The main report of issue no. 17 focused on carers of elderly or disabled people and the 
effects of these duties and obligations on the carer’s physical and psychological wellbeing. 
The same issue reported on Fan3 TV, the first television channel targeted exclusively at 
children in hospital; and the Integrated waste Management System (sigre) which was 
introduced by the pharma industry in 2001.

Issue 18 of Pacientes ran with a cover story about the growing presence in social networks 
of associations and organizations devoted to healthcare. The same issue also looked at 
healthcare in the rural environment and famous illness sufferers who, throughout history, 
have stood as an example of how illness can stimulate creativity.

In 2010, a new online version of the magazine was rolled out. The digital version can be 
accessed through the Farmaindustria website (www.farmaindustria.es ) and features greater 
interactivity, making it easier for readers to view contents in order of preference, while the 
new dynamic format offers access to additional content.

The new online Pacientes magazine offers the same reports, interviews and regular sections 
as the print version, plus more pictures, as well as multimedia content such as the awards 
ceremony of the Awards to the Best Initiatives for Patient Services.
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A New Portal for Patients
In 2010, Fundación Farmaindustria launched a new web portal (http://pacientes.
farmaindustria.es ) offering content aimed at Patient Organizations and the activities that 
the Foundation engages in for this broad collective. The portal features a special space 
dedicated to the Awards to the Best Initiatives for Patient Services, and specific sections on 
the Mapa Nacional de Asociaciones de Pacientes (National Map of Patient Associations) or 
the Pacientes magazine.

Also in 2010, Farmaindustria produced several short documentary videos featuring the 2009 
winners of the Awards to the Best Initiatives for Patient Services. The videos can be viewed 
on the Patients portal (http://pacientes.farmaindustria.es), on the Farmaindustria channel on 
YouTube and on the www.premiospacientes.com website, where it has been viewed more 
than 100,000 times.

Throughout 2010, the ad hoc Patients group, set up by Farmaindustria in 2009, organized 
meetings with representatives of a number of pharma companies in an effort to exchange 

IN 2010, FUNDACIóN 
FARMAINDUSTRIA 
LAUNCHED A 
NEW WEB PORTAL 
OFFERING CONTENT 
AIMED AT PATIENT 
ORGANIzATIONS
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points of view on the sector’s main activities concerning patients. The meetings also gave 
the opportunity to give the group information on the Association’s activities in its role as 
industry representative, as well as analyzing web 2.0’s possibilities as a means of conducting 
relations with Patient Organizations. The meetings also took a close look at certain issues 
contained in the Pharmaceutical Industry Code of Relations with Patient Organizations.

Researchers

The “REDES de Investigación en Medicamentos”(Medicine Research Network) magazine
2010 saw two new issues of the “REDES de Investigación en Medicamentos”(Medicine 
Research Network) magazine, the journal of reference for news and information on 
biomedical research in Spain. Issue 14 was dedicated to the Red Española de Investigación 
en Patología Infecciosa –REIPI– (Spanish Network of Research on Infectious Pathologies), 
an organization that sets out crate scientific knowledge in the changing field infectious 
diseases and to ensure its speedy application to real clinical practice. Issue no. 15 of 
“REDES” looked at Addictive Disorders.

 
Throughout last year Farmaindustria also hosted several meetings between members of the 
Scientific Committee of REDES, made up of the coordinators and scientific heads of the 
networks and the research centers featured in different issues of the journal.

3.2.3. SOCIETy

For along time now, Farmaindustria has been making considerable efforts to bring the pharma 
industry closer to society at large, working hard to raise public awareness and to underscore 
the full worth of the industry’s commitment and its positive three-fold contribution to 
healthcare, the economy and society.

In this respect, it is extremely important to establish a shared line of action for the whole 
pharma industry; this has led the Association to place its bet on enhancing internal 
communication. In 2010, the Association launched 45 weekly newsflashes and three 
special flashes (on the launch of the advertising campaign on the responsible use of 
medication; the passing of Royal Decree-Law 8/2010, and the Ordinary General Meeting of 
Farmaindustria in June 2010).

FARMAINDUSTRIA 
WORKS ExTREMELY 
HARD TO BRING THE 
PHARMA INDUSTRY 
CLOSER TO SOCIETY 
AT LARGE, STRIVING 
TO RAISE PUBLIC 
AWARENESS 
AND WORKING 
TO UNDERSCORE 
ITS POSITIVE 
CONTRIBUTION
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Similarly, the Association continues to provide its members with monthly analytical reports 
of media coverage; the reports look closely at the industry’s and Farmaindustria’s presence 
in Spain’s print media (general news, national and regional, and specialist), taking into 
consideration both quality and quantity.

Farmaindustria - Media Coverage  ......................................................................

600

500

400

300

200

100

0

2005 2006 2007 2008 2009 2010

283
322 348

487 483
514

Nº
 o

f i
m

pa
ct

s



FARMAINDUSTRIA 2010 ANNUAL REPORT   52 / 53

Farmaindustria held a considerable number of information meetings with organizations 
and institutions considered opinion leaders on issues affecting the pharma industry. The 
Association took an active part in forums and other events organized by these organizations 
dealing with industry-related issues, and stepped up its presence in online opinion platforms 
(blogs, social networks, etc).

In particular, and alongside traditional communication tools, Farmaindustria is now using 
new communications channels such as social networks and online audiovisual channels 
to keep its various audiences and stakeholders up-to-date on the Association’s activities. 
Among these new channels are Facebook and YouTube. The Farmaindustria Foundation has 
its own page on the Facebook social network, with millions of users worldwide. The aim of 
this initiative (http://www.facebook.com/fundacionfarmaindustria ) is to stay in touch with 
people, institutions and, in particular, with Patient Organizations. Similarly, the Foundation 
launched a channel on YouTube; it can accessed from the YouTube website (www.youtube.
com/premiospacientes), and surfers can view videos of winners and runners-up receiving 
their diplomas at 2009 Awards to the Best Initiatives for Patient Services as well as highlights 
of the 2009 and 2010 awards ceremony.

It is worth emphasizing the continued participation in the now traditional Pharma 
Industry Meeting at the Menéndez Pelayo International University, in Santander (Spain). 
The 10th annual meeting, held last year, centered its attention on the present and future 
of research, and looked at Farmaindustria’s collaboration with the Spanish Agency for 
International Cooperation for Development as member of the Spanish working Group for 
the Harmonization of Healthcare. Specifically, the Association was admitted to the working 
Group on Knowledge and Innovation for Global Health, which is coordinated by Spain’s 
Carlos III Institute and brings together representatives of public institutions and NGOs. It 
should be noted that Farmaindustria is the Group’s sole pharma industry representative.

THE ASSOCIATION 
CONTINUES TO 
DISTRIBUTE AMONG 
ITS MEMBERS 
MONTHLY REPORTS 
ON ITS MEDIA 
COVERAGE
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In 2010, FARMINDUSTRIA strengthened its Social Council, a deliberative body that provides 
an external point of view and puts forward proposals of new ways for the pharma industry 
to engage in relations with governments, institutions and public opinion. Following the 
incorporation of the former Spanish Prime Minister Mr. Felipe Gonzalez, there are eight 
members on the Association’s consulting body: Mr. Guillermo de la Dehesa, Vice-President 
of Goldman Sachs and Chairman of European Central Bank Observatory; Mr. Joaquin Moya-
Angeler, President of the Andalusian Technology Corporation; Prof. Pedro Nueno, Lecturer  
Business Initiative at the IESE business school;  Ms. Isabel Aguilera, Independent Director; 
Mr. Federico Mayor Zaragoza, Chairman of the Culture for Peace Foundation;  Mr. Joan 
Mulet, Director General of COTEC; and Mr. Joan Rodés, Director General of the Hospital 
Clínic de Barcelona.

Finally, in the area of Corporate Social Responsibility (CSR), in 2010 the Association 
remained true to the lines of work followed in previous years, with the development of its 
ad hoc CSR Group, the compilation and distribution among its members of a questionnaire 

THE AD HOC CSR 
GROUP WAS SET 
UP IN 2009 TO 
RAISE AWARENESS 
AND UNDERLINE 
THE VALUE OF THE 
PHARMA INDUSTRY’S 
MANY CSR-RELATED 
ACTIVITIES 
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on the Association’s CSR activities and its active presence on the CEOE’s (the Spanish 
Confederation of Employers’ Organization) CSR Committee, as well as Farmaindustria’s role 
as a bridge between organized civil society and the pharma industry.

The ad hoc CSR Group was set up in 2009 to raise awareness and underline the value 
of the pharma industry’s many CSR-related activities, and to establish the pharma 
industry as a CSR benchmark. It’s activity in 2010 focused on the design and drafting of a 
questionnaire on CSR which was sent to all the member companies in an effort to garner 
aggregate data on Spain’s pharma industry and to draft a Report or Responsibility Report 
for the sector. Subsequently, the firm of consultants Ernst & Young drew up a five-step 
project: Benchmarking, Questionnaire, Information Session, Information Gathering and 
Situation Report. 
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In 2010, Farmaindustria established itself as a bridge between several NGOs’ and member 
pharma companies in an effort to ensure that pharmaceutical companies were aware 
of NGOs’ need for medicines in the wake of a spate of natural disasters, not least the 
earthquake that struck Haiti early on in the year.

Also, Farmaindustria sat at meetings of the Spanish Foundations Association’s Coordination 
Committee of the Industry Group of Health Foundations. The meetings dealt with a variety 
of issues ranging from the Public Health Draft Law to the Study on Health Foundations in 
Spain, drawn up in 2009 with the support of Farmaindustria.

The Association has played a relevant role in the CEOE’s CSR Committee. The issues debated 
included, coincidentally, with possible joint relief actions for the people of Haiti.
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3.3.
Services to member companies 

3.3.1. OnLInE SERvICES 

The Association is quite clearly service-oriented. This is evident in our ever-increasing 
and constantly updated online services, which provide a broad range of resources, e.g. 
ample documentation, and provide quality material tailored to users’ needs.  Updates are 
continuous, with new spaces and sections and new capacities appearing constantly, as 
well as new specific dedicated portals.

new Patients Portal 
2010 saw the launch of our Patients portal for our member companies and also available 
for the general public. This portal carries a considerable amount of top-quality information, 
such as the “Map of Patient Associations”, a directory drawn up by Fundación Farmaindustria 
and which includes more than 700 Patient Organizations varying in size, resources, range 
of services and geographical location.

Corporate Portals: Public and Private
Last year saw a considerable improvement in the configuration of the Association’s Public 
and Private portals. New functions were added and updated to meet new needs. An 
example: the section on information on the new Coding Style, or the complete overhaul of 
Farmaindustria’s Deontological Surveillance Unit’s notifications system for notifying events, 
studies, etc.

new European Codes Portal (in conjunction with the EFPIA)
A new portal designed in conjunction with European Federation of the Pharmaceutical 
Industries and Associations (EFPIA).  It complies with the regulation reflected in Article 9 of 
the EFPIA HCP Code. This portal is scheduled for launch some time in 2011. 
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Media Portal 
This portal has made improvements in its Multimedia Zone and has taken its first steps 
along the road of internet 2.0 by incorporating social networks.

Specific Single-Topic Portals  
The portal of Spanish Technological Platform for Innovative Medicines 
(www.medicamentos-innovadores.org) has been overhauled, with new functionalities more 
oriented towards the portal’s needs.

At the same time, two new portals were launched in 2010: 
www.mas-i.es  and www.basado-enmilesdehistoriasreales.es

The national Group Intranet 
A new zone was designed within Farmaindustria’s private portal aimed at the Association’s 
member companies in Spain (or National Group). It includes information on the 
composition of working Groups, Position Papers and specific documentation of 
Farmaindustria’s National Group. This pilot project might be replicated in other statutory 
groups that request it.

Management of the deductions by Royal Decree-Law 8/2010
One of the major challenges facing Farmaindustria in 2010 was the management of 
information on deductions resulting from the putting into practice of the provisions 
concerning pharma included in Royal Decree-Law 8/2010.

In this respect, an entire data structure has been designed to ensure that calculations are 
made correctly to delink 300 companies from the 52 official Pharmaceutical Associations, 
request payment from companies (collection) and make payments due re-link the 300 
payments on the 52 associations, along with the validation of each process. 

Both the calculation processes and the tools for the management and control for 
ensuring the correct flow of capital between each company and the Pharma Professional 
Associations  were developed entirely  by Farmaindustria’s IT services. The management and 
control procedures were designed with support from Deloitte.

FARMAINDUSTRIA’S 
GENERAL PORTALS 
REGISTERED MORE 
THAN 1.1 MILLION 
INDIVIDUAL VISITS 
IN 2010 – 60% OF 
THEM WENT TO THE 
PUBLIC PORTAL.
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Statistics for Online Services 
In 2010, all usage, storage and online service running ratios continued to rise.

The number of daily users of some of Farmaindustria’s portals exceeds 6,000 individuals, 
with occasional peaks reaching 10,000.

The Association’s general portals registered more than 1.1 million individual visits in 2010, 
of which 60% went to the Public Portal. For its part, the Press Portal registered more than 
50,000 individual visits in 2010, an average of almost 200 individual users each day.

PuBLIC

59,3%

PATIEnTS

3,3%

PRIvATE

32,1%

MEDIA

5,3%

Distribution of visits to different portals   ..........................................................
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3.3.2. WORKInG GROuPS

The objectives of Farmaindustria’s working Groups are to encourage the active participation 
of the member companies and to articulate the sector’s position on industry issues, in an 
effort to put forward proposals on those issues to the Association’s Governance Board and 
its Board of Directors.

In October 2010, following the renewal of Farmaindustria’s Governance Bodies, the Groups 
were updated. Subsequently, some of the Groups were scrapped owing to their scant activity 
or otherwise merged with others in an attempt to increase their effectiveness. Similarly, 
other Groups were from then onwards referred to as working Groups and their workings 
have been overhauled, and a new annex on competition norms has been introduced.

At the moment, the Association has 19 working Groups (wG):

1.  Sustainability and Economic Regulation 
2.  Health Technologies Assessment
3.  Hospital Market
4.  Medicines Technical regulation 
5.  Manufacturing and Traceability 
6.  Environment
7.  Pharmacovigilance
8.  Vaccination 
9.  R&D/Biotechnology
10. Clinical Research
11. Medical and Research Directors (BEST)
12. Orphan Medicines 
13. Legal Services 
14. Tax
15. Human Resources
16. Good Practices Codes
17. Competitiveness and Internationalization
18. Relations with the [Spanish] Regions 
19. Communication

The following is a summary of the working Groups’ activity prior to the update that took 
place in October 2010:

Sustainability and Economic Regulation WG
Throughout 2010, this wG continued to carry out an active monitoring of cost control 
measures and regulatory proposals related to economics and the sustainability of Spain’s 
National Health System.

It is worth highlighting in particular the thorough evaluation of Royal Decree-Laws 4/2010 
and 8/2010, and complementary regulations, carried out by the Economic Impact wG.

FARMAINDUSTRIA’S 
WORKING GROUPS 
SET OUT TO 
ENCOURAGE THE 
ACTIVE PARTICIPATION 
OF THE MEMBER 
COMPANIES AND 
TO ARTICULATE THE 
SECTOR’S POSITION 
ON INDUSTRY ISSUES
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As regards Royal Decree-Law 4/2010, the wGs focused their work on the key points of 
implementation, in particular:  the cut in generic drug prices ii) other relevant industry 
issues, namely: pricing and modification of prices of medicines, margins, modification of 
the Royal Decree on authorizations, etc, and iii) implications of the Order on Reference 
Pricing.

Regarding the latter, the Group carried out a follow up of the application for Order 
SPI/3052/2010 (November 26th), which determines the groups of medicines and their 
reference price and regulates certain aspects of the reference price system. The Group 
initially prepared the allegations to the draft of the Order and, after it was passed, conducted 
an impact study of the Order to gauge its effects on public pharmaceutical expenditure and 
also on the industry itself as a whole.

As regards Royal Decree-Law 8/2010, the working Group carried out a thorough 
examination of its content, economic impact and implementation. It is worth highlighting 
the implementation of the basic aspects of te procedure for applying the 7.5% deduction in 
the spehere of the pharmacies,  which led to the signing of an agreement with the remaining 
parties involved (Spain’s General Council of the Official Associations of Pharmaceutical 
Professionals and the pharmaceuticals wholesalers association, FEDIFAR) on July 30th 
2010, in the presence of the Directorate General of Pharmacy and Healthcare Products.

The Group also continued to monitor the practical consequences and effects arising from 
the price review processes applied to several innovative products and from the requests 
for price updates of less than two euros of medicines not subject to reference pricing; 
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through Farmaindustria, this eased communication between the companies affected by the 
measures and the Ministry of Health, Social Policy and Equality.

This same working Group also monitored the practical consequences and effects of 
the approval of Galenic innovations of therapeutic interest, as well as other industry-
related issues and with potential economic effects. They include the following: i) the work 
undertaken by the Ministry of Health, Social Policy and Equality on the Health Pact and the 
Pharmaceutical Policy Strategic Plan; ii) the entry into effect and practical application of the 
list of lower prices, at both the national and regional levels; iii) the inclusion of medicines 
in hospitals by some regions; iv) the monitoring of the parliamentary debate on the Draft 
Law on Sustainable Economy; and, v) the equality of prices for different presentations of the 
same product, regardless of their dosage, etc.  

At the moment, the Group is focused on monitoring the work being carried out in the 
framework of the Pharma Industry Sector Plan (announced March 31st 2011), with particular 
attention to the proposals channeled through the Plan’s Access to Market Group.

Hospital Market Working Group (HMWG)
The HMwG continued its work on analyzing and monitoring the Hospitals Market and its 
issues. In this respect, the HMwG’s priority was to conduct a thorough examination of the 
legal interpretation of Article 9 of Royal Decree-Law 8/2010 (May 20th) which adopted 
extraordinary measures aimed at trimming the public deficit, and which established a 7.5% 
deduction in hospitals. The wG also monitored the implementation of the same RD-L in the 
light of instructions issued by a number of regional governments. 

As a result of this process, Farmaindustria sent several letters to the Ministry of Health, Social 
Policy and Equality and to all of Spain’s autonomous regions, explaining the Association’s 
legal interpretation of the hospitals-related norm, once the Abogacía del Estado (Spain’s 
State Legal Service) had made clear its criterion on this issue and which the Association 
shares.

In addition, in the first half of 2010, this wG took an active part in processing of the new Record 
of Aggregate Supply of Medicines applicable to all of the medical centers dependent on the 
Catalonian Institute of Health and which will run for a year, with a possible extension.

The Group also monitored a range of regional initiatives affecting the Hospitals Market, 
such as the measures applied by several regions for the dispensing of hospital-diagnosed 
medicines in hospital pharmacies; the practical consequences and effects of the 
management of hospital pharmacy service contracts; and the regional differences in 
contracts, selection criteria for medicines, e-billing, Electronic Data Interchange (EDI) and 
contract clauses, among other issues.

THE HOSPITALS 
MARKET WORKING 
GROUP MONITORED 
A RANGE OF 
REGIONAL INITIATIVES 
AFFECTING THE 
HOSPITALS MARKET 
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The Technical Regulation of Medicines WG 
The two main issues looked at by this wG were the legal provisions concerning certain 
aspects of the authorization and register of medicines, and the habitual workings of Spain’s 
Medicines and Healthcare Products Agency, the AEMPS.

Concerning the first issue, the publication of Royal Decree 1091/2010 brought with it the 
definitive application of the new European directive on the modification of the conditions 
for authorizing medicines across the EU to medicines authorized using a previously strictly 
national procedure. 

The wG also looked at the Association’s collaboration with the AEMPS, analyzing and 
commenting on the provisions and information announcements issued by the Agency and 
which regulate the day-to-day activities from a practical point of view. They include style 
guides for translations, copy guidelines for instructions for use of medicines and refunding 
membership dues in bona fide cases.

One especially relevant factor in this particular field is the use of ICTs in the emission 
of evaluation calendars and commercialization authorizations and their modification. This 
way, the industry’s repeated calls and the wG’s proposals for establishing metrics for and 
setting objective and systematic limits to the AEMPS actions are finally bearing fruit and 
e-authorizations are becoming the norm thanks to the use of apps that have enabled not 
only  requests for and processing of authorizations, but also the detection and elimination  
of bottlenecks that cause serious harm to pharma companies.

The vaccines WG
Vaccines are among the best therapeutic tools for fighting a range of infectious illnesses 
that have plagued mankind from time immemorial and some of which continue to threaten 
populations even today. Owing to their therapeutic value and thanks to their unquestionable 
role in healthcare, vaccines are governed by a particular regulatory framework and need 
to be used specifically according to a variety of needs. This is why the wG goes all out to 
synchronize its efforts with the agenda of the European Vaccine Manufacturers (EVM), an 
organization dependent on the European Federation of the Pharmaceutical Industries and 
Associations (EFPIA), when dealing with the main issues related to the public health value 
of these medicines.  

Last year was a particularly busy one as a result of the healthcare and social repercussions 
of the A/H1N1 influenza pandemic. Now that normality has been recovered as far as flu 
vaccination is concerned, we need to return to the world Health Organization’s and the 
Council of Europe’s objectives on vaccine coverage, by organizing actions and events 
aimed at encouraging the follow-up of these recommendations.

R&D and Biotechnology Working Group
Set up more than two years ago and made up of 34 companies, this wG’s work focuses 
drawing up positions and collaboration proposals with relevant industry institutions. It pays 
particular attention to cooperation between the industry and small biotech companies 
and makes available the instruments needed for that cooperation, making the most of 

THIS WG GOES 
ALL OUT TO 
SYNCHRONIzE ITS 
EFFORTS WITH THE 
EVM’S AGENDA 
WHEN DEALING 
WITH THE MAIN 
ISSUES RELATED TO 
THE PUBLIC HEALTH 
VALUE OF VACCINES
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existing synergies and underlining the differential and complementary contribution that 
Farmaindustria is capable of making.

July 2000 saw the presentation of a financing study of recently-created companies in the 
biotech sector, as well as of a directory of 111 Spanish biotech spin-offs focused on human 
health. One of the conclusions of the Study was that 95% of the participating companies 
expressed considerable interest in setting up a Pharma-Biotech Cooperation Programme. 
Accordingly, Farmaindustria and R&D directors from 22 and member companies held 
meetings between October and December aimed at designing a number of cooperation 
sessions with Farma-Biotech companies scheduled for between February and July 2011, 
in the fields of the central nervous system, cancer, respiratory system, inflammation and 
autoimmune disease. In each of these meetings, a group of six bio-tech companies will 
prepare and present the results of its technological achievements to the interested pharma 
companies using a direct, fast and highly-focused framework of business development. 
Both the Study and the Directory are available at www.medicamentos-innovadores.org.

Geographical distribution of the companies 
included in the Directory

 
 
Similarly, this Group attempts to encourage the industry to participate in national and 
international R&D programmes, particularly in the Innovative Medicines Initiative (IMI) and 
in Spain’s Technological Platform Innovative Medicines (PTEMI).

The Orphan Medicines WG
Orphan Medicines are extremely relevant socially and in terms of public health; this is 
because they are aimed at treating rare illnesses often affecting a very low number of 
potential patients. That means that these medicines require specific incentives when it 
comes to research, development and commercialization.

Moreover, the innovative nature of Orphan Medicines means that most of the pharma 
companies that develop and commercialize them are members of Farmaindustria, which 
means, in turn, that this particular wG is already made up of a fair number of members.
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The Orphan Medicines wG is busy analyzing the main difficulties involved in developing 
and commercializing this type of medicines, e.g. the need to increase incentives for 
research; improving dialog with the health authorities; the validity of the existing financing 
model, and, in particular, the limited access to certain Orphan Medicines in some of 
Spain’s regions.

The Legal Services WG
In 2010 this wG continued to carry out its usual lines of activity, establishing itself as the 
main forum for the exchange of legal information for the heads of the legal departments of 
Farmaindustria’s member companies.

The main legal changes introduced in 2010 were the enactment and entry into force of 
Royal Decree-Law 4/2010, on the rationalization of pharmaceutical spending, and of Royal 
Decree-Law 8/2010, introducing extraordinary measures for bringing down the public 
deficit, and which had a considerable impact on Spain’s pharmaceutical industry.

The introduction of the new Reference Pricing Order and the initiatives on medicine 
prescription undertaken in a number of Spain’s regions (Cantabria, Castile-La Mancha, 
Galicia, Extremadura and the Basque Country, among others) led Farmaindustria to pursue 
a range of legal actions.

Similarly, the Association has followed very closely the parliamentary debate on a number 
of laws, such as the recently passed Law 2/2011 (March 4th), on Sustainable Economy; or 
Law 34/2010 (August 5th), which introduced changes in Law 30/2007 (October 30th), on 
Public Sector, and modified Law 29/2006 on Guarantees. The Association also presented 
allegations against a variety of draft laws still under debate such as the General Draft Law 
on Public Health, the Royal Decree on Medicine Prescriptions and the Ministerial Order on 
Reference Prices, among others) 

There are also other issues currently being discussed and dealt with by other wGs but which, 
because of their legal impact, are also being discussed in the Legal wG. These include, 
among others, tax, collective bargaining accords, ethical code and technical issues.

The Good Practices Code WG
In 2010 this wG drew up a proposal for modifying the precepts contained in the Code, 
Regulations and Guidelines for Application, in line with a two-fold mandate from the 
Association’s governing bodies: 

i) To bring the studies and services provided by professionals and their organizations 
(Articles 14, 16 and 17) into line with the new directives on Post-authorization Studies 
(Order SAS/3470/2009 (December 16th) which published the guidelines on observational 
post-authorization studies for medicines for human use) and establishing clear limits on 
the ethical norms applicable to them, and; 

ii) in a context of containing pharmaceutical spending and in line with EFPIA guidelines, to 
enhance the self-regulation system by modifying articles 10, 11 and 15 of the Code.

THE LEGAL SERVICES 
WG IS THE MAIN 
FORUM FOR THE 
ExCHANGE OF 
LEGAL INFORMATION 
FOR THE HEADS 
OF THE LEGAL 
DEPARTMENTS OF 
FARMAINDUSTRIA’S 
MEMBER COMPANIES



FARMAINDUSTRIA 2010 ANNUAL REPORT   64 / 65

In addition, the revision of texts has helped to clear up a variety of precepts as well 
as to modify certain aspects concerning the workings of the control bodies and other 
procedural issues.

This work gave rise to the approval by Farmaindustria’s Organs of Government and the 
ratification by the Extraordinary General Meeting (October 26th 2010) of the new texts of 
the Code of Good Practices of the Promotion of Medicines and the Relations Between the 
Pharmaceutical Industry and Healthcare Professionals, Application Guide and Regulations 
of the Organs of Control.

By virtue of this approval, the Q&A Document has been updated on the basis of the 
changes made to the Code. The Document also incorporated the queries received from the 
latest update and which was published, following the approval of the Association’s Board of 
Directors, in order to enhance the principle of transparency of the self-regulation system.

The Competitiveness and Internationalization WG
This wG sets out to foster the industrial competitiveness and the international thrust of 
Farmaindustria’s member companies. The exterior sector has consolidated its standing as 
a key element in Spanish pharma companies’ efforts to soften the blow of the current 
downturn. Thus, the pharma’s specific weighting in Spain’s trade balance has risen steeply 
over the past year, settling at 5% of total Spanish exports (the figure stood at 1.8% in 
2000). In addition, pharma companies’ international push and industrial competiveness is 
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a key element of one of the working Groups set up in the framework of the Pharmaceutical 
Industry Sector Plan.

This wG has continued to arrange regular bilateral and multi-sector meetings with 
organizations that encourage foreign investment in third-party countries, with a particular 
interest in Latin America (Brazil, Mexico, Chile, Peru, etc), Asia (Malaysia, Taiwan) and other 
emerging markets, such as the Central European republics or Russia.

In this respect, in 2010 the wG’s members decided to redirect its strategy. As well as keeping 
up its activities in business missions and multilateral meetings, priority will be given to 
tailored actions for companies and/or territories that have displayed efficiency. Over the 
past year, efforts were centered on Russia, Cuba and Turkey, while keeping a close eye on 
possible interests and opportunities arising in other parts of the world.

Last year the Association’s Group Portal of National Companies started up an International 
section. The section sets out to enable Members to keep abreast of the latest events/fairs, 
documents and reports with a view to helping them with their internationalization efforts. 

The Relations with Regions WG
As laid out by Farmaindustria’s Governing Body, this wG sets out to review, analyze and 
follow-up Spain’s regional pharma policy, as well as encouraging collaboration with 
regions, professional bodies and scientific societies in an effort to create an environment 
conducive to pharmaceutical innovation and to preserving the unity of Spain’s 
pharmaceutical market.

Last year, the wG held a plenary session attended by 47 pharma companies, and set up a 
committee comprising 25 companies.
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The wG carried out an important activity focused on the monitoring of the regulatory initiatives 
of Spain’s regions and in enhancing the internal information mechanisms. Thus, the Group 
analyzed and followed-up a range of regional initiatives and their effects on the medicines 
market. In particular, its activity focused on prescriptions for active principles, e-prescriptions, 
territorial differences in access to medicines, the creation and functioning of regional 
commissions and committees for evaluating medicines, the transition of hospital-diagnosis 
medicines to hospital pharmacy dispensing medicines, generics policy, regional healthcare 
budgets or prescription medicines pharmaceutical spending, among other issues.

The Health Technologies Assessment Functional Group 
This Functional Group was set up in 2006 with the aim of developing technical documents 
on the main issues dealing with the procedures related to the economic evaluation of 
medicines.

In 2010, the Group met on three occasions, having finalized a technical document on the 
evaluation of medicines by the UK’s National Institute of Health and Clinical Excellence 
(NICE).

The wG is currently preparing several documents on the analysis and study of evaluation 
procedures carried out by the world’s most representative international institutes and 
organizations of Evaluation of Medicines (France, Germany, Sweden and Scotland, among 
others),  as well as the different Spanish agencies and organizations involved in the 
evaluation of medicines (national and regional).

In 2011 the Group will continue to work on these and other technical documents aimed at 
conveying the pharma industry’s stance on issues relating to the medicines evaluation.

The Hospital Debt Functional Group
In 2010, the Group continued to monitor the progress of the Hospital Supplies Debt.

The most recent data for the sector show that at year-end 2010 Spain’s National Health 
System owed pharma companies 4,685 million euros in outstanding payments for 
medicines supplied to hospitals, and that the average payment period was 390 days. In 
this respect, it is worth noting that at end 2010 only one Health Service, INGESA, adhered 
to the legally established payment period of 60 days for supplies contracts up to July 2010, 
and 55 days for obligations entered into with Public Administrations between July and 
December of 2010. This widespread breach has seriously jeopardized the financial viability 
of  a number of pharma companies, in particular SMEs, which find it especially hard to cope 
with payment periods that run into years, and year after year.

THE RELATIONS 
WITH THE REGIONS  
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ON MONITORING 
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ON ENHANCING 
INTERNAL 
INFORMATION 
MECHANISMS
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DEBT - REGIONS

HEALTH SERVICE

PHARMACEUTICAL HOSPITAL DEBT* 
NATIONAL HEALTH SERVICE  
AT 31/12/2010 (millions €)

AVERAGE PAYMENT PERIOD 
AT 31/12/2010 (days)

ANDALUSIA 1,069.5 587

ARAGON 121.1 271

ASTURIAS 115.1 364

BALEARIC ISLES 158.9 588

CASTILE-LA MANCHA 216.0 388

CASTILE-LEON 463.1 666

CANARY ISLES 95.8 172

CANTABRIA 163.7 742

CATALUÑA ** 233.5 223

CEUTA & MELILLA 0.4 17

VALENCIAN REGION 818.5 561

EXTREMADURA 51.1 164

GALICIA 171.4 190

LA RIOJA 30.8 349

MADRID 640.1 303

MURCIA 254.2 625

NAVARRE 29.6 148

BASQUE COUNTRY 52.1 92

TOTAL NATIONAL 
HEALTH SERVICE 4,684.8 390

(*) Only takes into account the debt for medicines supply.
(**) Only ICS hospitals (Catalonian Institute of Health).

Source: Farmaindustria estimates based on the Annual Study of Hospital Debt.

 
At the same time as it monitored hospital debt, this wG continued to monitor the regulatory 
initiatives related to administrative contracts. Particular attention should be drawn to Law 
34/2010 (August 5th), which modified Laws 30/2007 (October 30th) on Public Sector 
Contracts; Law 31/2007 (October 30th) on contract procedures in the water, energy, 
transport and postal services sectors; and Law 29/1998 (July 13th), regulating the 
Administrative Courts and adapting the first two of these laws to EU law; it also brought 
changes that included the adaptation to EU regulations by means of the creation of 
Central Administrative Courts for Contract Disputes; and Law 2/2011 (March 4th) on 
Sustainable Economy, which brought with it  changes in contracts with the Administration.

The wG also monitored the introduction of the 7.5% deduction established by Article 9 
of Royal Decree-Law 8/2010 (May 20th) which brought into effect a raft of extraordinary 
masures aimed at bringing down the public deficit.

As concerns the issue of arrears, the analysis of two provisions carried out by this wG 
stands out in particular:

AT END-2010, THE 
SPANISH NATIONAL 
HEALTH SYSTEM 
OWED SPAIN’S 
PHARMA COMPANIES 
NEARLY 4.7 
BILLION EUROS IN 
OUTSTANDING DEBT 
FOR MEDICINES 
SUPPLIES TO 
HOSPITALS 
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i) Law 15/2010 (July 5th) modifying Law 3/2004 (December 29th) establishing measures 
to fight  arrears in commercial operations, and which also brings changes to the Public 
Sector Contracts Law, which, among other changes, reduces the payment period for public 
sector payment to a maximum 30 days as of January 1st 2013—this will be applied 
following a transition period— and the introduction of an efficient and agile procedure for 
collecting outstanding debt from Public Administrations, and; 

ii) the European Parliament’s and Council of Europe’s Directive  2011/7/UE establishing 
measures to fight arrears in commercial operations; among other provisions, it establishes 
two payment periods for collecting payment from suppliers, and the right to compensation for 
arrears. 

In 2010, the wG continued to ensure that hospital tender documents are drafted in the strictest 
compliance with current law applicable to public contracts. In this respect, the Association has 
continued to send letters to hospital management teams asking them to modify contracts to 
adapt them to the Law of Public Sector Contracts and the doctrine of the Public Contracts 
Consulting Board. Hospitals have responded favorably in a number of cases.

Similarly, the wG monitored e-billing initiatives and analyzed the repercussions of the 
modifications introduced by Law 16/2009 (November 13th) on Payment Services.

Finally, working closely with the Autonomous Regions wG, the Hospital Debt wG has 
continued to hold meetings with the Andalusia Public Health Service to get up to date on 
progress in the SIGLO Project. The project, which is being carried out in Andalusia, sets out 
to simplify the acquisition process for medicines and set up an electronic data exchange 
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in  standardized format in the commercial transactions that the Health Service carry out 
with its suppliers.

The wG is currently working on opening the Pharmacy area of the Andalusia Public Health 
Services’ Catalog of products and services, and several members have entered into the pilot 
phase to set up Electronic Data Interchange (EDI) systems in a number of hospitals across 
the Southern Spanish region.

Manufacturing and Traceability Functional Group
This Group’s activity revolves mainly around the application of Royal Decree 824/2010 
which regulates pharma companies that manufacture active principles for pharmaceutical 
use and export of medicines and medicines under research. The introduction of this norm 
was followed by the formulation of, and debate on, a Question & Answer document (http://
www.aemps.es/actividad/legislacion/espana/FAQ_rd824-junio10.htm) touching on a 
range of aspects of interpretation, and in which this wG took an active part. 

The Royal Decree on Pharmaceutical Companies also introduced certain EU obligations 
that the wG dealt with specifically, such as the obligation of pharma companies to 
audit companies that manufacture raw materials. These new obligations require a good 
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understanding between the pharma industry and the Administration in order to set up an 
appropriate schedule of tasks and to avoid the inadequate use of resources in these audits.

Also, the end of the Management Team’s work on regulating the actions for minimizing 
the entry of falsified medicines into the legal channel, which is expected to be published 
in the EU’s Official Gazette in summer 2011, has slowed down the initiatives of national 
measures to regulate distribution and traceability. This future European Directive would 
seem to indicate that the EU will apply a single packaging identification system for verifying 
authenticity, although it is a little early when the measure will come into force and which 
medicines it will affect.

Finally, following the introduction of Royal Decree-Law 8/2010, both the AEMPS and the 
Directorate General of Pharmacy and Healthcare Products published provisions on the 
division of packaging and the conditions governing the dispensing of packets in concrete 
units. The pharma industry is confident that when the moment of authorization arises the 
majority of packets will be totally adapted to the needs of treatments, and that if, later on, 
new packaging sizes are required, the industry will obtain authorization by requesting the 
corresponding requests for modification.

Even so, a space may still remain for the eventual division of certain medicines or for the 
commercialization of packets with only a few units of medicine.

It is clear that these cases will need to be respected in terms of the affected company’s 
decision to produce this format, and the need to guarantee that the division is carried out 
with every possible guarantee for the patient and defining precisely the responsibilities of 
all the parties involved.

Environment Functional Group
In 2010, the Environment wG worked alongside sigre to monitor important industry-related 
legal norms, such as the Partial Transposition of Regulations on Environmental Responsibility 
(environmental risk analysis and financial guarantees), the EU’s waste Framework Directive, 
as well as monitoring other environment-related actions that have a bearing on the pharma 
industry (waste materials, discharge and emissions).

Given the complexity of the administrative provisions regarding the environment, this wG 
holds regular idea-sharing sessions. It has also continued to represent Farmaindustria on 
the Environment Committees of a number of business organizations (CEOE, FEIQUE) and 
has strengthened cooperation links with Spain’s Ministry of the Environment and Rural and 
Marine Affairs and with regional Departments with responsibilities in areas that affect the 
pharma industry in this particular sphere.

The Pharmacovigilance (Phv) Functional Group
In 2010 this Group’s activity centred mainly on closely monitoring the implementation of 
Order SAS/3470/2009 on Post-authorization Studies. The Group evaluated the AEMPS’s 
process for the classification of the studies, as well as the authorization from the CEIC (Ethic 
Committees) and the autonomous regions involved, identifying bottle-necks and areas for 
improvement that might bring down the time required for getting the studies under way.

FARMAINDUSTRIA 
KEPT UP ITS 
PRESENCE ON THE 
ENVIRONMENT 
COMMITTEES 
OF A NUMBER 
OF BUSINESS 
ORGANIzATIONS 
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It also sent to the AEMPS a Frequent Questions document dealing with this kind of Studies 
aimed at commercial developers, which the Agency replied to and posted on its website.

The wH also worked alongside the AEMPS towards reducing administrative barriers and 
speeding up the process for forwarding safety information on clinical trials conducted in 
Spain to the Agency, CEIC and the regions involved.

Another important  feature was that two representatives of this wG took part in a 
multidisciplinary Group set up by the AEMPS, the Catalonian autonomous region, 
Farmaindustria, and several other associations, focused on drafting a document on Good 
Practices in Pharmacovigilance. This document, envisaged in Law 29/2006, is highly relevant 
because it establishes how TACs are to carry out their pharmacovigilance activities in the 
face of the possible inspections to which this activity is subject to in Spain.

Farmaindustria has also taken part in a multidisciplinary group led by the AEMPS and made 
up of a variety of experts in the field of medicines who have reviewed which medicines have 
to include a symbol on their packaging warning that it contains an active principle that has 
an adverse effect on the user’s ability to drive. The list of active principles reviewed and the 
recommendations to be included in the technical data and on the instructions leaflet of 
these active principles are available on the AEMPS’s website.

The Clinical Research Functional Group
In 2010, this wG monitored Spanish and EU legal initiatives on clinical research, and they 
looked particularly closely at the new EU Draft Directive on Clinical Trials.

The wG also monitored the start-up of Version 2 on the “SIC CEIC” information technology 
tool which allows the telematic transmission of the documentation needed for requesting 
authorization for a clinical trial from Spain’s Ethical Committee on Clinical Research (CEIC). 
The experience gleaned by the Group by using this application has led to the Association 
proposing to a number of improvements aimed at simplifying the CEIC’s management of 
documentation for clinical trials and giving the regions access to that information. 

Regarding the regions and contract models for clinical trials, the wG reviewed and made 
comments on the proposal for modification of the Navarre region’s current contract model, 
as well as putting forward a proposal on the modification of the Andalusia region’s current 
contract law.

Similarly, in order to speed up administrative delays for authorization for inclusion in the 
exports register of the biological samples of our clinical trials, the wG sent to the Sub-
Directorate General of Public Health a variety of metrics showing the time it takes for 
developers to receive authorization. This initiative, along with meetings with senior civil 
servants from the Sub-Directorate General, have led to new procedural measures for 
requesting authority that not only reduce delays but also do away with a considerable 
amount of red tape.

THE 
PHARMACOVIGILANCE 
WG HELPED DRAFT 
A DOCUMENT ON 
GOOD PRACTICES IN 
PHARMACOVIGILANCE 
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The Group also worked alongside the AEMPS on a proposal for a new document, available 
on its website, which informs the developers on the kind of irregularities that must be 
reported to the Agency, what kind of information must be included and what the procedure 
is for notification of those irregularities.

Finally, 2010 saw regular meetings between the Association and the Director of the AEMPS 
to suggest improvements in the authorization process for clinical trials, in particular those 
trials requiring authorization at an early stage and which are linked to a product that is still 
at the research stage. 

The Medical and Research Directors Functional Groups
This Group, set up five years ago as platform for excellence, was created in the framework 
of the Spanish Technology Platform on Medicines (PTEMI). Over the past year a number of 
initiatives got under way to keep up improvements in the efficiency and quality of clinical 
research processes in Spain, and the wG has continued to work on keeping the Metrics 
Database (DB Metrics) updated.

The ninth update of BD Metrics, in June 2010, included information on key indicators from 
1,246 clinical trials. Nine out of ten of these trials are multi-center and international. The 
main therapeutic areas in which clinical trials are conducted are cancer, cardiovascular, 
neurosciences and anti-infectious diseases.

In turn, a rise in early stages of clinical trials, particularly Stage II, has been detected. The 
data base shows indicators of times required for getting trials under way, and recruitment 
ratios for medical centers, as well as a section on international benchmarking.
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Distribution of clinical trials contained in BD Metrics  
by research phase  .........................................................................................
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In general, all the time indicators have shrunk gradually over different half-years, mainly in 
the contract phase (around 119 days on average) and, subsequently, in the overall time for 
getting a clinical trial under way (an average 180 days). This trend has been observed since 
2005, when the project first began.

THE MOST RECENT 
UPDATE OF BD 
METRICS (JUNE 
2010), CONTAINS 
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KEY INDICATORS 
OF 1,246 CLINICAL 
TRIALS
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In 2010, the wG also worked on aspects related to the recruitment of patients, taking into 
account that the overall average recruitment rate in completed clinical trials contained in 
BD   Metrics stands at 76.9%. These are percentages on totals (no. of patients included/no. 
of patients forecast) in 489 clinical trials with valid data for 3,257 participations by medical 
centers. Of the 489 trials completed trials, in 210 there is a center that has not recruited 
any patients. More specifically, of the 3,257 participations by centers considered, over 17% 
did not recruit any patients.
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The great advantage of BD Metrics is that it is a reliable base for discussion and increasing 
efficiency, and enables you to find shared solutions involving developers, researchers, 
managers and the Public Administrations. The ability to improve on authorization and start-
up times for trials is a key tool for positioning Spain well in the processes of competitive 
recruitment. Being among the leaders is a must, but it is not enough; it is also important to 
develop the full potential of excellence research groups, placing value on their work and 
providing them with all the resources they need. All the enhanced and disaggregated data 
are available at www.medicamentos-innovadores.org, as well as analyses conducted the 
autonomous regions.

In short, this wG is focused on designing the strategy and development for competiveness 
in clinical research in Spain; it is easing the processes and enhancing the performance 
indicators (time, recruitment, international benchmarking), in order to create an environment 
as conducive as possible to carrying out clinical trials, with particular emphasis on the early 
stages of the trials. It is worth underlining our collaboration with the platform for clinical 
trials, CAIBER, and with the regions, aimed at promoting clinical research and eliminating 
barriers to this activity. 

The Tax Functional Group
In 2010, this wG held its yearly seminar on Modifications to Tax Law, during which it updated 
information on tax changes introduced over the year.

The seminar took a particularly close look at the legal and jurisprudence aspects of tax and 
the changes concerning VAT (billing regulations, and warehouse as a permanent premise). 
It also looked at the Stock Option Plan following the rulings by Spain’s Supreme Court and 
the new legal text (concerning irregular income), the latest legal rulings on company cars 
and recent experiences in inspections, particular in the realm of transfer prices. 

Similarly, throughout the year, the wG held a number of meetings to deal with a range 
of issues of interest, including: the Supreme Court’s position on medical congresses, 
the fiscal treatment of the 50% bonus on income from intangible assets (Patent Box), 
IT software/programmes, treatment of payment for refunds and discounts following 
changes in VAT as of July 1st 2010, changes introduced by Royal Decree-Law 6/2010 on 
Measures for driving economic recovery and employment  concerning the modification 
of the taxable base for VAT in the case of non-payment, and changes introduced by Law 
16/2009 (November 13th) on Payment Services.

Particular reference should be made to the wG’s work on analyzing the Directorate-General 
of Tax’s report on the fiscal treatment of the VAT for the deduction introduced by Royal 
Decree-Law 8/2010 (May 20th), adopting extraordinary measures for reducing the public 
deficit, and all those formal issues concerning the rectified bills that pharma companies 
must make out in order to recoup the VAT for the 7.5% deduction established by this Royal 
Decree-Law.

In this respect, mention should be made of the document presented by Farmaindustria on 
September 27th 2010 to the Spanish Tax Authorities requesting authorization for simplified 
billing for the Association’s existing and potential member pharma companies that are 

THE GREAT 
ADVANTAGE OF BD 
METRICS IS THAT IT 
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TO FIND SHARED 
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currently, or that might in the future be, integrated in the system managed by the Association 
for paying out the deduction. The Tax Authorities granted authorization.

The wG also kept a watchful eye on the administrative progress of several legal initiatives, 
among them Law 2/2011 (March 4th) on Sustainable Economy, and the main tax changes 
that it introduced.

Similarly, throughout 2010 the wG channeled tax-related queries through Farmaindustria 
and received up-to-date information on tax-related legal changes and on rulings by the 
Courts and by the Tax Authorities affecting the pharma industry.

The Human Resources Functional Group 
This wG is made up of the HR departments of the Association’s member companies and, 
in 2010, its activities centered on tackling the main issues for the negotiations on the 16th 
Chemical Industry Collective Agreement. The talks are expected to take a long time and to 
be dominated by Government reforms (pensions and collective bargaining) scheduled for 
the first half of 2011.

Farmaindustria also continued to take part in monthly meetings of the Mixed Committee on 
the Interpretation of the Collective Agreement, a socio-labor committee belonging to the 
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Spanish chemical industry federation, FEIQUE, as well as sitting on all the other collective 
bargaining committees created under the auspices of the existing Agreement. This wG 
also sits on the CEOE’s (Spanish Confederation Employer´s Organization) Labor Relations 
Committee, among others.

The Barcelona Office
In 2010, Farmaindustria’s office in Barcelona continued to play an important role providing 
technical support for the head offices in Madrid; both locations worked together for the 
different departments of the Association, dealing with a range of issues of interest for our 
member companies.

The Office also provided support for Farmaindustria’s National Group on By-Laws, acting 
as Technical Secretary at meetings and by providing relevant information updates for 
distribution online among member companies.

The Office continued to handle queries from member companies, on a range of issues such 
as tax, administrative contracts or e-billing, among others.

In the first half of 2010, the Office collaborated closely on the new Framework Agreement 
for Medicine Supplies for all the centres dependent on Catalonia’s Regional Institute of 
Health. It also took part in meetings with Andalusia’s Regional Health Service dealing with 
the implementation of the Pharmacy Area, in the framework of the SIGLO project.

The Office also holds regular face-to-face and videoconference meetings, on a permanent 
basis, with Farmaindustria’s working Groups. These meetings have helped to enhance active 
participation and knowledge exchange between the Association’s members companies. 
Similarly, the Office has taken on the role of Meeting Point for meetings held between 
the Association’s Governance Organs, by-law groups, and other organizations, such as 
COASHIQ, ANEFP, SIGRE, etc.

The Barcelona Office has also attended a number of events of importance on Catalonia’s 
regional calendar, taking part in academic and institutional gatherings and various other 
types of event.

In 2010, the Barcelona Office continued to sit on Fedequim’s (Catalonia’s ichemical 
industry federation) Catalonia Mixed Delegate Commission to interpret the Chemical 
Industry Collective Agreement, and took part in the meetings of the Federation’s Socio-
Labor Committee. 

The ultimate aim of these activities is to keep abreast of changes in the pharma industry 
as they occur and to offer better service and advice to all our Barcelona-based member 
companies.

FARMAINDUSTRIA’S 
OFFICE IN 
BARCELONA 
CONTINUED TO 
PLAY AN IMPORTANT 
ROLE PROVIDING 
TECHNICAL SUPPORT 
FOR THE HEAD 
OFFICES IN MADRID
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3.3.3. THE SPAnISH TECHnOLOGICAL PLATFORM FOR InnOvATIvE 
MEDICInES (PTEMI)

More than five years after it was set up, the Spanish Technological Platform for Innovative 
Medicines (PTEMI) stands consolidated as an initiative promoted jointly by the pharma 
industry and in collaboration with academic institutions, clinical researchers and Public 
Administrations, and aimed at fostering R&D in innovative medicines in Spain.

In Spain, the PTEMI is the benchmark in the Innovative Medicines Initiative (IMI), set up by 
EFPIA and the European Union to foster research into new medicines and, with a view to: 
enhancing Europe’s position in pharmaceutical research, making Europe more attractive 
to foreign investment in research, and, in the long run, to give EU citizens faster access to 
better medicines.  In 2010, the PTEMI carried out a range of activities aimed at fostering 
international collaboration and helping and giving support to organizations interested in 
this collaboration. The Platform worked hard to organize Information Days and other events 
and has also taken part in a number of meetings called by the IMI and EFPIA.

The Innovative Medicines Initiative has a portfolio of 23 projects currently in progress, 15 
first calls for projects (2008) and a further second calls for projects (2009), with a budget 
totalling 450 million euros. Of the 15 first call projects, 12 include Spanish participants. In all, 
17 Spanish organizations are taking part in the Initiative (pharma and biotech companies, 
SMEs, and public research centres).

 
PROJECTS APPROVED AFTER FIRST CALL AND CURRENTLY IN PROGRESS  

Project In Progress
Duration 
(months) Participation

1 MARCAR 01/01/2010 60

2 eTOX 01/01/2010 60 Yes

3 SAFE-T 15/06/2009 60 Yes

4 PROTECT 01/09/2009 60 Yes

5 IMIDIA 01/02/2010 60

6 SUMMIT 01/11/2009 60

7 EUROPAIN 01/10/2009 60 Yes

8 NEwMEDS 01/09/2009 60 Yes

9 PHARMA-COG 01/01/2010 60 Yes

10 U-BIOPRED 01/10/2009 60 Yes

11 PROactive 01/09/2009 60 Yes

12 SafeSciMET 01/01/2010 60 Yes

13 Pharma Train 01/05/2009 60 Yes

14 EU2P 01/09/2009 60 Yes

15 EMTRAIN 01/10/2009 84 Yes

THE PTEMI STANDS 
CONSOLIDATED 
AS AN INITIATIVE 
PROMOTED BY THE 
PHARMA INDUSTRY 
AIMED AT FOSTERING 
R&D IN INNOVATIVE 
MEDICINES IN SPAIN
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The consortiums that make up the group of second-call projects are focused on the 
following research areas: cancer, infectious and autoimmune illnesses; as well as working 
on knowledge management. These consortiums include 21 EFPIA member-companies 
working jointly alongside public research centres, SMEs and Patient Associations. It is worth 
noting that there is a high participation of Spanish companies in both the first-call and the 
second-call projects.

The third call for projects was launched on October 22nd 2010 at a public event held 
in Brussels. The interest expressed in the seven topics published cover the areas of 
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immunogenicity, tuberculosis, personalised medicine, diabetes and autism. with a view to 
distributing this new call for projects as widely as possible, the PTEMI, in collaboration with 
CDTI and the ISCIII, organised an IMI Information Day in Madrid, on November 25th 2010.

Among the activities organised by the PTEMI in 2010, the following stand out in particular:

The Pharma-Biotech Cooperation Programme: Farmaindustria launched a pilot programme 
aimed at facilitating cooperation between the pharma industry and the Spanish biotech sector.

This initiative is geared towards aiding the development of biotech companies operating in 
the Spanish pharmaceutical industry, in its broadest sense, making the most of synergies 
with the pharma industry and underlining the value of the differential and complementary 
features that Farmaindustria has to offer. This sets out to:

 Promote the development of knowledge-intensive sectors. 

  Generate greater levels of cooperation between established biotech and pharma 
companies, to make them both more competitive in a global market.

  Create synergies with other R&D programmes: IMI, CENIT, regional programmes, etc.

 Contribute to and create a vibrant and positive environment capable of placing Spain at 
the cutting-edge of biomedicine research, particularly in developing new medicines and 
therapies for the benefit of patients.

The initiative is not aimed at replacing other public or private programmes providing 
support for R&D in health biotech; it sets out to collaborate with all parties involved, with 
Farmaindustria providing all the differentiating elements, such as:

 The ability for Spanish and international pharma companies to commit to collaboration, 
by bringing together their people in charge of scouting and strategic alliances.  

 The focusing of actions of R&D in medicines – this is where pharma companies can bring 
the greatest expertise. 

 The financial capacity for pharma companies to invest directly in biotech companies with 
which they can set up collaboration intiatives.

 A permanent and ever-increasing link through R&D activities and international 
programmes, especially the Innovative Medicines Initiative.

 Farmaindustria’s experience in regulatory affairs throughout a medicine’s entire life-cycle.

 The ability to interact with the Public Health System –increasingly, this is where 
opportunities arise for creating spin-offs. 

THE CONSORTIUMS 
INCLUDE 21 EFPIA 
MEMBER-COMPANIES 
WORKING TOGETHER 
ALONGSIDE PUBLIC 
RESEARCH CENTRES, 
SMES AND PATIENT 
ASSOCIATIONS.  
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The first half of 2011 saw the first Pharma/Biotech meeting, dealing with the central 
nervous system and cancer studies. Over the rest of 2011 other similar meetings will be 
held touching on the respiratory system, inflammation and autoimmune illnesses. The 
participating companies’ presentations are available at www.medicamentosinnovadores.org.

At the same time, the PTEMI has engaged proactively with the Administration. In particular, 
it has attended and taken part in the full calendar of meetings, events and activities on the 
IMI organised by the Carlos III Health Institute and CDTI.

A sizeable part of the PTEMI’s activities are centred on disseminating and promoting 
actions directed at participants in the Science-Technology-Company system, in an effort 
to make known the results of the research activities or the public and privately sponsored 
actions that concern the industry, in order to encourage cooperation between the parties 
involved. On February 28th and March 1st 2011, the PTEMI coordinated and organised 
its Annual Conference (held in Barcelona), along with the Spanish Technology Platform 
on Nano-medicine and Health Technologies, with the title “4th Annual Conference of the 
Technological Platforms on Biomedicine Research: Encouraging cooperation between 
Pharma and Biotech.” The Conference was attended by more than 220 professionals 
representing public and private institutions. The emergence of these platforms gave rise to 
proposals on a broad range of public-private cooperation initiatives and projects. 

A SIzEABLE PART 
OF THE PTEMI’S 
ACTIVITIES ARE 
CENTRED ON 
DISSEMINATING 
AND PROMOTING 
ACTIONS DIRECTED 
AT PARTICIPANTS 
IN THE SCIENCE-
TECHNOLOGY-
COMPANY SYSTEM 
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The PTMEI also took advantage of the Conference to present the Platform’s Performance 
Report for the past five years. It is available at www.medicamentos-innovadores.org.

The PTEMI’s communication channel is its website (www.medicamentos-innovadores.org) 
where it presents itself as a nationwide benchmark in pharmaceutical biomedicine research 
and a Meeting and Coordination Point for activities, information and communication 
between all of the Platform’s participants. The PTEMI publishes a monthly newsletter sent out 
to 1,600 subscribers interested in the Platform’s activities. The bilingual website (Spanish 
and English) is updated weekly.

The PTEMI has always been a space for disseminating the progress of biomedical research 
and its results, seeking out the greatest economic and scientific benefits for Spain. Time and 
time again, the Platform has helped to tighten links between the private and public sectors, 
staring-up basic, pre-clinical and clinical research projects. All this while bearing in mind 
that the new challenges facing biomedicine call for a multidisciplinary approach,  the basic 
researcher’s approach to clinical research and coordination and work in a network, as well 
as the guarantees required for top-quality research.

3.3.4. SELF-REGuLATIOn SySTEM 

The Spanish Pharmaceutical Industry’s Self-regulation System is made up of three Codes:
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 Spanish Code of Good Practices for the Promotion of Medicines and Interaction with 
the Healthcare Professionals (from now on, “The Relations with Healthcare Professionals 
Code”).

 The Good Practices for the Promotion of Medicines and Relations Interaction with Patient 
Organizations Code.

 Farmaindustria Code for Personal Data Protection in the field of Clinical Research and 
Pharmacovigilance (from now on, “R&P Code”).

The year’s most relevant event came in October with the approval of a new version of The 
Relations between Healthcare Professionals Code. This Code, which replaced the previously 
existing one (June 2008), arose for a number of reasons. The main ones are as follows:

 Legal. The main legal reasons are: 
i) The need to adapt the current text of article 14 of the studies on Ministerial Order 
SAS/3470/2009 (December 16th), on Guidelines for post-authorization observational 
studies for medicines for human consumption, 
ii) The introduction of Law 29/2009(December 30th), modifying the legal regime for Unfair 
Competition and Advertising, to help protect consumers and users; a law that fosters and 
supports the drawing up of Codes of Conduct for corporations, professional and commercial 
associations or organisations and consumer groups, 
iii) The approval of Royal Decree-Law 4/2010 on the Rationalization of Pharmaceutical 
Expenditure Payable by the Public Health Service, establishing 5% maximum discounts on 
medicines financed by Spain’s National Health System, extendable to a maximum 10% on 
generic medicines. 
 

 International. The EFPIA Leadership Statement of June 10th 2010, aimed at strengthening 
the industry’s continued commitment to stakeholders by displaying a responsible, transparent 
and ethical conduct in aspects such as providing information, medical checks, the handing 
over of samples, organization of congresses or relations with Patient Organisations.

 Strengthening and improving self-regulation.
i) approval of a new communication procedure for services rendered by healthcare 
professionals or by the organisations to which they belong;
ii) improvements in procedures concerning whistle-blowing, enquiries and the 
communication of studies; and,
iii) drafting of guides for the development of articles  14 (Studies), 16 (Services rendered by 
organisations made up of healthcare professionals), y 17 (Services rendered by healthcare 
professionals).
 
These reasons led Farmaindustria’s General Assembly (held on October 26th 2010) to approve 
a new version of the Relations with Health Professionals Code with introduces new changes, 
especially with regard to Incentives (Article 10), Corporate Hospitality and Meetings (Article 
11), Studies (Article 14), Services rendered by health professionals (Article 17).
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Regarding the Farmaindustria Code for Personal Data Protection in the field of Clinical Research 
and Pharmacovigilance, in 2010 the Association continued its efforts to disseminate 
information on the latter by taking part in a range of congresses and forums and by making 
individualized presentations of the Code to hospital centres (Hospital Universitario Clínico 
San Carlos), the AECIC (Spanish Association of Clinical Trials Companies) and CAIBER (the 
first Spanish clinical trials platform).

One particularly relevant dissemination activity was the publication of an article on the 
on the R&P Code in issue no. 32 of Revista de Derecho y Genoma Humano – Journal of 
law and the  Human Genome -  (http://www.catedraderechoygenomahumano.es/revista_
sumario.asp?numero=32) published by the University of Deusto’s Inter-University Chair of 
Law and the Human Genome, and the presentation of the issue at 6th Public Administration 
Best Practices on Data Protection organised annually by the Madrid Regional Government 
(http://www.farmaindustria.es/idc/groups/public/documents/c%C3%B3digodocumento/
farma_109952.pdf).

The R&P Code Follow-Up Committee has held four working meetings since it was first set 
up. Those meetings, as well as handling applications from potential member companies, 
drafted a document proposing improvements in the Code which, in turn, will be forwarded 
to the Spanish Data Protection Agency when the time comes to evaluate and review the 
Code.
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Similarly, the Association has worked on its Q&A document on the Code, drafted by 
Farmaindustria and backed by the Spanish Data Protection Agency, in an effort to provide 
answers for the main questions posed by the member companies and others arising from 
the various sessions held.

Finally, in compliance with Article 78 of Royal Decree Law 1720/2007 (December 21st) 
approving the Regulations for the Development of Organic Law 15/1999 (December 13th) 
on the Protection of Personal Data, in July 2010 the Farmaindustria presented the first 
Annual Report, which describes the activities carried out by the Association in an effort to 
disseminate the R&P Code and promote membership.

The Activities of the Ethical Committee
In 2010 the Ethical Committee received fewer reports of irregularities compared to 2009. 
The following figures show that 25% of the reports received were resolved reaching an 
agreement between the parties involved thanks to the mediation of the Ethical Committee. 
Only 38% of the reports came before the Self-Regulation Jury, while 25% were dropped 
owing to agreements between the parties reached prior to the appearance before the 
Committee. The remaining 12% were thrown out.

In all, the Ethical Committee dealt with 16 reports for breaches of the Code: the majority 
had to do with the scientific content of promotional material and other promotional 
activities, and one of them involved a breach of the The Good Practices in the Promotion 
of Medicines and the Relations between the Pharmaceutical Industry and Patient 
Organizations Code. The diagram below sums up the total reports received in 2009, 
according to a range of criteria:

Total reports 16

Accepted 14

Not accepted 2

Reports by 

Member Companies 12

USD 4

Organizations Reported

Member Companies 15 

Non-Member Companies 1

Mediation before the Ethics Committee 4

Agreements 4

Appearance before the Self-Regulation 
Committee

6

Agreements reached prior to a mediation 
meeting

2

Dropped 2

Not Accepted 2

IN 2010 
FARMAINDUSTRIA 
CONTINUED 
ITS EFFORTS TO 
DISSEMINATE 
INFORMATION ON 
THE R&P CODE 
BY TAKING PART 
IN A RANGE OF 
CONGRESSES AND 
FORUMS 
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Activities by the Ethical Supervision unit (uSD)
The following are some of the most relevant activities carried out to help disseminate the 
Self-Regulation System:
i) Conferences and meetings (national and international);
ii) events organised in Madrid and Barcelona on going deeper into the Self-Regulation 
System: Code 2010; 
iii) bilateral meetings with regional marketing representatives; 
iv) in-company training sessions, as well as collaborating in training on self-regulation 
(courses, post-graduate studies, masters courses, etc);  
v) active participation in national congresses organised by scientific societies;
vi) meetings with pharma companies to analyse the current market situation and identify 
room for improvement in the self-regulation system; and, 
vii) active participation in events organised by EUCOMED.
 
Regarding activities related specifically with the Relations with Healthcare Professionals 
Code, the most relevant activities were as follows: 
i) participation in events organised by the Pharmaceutical Marketing & research group 
(AIMFA), in Madrid and Barcelona, with the title: The Pharmaceutical Industry and Market 
Research Studies: Code 2010;

ii) collaboration with the working Group on the Good Practices Code, modifying and adapting 
the Relations with Healthcare Professionals Code (2010 version) and disseminating the 
main changes and the period of adaptation; 
iii) work on the design and roll-out of a new system for communication services;  
iv) work on improving the procedure for communication of events and studies, and of 
Farmaindustria’s website on the Code; and
v) participation in the 50th YAKU-KON Meeting, held in Madrid.
 
Regarding the Relations between the Pharmaceutical Industry and Patient Organizations 
Code two points are worth highlighting in particular:
i) updating information on the Association’s website regarding collaborations between 
pharma companies and Patient Organizations, and 
ii) helping to modify and improve the EFPIA Code on relations between the Pharmaceutical 
industry and Patient Organisations (a version that is scheduled to come out sometime in 
2011).
 
Advisory Service and Collaboration
A new version of the Relations with Healthcare Professionals Code was approved in 
October 2010. Subsequently, the Ethical Surveillance Unit (the USD) focused its work 
mainly on identifying those aspects of the Code that needed to be reviewed, and on 
proposing the modifications and/or adaptations needed for the continuous improvement 
and strengthening of our system. In order to meet these objectives the, the USD has been 
working hard and shoulder-to-shoulder with pharma companies by forming part of the 
Association’s working Group on the Code of Good Practices.

without prejudice to the latter, and in compliance with the function that has been 
assigned to it by the Regulations of the Organs of Control of the Self-Regulatory 
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System (namely, “carry out advisory, guidance and training tasks related to the Code”), 
the USD has stepped up its collaboration and assistance work in the following ways: 
i) By reviewing, adapting and improving the internal procedures implemented by pharma 
companies,  in order to guarantee compliance with the Code and the corresponding legal 
requirements on medicine promotion;
ii) by providing permanent and continued support to pharma companies and third 
parties involved (mainly scientific societies, technical secretariats and service providers in 
general);
iii) by actively participating in meetings and forums organized by Farmaindustria with regional 
authorities and representatives  and with the media; and
iv) by taking part in international meetings held by the EFPIA and IFPMA. The USD continues 
to sit on the EFPIA’s Code Steering Group and chairs the IFPMA’s Adjudication Group.
 
In 2010 the USD processed four binding consultations and published eight circulars on the 
Relations with Healthcare Professionals Code and another on the Code on relations with 
Patient Organisations.

Control and Prevention
On the basis of data for 2009, there is still an upward trend in prevention actions carried out: a 
total 3,482 (2,670 in 2009).  However, the total number of reports presented at the initiative of 
the USD is clearly on the wane:  only 4 reports in 2010 (12 in 2009).

In three of these reports, the parties settled a Mediation Agreement before the members of the 
Ethics Committee, and the remainder was dropped at the request of the USD.
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As regards the analysis and verification of scientific events and meetings announced in 2010, 
the total of events came to 5,080 (1,202 more than in 2009), up 23% on the previous year.

Finally, in 2010, and in accordance with Article 14 (Studies of the Relations with Healthcare 
Professionals Code), the USD received information on the studies carried out by pharma 
companies.

In all, the USD received 724 studies (687 in 2009), 75% of which were verified and analysed 
without incidents.

2004 2005 2006 2007 2008 2009 2010 Accumulated
Apr-Dec Jan-Dec Jan-Dec Jan-Dec Jan-Dec Jan-Dec Jan-Dec April ’04-Dec ‘10

EVENTS  
analysed 945 1,747 2,199 2,926 3,388 3,878 5,080 20,163 

EVENTS analysed 
without  
incidents 718 1,390 1,909 2,616 3,087 3,345 4,383 17,448 

STUDIES  
analysed 687 724 1,411 

STUDIES  
analysed  
without incidents 397 (i) 546 943 

PREVENTIVE 
ACTIONS 814 1,801 1,376 2,092 2,440 2,670 3,482 14,675 

REPORTS 18 11 9 18 8 12 4 80*

* 12 firm rulings by the Self-Regulation Jury in favour of the USD.
* 58 cases settled through mediation before the Ethics Committee, with recognition of a breach and acceptance of corrective measures.
* 1 agreement settled between the parties involved before reaching the Ethcis Committee.
* 4 reports dropped at the request of the USD.
* 1 thrown out by the Self-Regulation Jury.
* 2 being processed by the Ethics Committee.

(i) Results of the analysis by the Studies Area carried out in January 2010.

NB. This table is a summary of USD data  (annual and accumulated) since it first began its activities on December 31st 2010.

A NEW VERSION 
OF THE RELATIONS 
WITH HEALTHCARE 
PROFESSIONALS 
CODE WAS 
APPROVED IN 
OCTOBER 2010
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3.4.
International Relations 

3.4.1. THE EuROPEAn COnTExT 

As in previous years, Farmaindustria’s activities in Europe were channelled primarily through 
its participation in the European Federation of Pharmaceutical Industries and Associations 
(EFPIA), consolidating the Association’s presence in 15 of the Federation’s 29 Committees 
and working Groups, and by attending every meeting of the EFPIA’s governing bodies.

Structural changes at EFPIA
The General Assembly of EFPIA, held in London on June 21st and 22nd 2010, approved the 
Federation’s new organization structure, in an effort to enhance efficiency and operability. 
The new structure is made up of the following organs:

1. The Board, made up of the President and Vice-president, 18 Corporate Delegates 
representing EU-based member companies, y 2 representatives of National Associations.

2. The Executive Committee, made up of European Directors of EU-based companies 
(known as “Heads of Europe”), up to maximum 30 representatives, and by Director-Generals 
of National Associations (known as “Heads of Associations”), not exceeding 11 in number. 
The Executive Committee is centred mainly on implementing and developing operational 
activities, in accordance with the priorities set out by the Board, which is the main organ of 
Federation’s responsibility.

The Executive Committee sits three times a year, prior to each Board Meeting. The Executive 
Committee has direct responsibility over the so-called Sponsorship Teams, ad-hoc groups 
set at the EFPIA’s new governing organs, entrusted with raising levels of efficiency in the 
face the pharma industry’s new challenges within the EU. The groups deal with three 
priority issues: HTA, Reputation and National Affairs (Country Teams).

‘Country Team Spain’
The Country Teams set out to organise on a regular basis the information exchange 
sessions held between member companies and associations in an effort to carry out 
a common evaluation of the priority issues in each country, including local strategies, 
scenarios and planning. Their goal is to guarantee greater efficiency in the definition 
of short- and long-term priorities, not forgetting the “spill-over effect” across Europe of 
national pharmaceutical policies.

The first meeting of the Spanish Country Team was held in Barcelona in September 2010; 
it focused on the analysis and impact of Royal Decree-laws 4 and 8 /2010 on reducing 
pharmaceutical expenditure, as well as futures short- and long-term strategies, including 
the drawing-up of the Sector Plan for the Pharmaceutical Industry in Spain.
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European union. Spanish Presidency of the Council
During the first half of 2010, Spain held the Presidency of the European Union and its 
priorities as regards Health were defined by six strategic axes:
i) Monitoring and following-up the social determinants of health and reducing inequalities;
ii) driving organ donations and transplants in Europe;
iii) fostering clinical excellence and continued healthcare, particularly in the field of  non-
communicable deseases;
iv) e-health;
v) patient safety and the fight against HIV/AIDS, and
vi) review of pharmaceutical package, especially referring to directives on pharmacovigilance 
and falsified medicines.
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Farmaindustria attendeded a number of high-level conferences which gave rise to intense 
institutional activity across the board, aimed at ensuring the European and Spanish pharma 
industry’s presence and collaboration in a range of theses activities.

Eu legal initiatives
Farmaindustria, working alongside the EFPIA, monitors very closely the full range of EU legal 
projects:

1) The Pharmaceutical Package
As regards pharmacovigilance, in June 2010 an agreement in first reading was reached 
between the EU Council and the European Parliament on the text of the Directive and the 
European regulations that will govern EU pharmacovigilance procedures. This regulation 
sets out to strengthen the vigilance, transparency and communication on the safety of 
commercialised medicines. The text includes the following key points:

i) Implementation of optimised mechanisms in order to achieve the proactive vigilance 
of the safety of medicines;
ii) establish coordinated procedures within the EU for evaluating safety-related issues 
affecting commercialised medicines, and set up a European Pharmacovigilance 
Committee bringing together representatives of national medicine agencies;
iii) envisage mechanisms geared towards helping patients to report to the authorities 
signs of adverse effects;
iv) provide public access to the EudraVigilance database which will integrate all the 
notifications received from national agencies, and
v) improve transparency and communication with citizens.
The full text of the Directive and the Regulation was published in the EU Official Gazette 
in December 2010.

At the end of 2010 a formal agreement was reached on the Falsified Medicines Directive. 
Theses are some of its key points: 
i) a clear-cut definition of “Falsified Medicine”;
ii) increased legal liability of all parties involved in the distribution chain, and
iii) safety measures for all medicine packaging, except low-risk ones, including a unique 
identifier.
 
Both the definition of safety measures and the identification systems will be decided 
through so-called “delegate actions” whose work could extend to a maximum three 
years. 

Farmaindustria and the EFPIA take an active part in the delegate action work carried 
out by the Commission. It is worth mentioning in particular the workshop held on 
this Directive, co-organised by Farmaindustria and held in Brussels in March 2010. The 
event was attended by representatives of European and Spanish pharma companies 
and associations, members of the European Parliament, Commission and Council, as 
well as chemists’ representatives and Spanish distributors. During the working session, 
the interested parties were able to exchange personally and behind closed doors their 
impressions on the best possible development of this legal initiative.

 ‘COUNTRY TEAMS’ 
SET OUT TO 
ORGANISE REGULAR 
MEETINGS AIMED 
AT ExCHANGING 
INFORMATION 
AND GOOD 
PRACTICES BETWEEN 
COMPANIES AND 
ASSOCIATIONS
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Regarding the Directive on the Informed Patient, in November 2010 the European 
Parliament adopted in first reading the compromise wording of the text recognising the 
role of the pharma industry as the legitimate source of non-promotional information. The 
EFPIA expressed its satisfaction with this and called on EU member-states to ensure make 
available to all EU patients “top quality non-promotional information, easily accessible 
in their own language”, and underscored, yet again, that the pharma industry does not 
agree at all with the dissemination of this kind of information via the mass media (e.g. on 
television).

As envisaged in the co-decision process, the text, which was adopted by a broad majority 
and modified by the Commission, is slated for debate by the member states in the Council 
during the Hungarian EU Presidency scheduled for the first half of 2011.

2) Review of the Directive on Animal Welfare 
In September 2010, the European Parliament adopted in second reading the Directive 
modifying the law in force since 1986 on lab experiments on animals; member states are 
required to adapt to this new Directive over the next two years. Other issues covered by this 
Directive include mandatory prior ethical evaluations, the harmonisation of authorisation 
systems and the development and implementation of alternative methods that bring 
tangible benefits to the wellbeing of animals. 

The passing of the text was well-received by the pharma industry because it steps up ethical 
demands as well as allowing “scientific research that is essential to the discovery of innovative 
therapies and treatments expected by society at large” to be continued. The EFPIA, howver, 
expressed certain reservations regarding to the provisions that were not clearly defined 
in the text and which may give rise to legal uncertainty without delivering any particular 
benefit. It also stressed the overriding need to review the process of implementation and 
adaptation to national legal requirements.

3) The Cross-border Healthcare Directive 
In early 2011 the compromise wording o the text of the Cross-border Healthcare Directive 
passed in second reading in the European Parliament was formally adopted. The text 
guarantees the right of all EU citizens to a refund on medical treatment received in another 
member state.  The Directive establishes certain limits in order to “guarantee the sustainability 
of healthcare systems”, as well as to avoid “healthcare tourism”, and establishes refund 
limits according to the national levels of the patient’s country of origin.  It also envisages 
the capacity of each state to request prior authorisation for those treatments that might 
potentially jeopardise the stability of health systems, owing to complex or excessive cost. 
The text also makes provision for the creation of a pan-European network of collaboration 
in Healthcare Technology Assesment.

Once the Directive is published in the EU’s Official Gazette, member states will be required 
to adapt their national laws in a maximum period of 30 months.

A FORMAL 
AGREEMENT ON 
EU DIRECTIVE ON 
COUNTERFEIT 
MEDICINES WAS 
REACHED AT THE 
END OF 2010 
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4) The Late Payment Directive
This initiative, which was formally adopted by the European Parliament and Council in 
December 2010, establishes measures aimed at fighting against arrears in commercial 
operations. It establishes mandatory payment periods in favour of suppliers, as well as 
the right to receive a compensation for delayed payment.  The text passed states that the 
maximum payment period of any invoice is to be 30 days, except in certain operations 
with public institutions, including hospitals and other health institutions, in which case 
the maximum payment period is extended to 60 days. Member states have two years to 
transpose the Directive to their respective national legal requirements. 

5) The Tajani Initiative: The Pharma Industry and Corporate Social 
Responsibility
In October 2010, the EU’s Industry Commissioner, Antonio Tajani, announced the launch 
of a consultation process on Corporate Social Responsibility (CSR) in the pharma industry 
anbling the latter to “combine its commercial interests with its contribution towards meeting 
society’s real needs”. The Commission set up three working Platforms (wP), namely: 
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i) The Ethics and Transparency wP, aimed at getting the parties involved to share information 
on good practices;
ii) The Access to Medicines in Africa wP, which will look at the contribution of European 
pharmaceutical companies’ , identifying the main challenges in this realm and designing 
actions that create value-added, and
iii) The Access to Medicines in Europe wP, which sets out strengthen collaboration between 
EU member states and interested third-parties by looking at non-regulatory approaches 
that will easy and fair access  to medicines once they have been authorised for sale and 
other issues, such as the access to Orphan Medicines or guarantee of supply  in small 
countries.
 
Both Farmaindustria and the EFPIA take an active part in this process, alongside business 
organisations for generic medicines, chemist’s shops and distributors.

Biotechnology
In 2010, the European Biopharmaceutical Enterprises (EBE), which marked its 10th 
anniversary, focused its attention on a number of strategic areas.  Firstly, the EBE took an 
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active part in the work on the Pharmacovigilance Directive, calling successfully for the 
accurate identification and traceability of biological medicines, including biosimilars. 
The EBE also took part in a number of meetings with the European Medicines Agency 
(EMA) dealing with the definition of Good Practices in the Manufacture of Biotechnological 
Medicines. Similarly, the EBE collaborated with the European Commission on work on 
personalised medicine, sitting at several round tables throughout 2010, and stressing the 
importance of the legal conditions that foster R&D into Orphan Medicines.

As regards the financing of biotech SMEs, and following the presentation in 2009 of the 
Study on Financing and Developing Biotech Medicines in Europe, the European Bank and 
Investment Fund have continued to carry out their work aimed at defining a plan to adapt 
its financing mechanisms to the capital needs of the EU’s biotech companies. 

Actions with third countries 
The EFPIA’s international activities are carried out through its Foreign Trade Committee, 
in which Farmaindustria plays an active role. Thus, in February 2010, the Association 
convened a meeting between the EFPIA’s Foreign Trade Committee and the Councillor of 
Foreign Trade and Economy of Spain’s permanent Representation in Brussels, to discuss 
the priorities of his Department during Spain’s Presidency of the EU.  while dealing with 
these priorities, the meeting took a closer look at the signing of free-trade agreements 
with emerging nations (among them Korea), the development of trade relations with 
Latin America and the elimination of barriers to exporting European products to  other 
countries (tariffs, duties, and so on…). In each case, the Councillor expressed his firm 
belief that the EU will continue to afford considerable protection to Industrial Property 
rights in any kind of negotiation whatsoever, which is something that has hampered 
progress with countries such as India or China.  After his explanations, the Councillor and 
the members of the Group seized on the occasion to express their concerns regarding 
the European pharma industry’s international expansion processes. The parties finally 
agreed to establish a permanent communication channel on this issue.

Free-trade Agreement Eu-Korea
After year of negotiations, the EU Parliament greenlighted the first of the EU’s “new 
generation” of free-trade agreements, which will come in to force officially in June 
2011. The treaty includes a range of provisions that favour trade exchanges between 
the EU and the Asian country, such as guaranteed transparency regarding pricing and 
refunds, the elimination of tariffs on pharma products, and provisions on  IP protection 
specifically for the the pharmaceutical industry (data protection and an extension of the 
period of protection of certain patents).

Free-trade agreement Eu-India
This second major free-trade agreement, scheduled to come into force sometime during 
2011, came under criticism from a number of NGOs and institutions who alleged that, in 
the case of medicines, this treaty could limit access to generic medicines in India. The 
EFPIA has carried out intense institutional activity both at home and in the EU, stressing 
the need for India to develop a more predictable, sturdier and more stable framework  
for the protection of IP rights, in order to create the greatest opportunities for developing 
an effective partnership between India and the EU.

THE EFPIA’S 
INTERNATIONAL 
ACTIVITIES ARE 
CARRIED OUT 
THROUGH ITS 
FOREIGN TRADE 
COMMITTEE, 
OF WHICH 
FARMAINDUSTRIA IS 
AN A ACTIVE MEMBER 
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This agreement affords protection of rights not only for the innovative pharma industry, but 
also for India’s thriving pharmaceutical industry, in which the predominance of generic 
medicines has gradually given way to new innovation projects.

The work meetings and summits took place in the first half of 2011, and an agreement is 
expected to be reached before this summer.

3.4.2. THE InTERnATIOnAL COnTExT 

Farmaindustria channels its international activities through its membership of the International 
Federation of Pharmaceutical Manufacturers & Associations (IFPMA).

The Federation held the twice-yearly meetings of its Directors Committee and Board in July 
and November 2010. Farmaindustria, which sat at both meetings, takes an active part in all 
IFPMA committees; these have undergone considerable restructuring, giving rise to new 
ad hoc committees devoted to new priorities, such as non communicable deseases or the 
appearance of antimicrobial resistance which join the existing list of committees on IP in 
emerging nations, counterfeit, pandemic influenza, research on Third world illnesses and 
clinical research. 

IGWG, a new “consultation” group of experts.
At the end of 2009, the Expert working Group (created at the request of the wHO) presented 
its Executive Report on the financing and coordination or R&D in Third world nations. This 
document presented a range of proposals aimed at seeking out new sources of financing 
to act as an incentive for R&D on medicines for prevalent illnesses in low- and medium-
income countries, with the participation of all interested parties, including the innovative 
pharma industry. The Report, which was criticized by Brazil, India and some Latin American 
nations, ended up forcing the dissolution of this wG in the Executive Committee of the 
wHO; several states, through a resolution, called for a new “consultation” group of experts 
devoted to analyzing these issues, in particular “the separation  of IP rights from R&D in 
Third world countries”.

The Group was presented officially at the end of 2010 and also includes representatives 
of the innovative pharma industry specializing in research into tropical diseases. The 
IFPMA took part in this Group’s first meeting and put forward several proposals, as well 
as emphasizing the industry’s key role as an ally in research on illnesses. In this respect, 
a document highlighting the main partnership experiences within the industry regarding 
technology transfer was presented. It will be a part of the complete final Report, which is 
slated for publication in 2012.

Similarly, the IFPMA continued to compile, on a yearly basis, the fundamental initiatives 
undertaken in this sphere, based on the pharma industry’s collaboration with other public 
and private organizations.

The worldwide fight against counterfeit medicines
As part of the wHO’s global war on counterfeit medicines, efforts are channelled mainly 
through the “working Group of Member States on Sub-standard, Illegitimate, Misleadingly 
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Labeled, Counterfeit or Imitation Medical Products”. The Group held its first meeting in 
March 2011.

The pharma industry and other supranational bodies (such as Interpol or the world 
Customs Organisation, among others) have stepped up considerably their initiatives in the 
fight against counterfeit medicines. A prime example is the so-called “Operation Mamba II”, 
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carried out in East Africa, and in which ten metric tons of counterfeit medicines in Burundi, 
Kenya, Ruanda, Tanzania, Uganda and Zanzibar were seized. In Spain, a major European 
operation coordinated from Barcelona in June 2010, led to the seizing of 200,000 fake 
slimming tablets.

Finally, in early 2011, both the European Parliament and the Council adopted the final text 
of the Anti-Counterfeiting Trade Agreement (ACTA), an accord aimed at improving protection 
of IP rights worldwide and protecting consumers form the attendant risks from counterfeit 
goods.

The ACTA is expected to be ratified halfway through 2011 by all EU member states, opening 
the period signature by third  countries.

non communicable deseases 
The wHO’s Strategic Plan defines non-contagious illnesses as a major priority, and the 
Organization has set up a specialist committee assigned to permanently monitoring this 
issue.

This committee drafted a position document with ten basic points, which was presented to 
the wHO’s Directorate-General.

The wHO expects to obtain a mandate from the member states during its next general 
assembly in order to set up a round of multilateral contacts with all the parties involved. The 
aim is to formally define a long-term strategy to tackle the extension of chronic illness, such 
as cardiovascular disease, cancer and diabetes in emerging nations. The IFPMA’s strategy 
also underscores the contribution that innovative treatments can make to treatment of 
these illnesses, on top of traditional preventive measures.

Antimicrobial Resistance
Since 2010, a joint EFPIA-IFPMA working group has been responsible for defining the strategy 
for tackling resistance to treatment with antibiotics, in Europe and throughout the world, 
designing key messages and ensuring constant collaboration with international bodies. 
The issue highlights the need to encourage research into new antibiotics by providing 
regulatory and economic incentives.

The following are also considered key issues:
i) Continued investment by the industry in R&D programmes aimed at developing new 
antibacterial agents; 
ii) collaboration with UN agencies (usually the wHO), national governments, healthcare 
providers, NGOs and Patient Groups in the fields of Education, Prevention, Innovation, 
Access, Financing and initiatives geared towards developing skills, and 
iii) active support for the who and its advisory role on the appropriate use of this kind of 
medicine. 

IN 2010 
FARMAINDUSTRIA 
MET WITH THE 
FRENCH NATIONAL 
ASSOCIATION, IN 
MADRID AND PARIS, 
IN TALKS WITH 
THE DIRECTORS 
GENERAL OF BOTH 
ASSOCIATIONS 
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Bilateral Meetings 
As usual, in 2010 Farmaindustria held a number of bilateral meetings with, among others, 
the French National Association (LEEM), in Madrid and Paris, in talks with the Directors 
General of both associations. The meetings gave everyone the chance to exchange 
impressions on the control measures on expenditure introduced in a number of EU 
countries, and the peculiarities of the Spanish and French pharma markets. 

Similarly, on the occasion of the IFPMA’s General meeting, Farmaindustria and the Latin 
American Pharma Industry Federation (FIFARMA) held an ad hoc meeting in which 
representatives from both sides reviewed progress on the collaboration convention 
subscribed by Farmaindustria and the Argentine Chamber of Medical Specialties (Caeme), 
as well as exchanging impressions on the cost-containment policies introduced by EU 
and LatAm governments.
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sigre Medicamento y Medio Ambiente (“sigre Medicines and the Environment”) is the 
Integrated Management System created in 2001 by the pharma industry in order to 
enable people on the streets of Spain to turn in expired or unused medicines and its 
packaging in a safe and convenient way, keeping their effects on the environment down 
to a minimum.

sigre has a two-fold objective:
i) Environment. It sets out to prevent waste at source and to handle unused medicines 
and their packaging appropriately.
ii) Health. It aims to make people on the streets aware of the need to check their 
domestic medicine cabinet from time to time, and to avoid self-medication and expired 
or deteriorated medicines. 
 
By taking part in the sigre initiative, pharma companies comply with environmental and 
health laws. These call for participation in systems that ensure the correct handling of 
domestic waste arising from the medicines produced by those companies.

Declaration on the Environment, 2010
In compliance with current law, every year sigre presents its Declaration on the Environment 
to Spain’s Regional Environment Departments. 

The Declaration includes information on the amount of packaging and medicine recovered 
through sigre’s 20,800-strong nationwide network of collection points. It also explains the 
environmental measures applied to each type of medicine that reaches the Medicine waste 
Sorting Plant. According to the latest Declaration, 2010 saw a slight dip in the number of 
units commercialized by pharma companies and a moderate rise in the general public’s 
cooperation (up 4%), all of which confirms that the system has reached maturity.

04.
sigre Medicines and the Environment



FARMAINDUSTRIA 2010 ANNUAL REPORT
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Last year also concluded with the favourable ruling on the legal procedure launched by 
sigre in 2009 as a result of the consideration given by some waste management companies 
to non-dangerous medicines. As a result, sigre signed a transactional agreement with the 
waste management companies Danigal, S.A. and Sogama, S.A. in which both companies 
recognise the correct conduct of the Association and commit to giving compensation for 
damages, as well as ensuring that the waste wil be used as an energy source through the 
application of complementary procedures.

The prevention of waste from pharmaceutical packaging 
In 2010, sigre published its 3rd Catalogue of Pharma Industry Initiatives on the Prevention of 
waste from Packaging, highlighting a selection of industry measures dating back to 2005-
2008 and aimed at reducing the environmental impact of pharmaceutical packaging.

The compilation and publication of these measures is aimed at raising awareness of the 
industry’s prevention efforts, as well as providing pharma companies with examples of 
specific actions to help them draw up their environmental strategy.

The catalogue also serves as recognition of the work carried out so far, and as encouragement 
for the pharma industry to continue to advance in its commitment with society at large to 
show respect for the environment throughout a medicine’s entire production process.

sigre also presented its “1st Report on the Packaging Prevention Plan for Companies 
2009-2011” to Spain’s regional Environment Departments. Despite the sector’s growing 
complexity, the Report takes up the theme of the pharma industry’s commitment to reducing 
the environmental impact of medicine packaging. The companies that participate in sigre 
have applied a total 196 prevention measures affecting  34.5 million items of packaging 
and making them more environment-friendly by reducing their weight and volume or by 
using “greener” materials.



FARMAINDUSTRIA 2010 ANNUAL REPORT   102 / 103

Communication Actions
Communication is a fundamental tool when it comes to raising the general public’s 
awareness on the need to use medicines in a responsible manner and on the most eco-
friendly way of disposing of unused or expired products.

with these aims in mind, in 2010 sigre launched a new awareness campaign with the 
slogan: “Recycling medicines is a very healthy habit”.

The campaign set out to highlight the pharma industry’s efforts to encourage the responsible 
use of medicines and to raise awareness among the general public of the importance, from 
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both health and environment points of view, of correctly recycling unwanted medicines and 
their packaging. 

sigre also continued to carry out a number of Communication 2.0 actions, bringing new 
information channels into play and updating the Association’s messages and content 
in an effort to provide information across the Internet. The audiovisual competition “Give 
medicines a happy ending” is a good example. sigre invited movie fans and professionals 
alike to come up with movie clips of less than 60 seconds conveying the environmental and 
health benefits of recycling medicine. 

sigre’s “Health prescription + Environment Prescription” campaign was extended to 
the regions of Castile-La Mancha, Extremadura and Aragon. The campaign is designed 
specifically to provide information to doctors and nursing professionals on the workings of 
sigre and its objectives, in an attempt to get them involved and to get them to collaborate 
by advising their patients on how to recycle medicine.
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10th Member Pharma Company Conferences
In June 2010, Madrid staged the 10th Pharma Company Conferences, an annual event 
for the Environment Department Heads of sigre signatory companies. In the framework of 
the International Year of Biodiversity, the venue chosen for the event was Madrid’s Faunia 
Bio-Park, a park that comprises a variety of ecosystems and a range of animal species. 
The Conferences were inaugurated by the Chairman of sigre, Mr. Humberto Arnés, and the 
Ministry of the Environment and Rural and Marine Affiars’ Director of Quality and Evaluation, 
Ms. María Jesús Rodríguez de Sancho. 

Corporate Social Responsibility
As well as keeping a watchful eye on the wellbeing and health of all people on the street, 
the pharma industry is a pioneering sector in Corporate Social Responsibility (CSR) 
initiatives.

sigre’s main actions in this field were as follows:

 Publication of the first CSR Report in 2009. The Report received “A Checked” standard by 
the Global Reporting Initiative (GRI), the highest standard for Sustainability Reports.

 Publication of the first UN Global Pact Progress Report. The Report was selected by the 
Spanish Network of the Global Compact for presentation for the advanced level of the 
Global Compact Differentiation Framework, a distinction that recognizes contribution made 
by organizations to sustainability.

 Continued application of the policy of collaboration with the organization of “Events 
Allowing the Offset of Emissions” within the pharma industry.

 Creation of a specific CSR section in the institutional website www.sigre.es, which received 
more than 260,000 visits a year.

Forums and Congresses
sigre’s participation in forums and congresses is a fundamental way of making the general 
public aware of the pharma industry’s contribution to sustainable development. 

In 2010, sigre took part a variety of events. One stands out in particular: the 10th National 
Congress on the Environment (CONAMA), the most important event on Spain’s environment 
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calendar. sigre took part in the Congress as a Collaborative Body; it also set up an information 
booth and took part in a variety of working Groups.

sigre also worked alongside the Spanish Association of Pharmacists in the Pharmaceutical 
Industry (AEFI) to  help its 20th Symposium, held on May 25th and 26th, to achieve “Events 
Allowing the Offset of Emissions” certification. On this occasion the emission rights obtained 
as a result of the event’s carbon footprint were allocated to a hydro power project in Northern 
Nicaragua, which will enable bring the electricity supply to this rural area, while surplus energy 
will be sold off to the country’s National Grid.

Along similar lines, sigre helped to achieve “Events Allowing the Offset of Emissions” 
certification for the 17th national Pharmaceutical Congress (CONAFA), held on October 20th-
22nd in Bilbao. sigre set up a booth to provide information on the benefits that this pharma 
industry initiative brings to healthcare and the environment.

sigre also attended Barcelona’s International Logistics and Material Handling Exhibition to 
explain the inverse logistics model that it uses to recover medicine waste and which, thanks 
to the participation of the entire spectrum of pharma industry parties, brings considerable 
benefits in terms of process efficiency and could serve as a model for other sectors.

new AEnOR Certification
In 2010, sigre obtained AENOR certification for its Energy Management System which sets 
out to optimize the efficiency of resources and bring down energy consumption. For sigre, 
this certification will lead to optimization of energy management costs, as well as helping 
to reduce direct and indirect emissions of greenhouse gases (GHG), the main cause of 
climate change.

To achieve this status, sigre had to meet the requirements of the UNE 2163001:2007 
standard and established an Energy Management System on its premises. with this new 
AENOR certification, sigre brings its total to three alongside the Triple Certification of Quality 
and the Environment, and workplace Safety, obtained initially in 2006 and once again in 
2009.

Pharma Companies Opinion Poll 
As part of its commitment to quality and continued improvement, sigre conducted a new 
opinion poll among the Heads of the Environment Department of the signatory pharma 
companies.

This is the fourth such poll carried out by sigre and it stands out for its high participation 
rate.

Eighty-five pharma companies or groups returned the questionnaire, enabling sigre to 
measure the satisfaction of its services to the pharma industry and to gauge possible room 
for improvement.

The main results include the fact that the company’s place a positive value on sigre’s 
services and the information received through Sigre’s channels.
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Levels of overall satisfaction with sigre 
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The EU’s economic growth indexes appear to suggest that the worst of the economic 
downturn, which first reared its head in the second half of 2007 and which led activity 
to stagnate in 2008 and severe recession in 2009, is now over and recovery appears to 
be in sight, although it has yet to gather pace –that is expected to be confirmed over the 
next few years.

In 2010, GDP for the EU-27 grew 1.8% in real terms, the same figure as the Eurozone, 
representing an important improvement in the wake of the 4.2% dip in 2009. This upturn, 
led by Germany, whose GDP rose by 3.6% in 2010, needs to be viewed cautiously given 
that most of the growth registered by the EU-27 in 2010 stemmed from the first two 
quarters of the year, while in the second half of the year activity was much more contained. 
In this sense, at the end of 2010 countries such as the UK, Denmark, Greece and Portugal 
showed negative inter-quarter growth. Recovery, then, is not the same across the EU 
economy, nor is it showing the same pace in each country.

In any event, the recovery in economic activity experienced by the EU-27 in 2010 has 
not been strong enough to bring down the unemployment rate which has risen for the 
second year running, from 9.5% in 2009 to 9.6% in 2010 (from 9.9% to 10.0% in the 
Eurozone).

Not only has this new rise in unemployment hit consumption and the internal aggregate 
demand of member states; it has also come as a severe blow to public accounts, by 
reducing tax revenue and by increasing greater public expenditure as a result of an 
increase in subsidies. Add to this the highly expansive fiscal policies carried out by 
Member states, in an effort to escape the downturn and help out the sectors hardest hit 
by the turmoil (particularly the financial services industry), and it comes as no surprise 
that the debate during this fiscal year has been centred squarely on the imbalances in 
the public accounts of a number of EU states and the difficulties they face for coming up 
with financing.

01.
The Pharmaceutical Industry in Europe
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In this respect, between 2010 and the first quarter of 2011, three member states (Greece, 
Ireland and Portugal) had no choice but to request economic assistance from the 
European Union and the IMF to satisfy their financing needs, given that they were unable 
to turn to the primary debt markets as a result of the high risk premiums demanded by 
investors. In exchange, these countries have to follow demanding austerity programmes 
imposed by the aforementioned bodies, which will only add further obstacles to their 
economic recovery.
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The difficulty in continuing to apply fiscal stimulus to Europe’s economies seems to have 
affected monetary policy as well:  in 2010, inflation in the Eurozone was up 1.3 points 
on 2009, closing 2010 at 2.2%. This trend continued in the first months of 2011 owing 
mainly to a rise in oil and raw material prices which has taken Eurozone inflation to 2.7% 
at end-March 2011. The first consequence has been that after three years without raising 
interest rates, the European Central Bank (ECB) decided in April 2011 to raise them by 
25 basis points, to 1.25%. The increase came with a warning of further rises to come in 
2011 if inflation tensions persisted.

The aforementioned problems involved in applying policies capable of stimulating 
economic growth among Europe’s economies, along with geopolitical tensions in the 
Middle East and the Maghreb countries (which happen to account for 60% of the planet’s 
total petrol reserves and 50% of gas and which, subsequently, threaten to keep energy 
and raw materials prices exceptionally high) and the foreseeable difficulties of Japan, 
all mean that estimates for EU economic growth by international organizations such as 
the IMF, the EC and the World Bank, among others, tend to be conservative and forecast 
a growth rate for the Eurozone in 2001 at  between 1.4% and 1.6%, slightly lower than 
the figure registered in 2010.

It is clear that no economic sector can remain indifferent to the situation described here. 
However, in industries such as pharmaceuticals other factors are involved, such as: the 
scope of social protection policies applied in each country and the measures adopted 
by different member states in an effort to make these policies financially sustainable. 
This, and the fact that the pharma industry provides a product which is a basic necessity, 
added to an ageing European population and the chronification of certain pathologies, 
have helped the pharma industry, up until now, to display greater resistance than others 
to the effects of the downturn, and despite current adversities, the industry is enjoying 
positive, albeit moderate, growth. 

However, and despite beind less dependent on the economic cycle, the pharmaceutical 
industry is also facing a number of difficulties, namely increasing budget restrictions 
of the EU member states and their regions and the imminent close of the industrial 
protection period applied to certain mass consumer products that are hard to replace. 
Clear proof of thsese difficulties are the job cuts announced by a number of pharma 
companies and the concentration process that this sector is currently undergoing (in 
recent years the pharma industry has seen several large-scale mergers and acquisitions) 
in an effort to optimize companies’ costs and product portfolios, in order to shape-up in 
the face of tough market conditions.

In any event, the pharma industry’s peculiarites (a highly innovative sector, high in 
research intensity, highly productive, a strong generator of qualified employment and 
a strong exporter) leave it well-placed to show sustained economic growth above a 
country’s average. 

Yet despite this, in 2010 the European pharmaceutical market registered growth below 
the EU average, turningin a Weighted Average Growth Rate of 1.2% in the EU’s top five 
countries.
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The Pharma markeT in The main eU CoUnTries 

∆ 2010/2009 (%)
% sales on total   
5 countries 2010

Germany 3% 32.6

France 0% 26.3

UK 2% 12.8

Italy 0% 14.8

Spain 0% 13.5

Total 5 countries 1.2% 100.0

Source: Farmaindustria, based on the IMS World Pharmaceutical Market Summary.

These growth rates range from 3% in Germany to 0% in France, Italy and Spain, with the 
UK reporting 2% growth.

The Spanish market showed the lowest figure registered by the IMS in the past 20 years. 
The reasons are as follows:
i) The introduction in 2010 of the Reference Price System on some market-leading 
molecules;
ii) the measures for containing expenditure included in Royal Decree-Law 4/2010, e.g. 
the fall in prices of generic pharmaceutical specialties, and 
iii) the various measures introduced by regions in their respective spheres of influence, 
aimed at containing public pharmaceutical expenditure.  
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Nonetheless, 2011 looks like being an even more complicated year for pharma 
companies: as well as Royal Decree-Laws 4 and 8/2010, they will have to contend with 
a new Reference Price System which is considerably tougher than the previous one and 
which incorporates a number of the active ingredient that are most consumed.

Finally, and at the aggregate level, it should be emphasized that despite all of these 
difficulties, the latest available data show that Spain’s pharma industry continues to 
occupy an important place in the EU and the world. The table below uses the most 
significant indicators to illustrate Spain’s position in the European pharmaceutical sector, 
where Spain is the number 4 market in terms of sales1, the fifth in terms job creation and 
the sixth in terms of production.

The eU PharmaCeUTiCaL seCTor BY inDUsTrY DaTa (2008)

Country   

No.  
Company 

(1)
Production  

(mill. €) (2) Jobs  
Int. Sales   
(€ mill. )

Foreign Markets 
 (€ mill. ) (3)

Import Export

Germany 304 27,105 105,843 26,523 32,524 46,723

Austria 121 2,082 10,534 2,921 4,266 4,970

Belgium 146 5,518 29,600 4,189 29,744 33,552

Denmark 37 5,551 17,019 2,006 2,316 5,472

Spain 211 14,108 40,385 13,949 10,371 7,734

Finland 64 987 6,002 1,978 1,668 798

France 270 34,600 103,384 26,196 17,540 22,637

Greece 66 825 13,500 5,573 3,653 863

Holland 39 5,664 16,000 4,680 9,569 8,792

Ireland 56 17,540 24,500 1,811 2,867 16,917

Italy 202 22,729 69,500 17,464 13,626 11,311

Portugal 136 2,054 10,244 3,660 1,997 406

UK 64 22,857 72,000 12,826 14,154 21,659

Sweden 65 6,372 15,725 3,172 2,879 6,220

TOTAL UE-15 1,781 167,992 534,236 126,948 147,172 188,053

Does not include Luxembourg owing to its slight representativeness.
(1) EFPIA member companies.
(2)The data refer to the production of pharmaceutical specialities and raw materials for human consumption and for veterinary use, 
except in German, Spain and Ireland where they refer only to human consumption. 
(3)Export trade (SITC 54). Includes veterinary products. 

Source: Farmaindustria based on EFPIA, pharma industry associations of each country, INE and Eurostat.

1. The sales figure taken into consideration are: 
total sales at Pharma Company Price (medicine 
sales through pharmacies + hospital dispensaries 
+ other sales channels). It should be explained that 
the figure for the UK market is distorted owing to the 
negative progress of the Pound-Euro exchange rate 
in 2008 (-14,1% annual average in 2008 vs. 2007; 
Source: ECB).
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2.1.
R&D and Innovation

The majority of economic experts agree: Research & Development and Innovation (R&D) 
is a key factor for competitiveness in an economy and forms the basis of its future growth. 
At times like these, marked by economic difficulties, it is even more important to bet on a 
model of sustained growth based on highly productive and R&D-intensive sectors. 

It comes as no surprise, then, that the most highly-developed nations place considerable 
stock in policies geared towards encouraging research investment.

In this respect, the European Union, through its Lisbon Strategy, set out to meet two 
fundamental R&D objectives in 2010:

 Increase R&D expenditure to 3% of the UE’s GDP.

 Ensure that at least two-thirds of this expenditure comes from the private sector.

EU R&D data takes a long time to be published, and the real progress being made on these 
objectives is yet unknown; the challenge is considerable, however,  if we bear in mind that 
at end-2009 the EU-27 countries invested the equivalent of 2.01% of GDP in R&D, with 
54.7% of company funding.

Turning to Spain, in 2009 our country invested the equivalent of 1.38% of GDP in 2009, 
placing us below the EU average and also behind countries such as Portugal, Ireland, 
Slovenia, Estonia or the Czech Republic, all of which, in theory at least, are economically 
less-deveoped than Spain.  Another relevant indicator shows Spain lagging far from the 
EU average and the Union’s commitments: company funding in the country stood at only 
45.0%.2 

02.
The Pharmaceutical Industry in Spain

2. This figure is for 2008 (latest available figure at 
time of going to press).
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Even so, the most negative aspect of this situation is that despite several years during which 
the EU average levels, in terms of R&D as a percentage of GDP, 2009 closed with a greater 
negative differential, widening the gap between the percentage of total private participation 
in investment in both areas.

As regards the Lisbon Strategy, it is worth noting that the two established objectives are 
tightly linked, given that in order for R&D investment to reach 3% of GDP, the private sector 
will have to become a driving force and provide the main source of funding for research, 
particularly so in the current context of budgetary containment, in which fiscal stimulus 
policies are being overturned gradually in an effort to do away with sizeable imbalances in 
public accounts.

In fact, there is a clear connection between research efforts and the private sector’s presence 
in the financing of these activities which shows that the countries ahead of the pack in R&D 
are those that have encouraged the private sector to play a leading role in this field.

 
r&D exPenDiTUre aCCorDing To fUnDing soUrCes (2008)

R&D Expenditure 
(% of GDP)

FUNDING SOURCES

% Private 
Sector Funding

% Public Sector 
Funding

% Foreign & 
Others

Japan* 3.44% 77.7 15.6 6.7

USA 2.77% 67.3 27.0 5.7

EU-27 2.01% 54.7 33.9 11.4

Spain 1.35% 45.0 45.6 9.4

(*) Figures for Japan, 2007 (latest available data at time of going to press).  
Source: Eurostat.

As the table shows, compared with the three major economic blocks, private investment 
in R&D is far more modest in Spain, where it accounts for only 45%, as opposed to 78% 
in Japan, 67% in the U.S. or an average 55% in the EU-27. Moreover, far from improving 
or making progress, in Spain the percentage of privately-funded R&D is currently at its 
lowest since 1997, when it stood at 44.7%.

In view of the experience in more highly-developed countries and in the main economic 
areas, private initiative is a decisive factor in the R&D leadership of an economy. In this 
respect, it is significant to learn that Spain is the only country featured by the table above 
where public sector funding is greater that private investment in R&D. It also shows that 
over the past eleven years, hardly any progress has been made in encouraging greater 
private-sector involvement, as pointed out earlier.

So, if R&D Spain is to move towards the highly-desired convergence with European standards, 
there is a clear need for policies that are capable of encouraging private research efforts 
and that influence investors in the country’s most technology-intensive sectors. The pharma 

in sPAin,  
PubliC-seCToR 
Funding ouTsTRiPs 
PRivATe-seCToR 
invesTMenT in R&d 
ACTiviTies 



FARMAINDUSTRIA 2010 ANNUAL REPORT   118 / 119

industry is likely to play a fundamental role in helping to achieve this. After all, it is the 
country’s second most important sector, in terms of both turnover and value-added, among 
the three manufacturing industries that Spain’s National Institute of Statistics (INE) classes 
as “high technology”, accounting for 60% of turnover and 58% of value-added3 of this 
select group of major technological players.4

The pharma industry’s leading role in R&D is proven yet again in the recently published 
INE´s Statistics on R&D Activities and referring to 2009. The following stand out in 
particular:

 Pharmaceuticals are Spain’s biggest R&D investor, along way ahead (+43%) of the 
next biggest.  In 2009, pharma companies earmarked 966 million euros for research, and 
accounted for 21.6% of Spanish industry’s total R&D expenditure. This figure is particularly 
significant if we bear in mind that pharma companies’ turnover accounts for only 3.1% of 
the industry’s total turnover.5 

3. Source: INE Hi-Tech Industry Indicators. 2009.
4. The remaining hi-tech manufacturing sectors 
are “Manufacture of IT, Electronics and Optical 
Goods” (Economic Activity Code (EAC) 26) and 
“Aeronautical and Space Construction and 
Associated Machinery” (EAC 30.3); Source: INE (Hi-
Tech Industry Indicators. 2009).
5. Figures calculated on the basis of the INE’s 
Industrial Companies Survey 2009.
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It is also worth pointing out that, despite the economic adversity faced in 2009, when 
Spanish GDP fell by3.7% in real terms, the pharma industry has continued to show positive 
growth in R&D efforts, in clear contrast to other industrial sectors, as the following table 
shows: 

.
r&D aCTiViTY in sPanish ComPanies (2009)

Sector
Staff in 

R&D*

R&D Spend (€m)

Internal External Totals 
%  Increase on 

2008

Total industry 39,857 3,500.20 969.89 4,470.09 -0.8%

Pharma 
Industry 4,576 664.35 302.52 966.87 5.7%

Automotive  3,434 348.18 66.53 414.71 15.4%

Other transport 
material  3,962 468.42 208.83 677.25 10.4%

 Aerospace 2,485 304.81 116.81 421.61 -1.9%

IT, electronic 
and optical 
goods 3,952 240.51 25.18 265.69 -26.3%

(*) Personnel Full Day Equivalent (FDE).
Source: Farmaindustria, based on INE (Statistics on R&D Activities; 2008 and 2009).

 The pharmaceutical sector also heads the industrial ranking in intramural expenditure 
(research carried out internally in the company) as well as extramural expenditure (research 
contracted to third parties) taking the shape of collaboration with hospitals, universities and 
other public centres), as well as investment in basic research, (43% of the industry total) 
and applied research (30% of the industry total).

 The pharma industry is also the industry that creates most research jobs6, with 4,576 
professionals dedicated full-time to this line of work. What’s more, they are highly qualified 
jobs as half of these professionals are researchers.

 A look at the composition of this employment shows that the number of female workers 
is particularly high in biomedical research: in 2009 women accounted for two-thirds 
of research jobs generated by the pharma industry, the highest rate to be found in any 
Spanish sector. Similarly, the pharmaceutical industry also leads the way in hiring female 
researchers, with 1,266 women involved in research activities.

 Another characteristic feature of pharmaceutical R&D is its high levels of self-financing, 
an important aspect if we take into account the high levels of investment required by this 
sector and the Spanish economy’s current restrictive credit environment. In 2009 82.3 % of 
pharmaceutical research investment was self-financed.7

 Finally, and despite the relevance and significance of the aforementioned data, there 
is a need to point out the most important thing for a sector is not only for it to bet firmly 
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on R&D, but also for that R&D to obtain positive results, thus contributing to the country’s 
economic development. One of the indicators of the efficiency of a sector as far as research 
is concerned is the percentage of companies that file for a patent in a certain period of 
time, over the number of companies that carry out research activities within that sector. 
By dint of this indicator, the pharma industry is, yet again and by far, Spain’s number one 
industrial and business sector in terms of research efficiency: more than a third (34.3%) of 
the pharmaceutical companies that carried out R&D in 2009 registered a patent over the 
period 2007-2009.

In short, the abovementioned data, along with many other indicators, clearly show that 
the pharma industry is a front-runner in R&D and that it is strategically important when it 
comes to shaping Spain’s new growth model, which will bet firmly on high-productivity and 
technology-intensive sectors.

However, it is quite clear that a high-risk business model, such as the pharma industry’s, 
marked by a long-cycle and an ever-more costly research process, as well as being subject 
to growing regulatory demands, needs a stable legal framework that will enable companies 
to plan their investments adequately.

6. Employment data for Personnel Full Day 
Equivalent (FDE).
7. The data on self-financing refer exclusively to the 
percentage of internal R&D financed with proprietary 
assets given that INE does not publish details of 
self-financing of external R&D.
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Nonetheless, this much sought-after stability is being jeopardised in recent times by the 
aggressive measures aimed at containing pharmaceutical expenditure, adopted in Spain 
in 2010 both regionally and nationwide. These measures are hitting hard the bottom line 
of pharma companies and are leading to the severe depletion of resources, placing R&D 
investments at risk owing to increasingly restrictive access to financing.   

In this sense, it would come as positive development if the Pharmaceutical Industry Sector 
Plan presented in March 2001 were to be configured as an out-and-out strategic platform 
geared towards developing Spain’s pharma industry, giving the sector the stability it requires 
for exploiting its full potential for research and turning the country into a major draw for 
investments from the sector’s leading multinationals.
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2.2.
The Home Market

In 2010, medicine sales in Spain registered a rise of 0.8%, totalling 14,858 million euros 
at Ex-Factory price. Over 70% (72.5%) of these sales were carried out through pharmacies 
and the rest, through hospitals.

The home markeT for meDiCines (PTr, in €m)

Pharmacies  
(1)

Increase 
(%) Hospitals (e)

Increase 
(%) Total

Increase 
(%) 

2008 10,458.66 4.4 3,490.21 9.6 13,948.87 5.6

2009 10,852.46 3.8 3,891.63 11.5 14,744.09 5.7

2010 10,771.44 -0.2 4,086.21 5.0 14,857.65 0.8

(1) Medicine sales to pharmacies. 
(e) Estimated figure.
Source: Farmaindustria, based on IMS and own estimates.

Regarding sales through pharmacies, and according to IMS data for 2010, prescription 
medicines have a market share of 96.7%, the remaining 3.3% corresponding to Over-The-
Counter (OTC) medicines, whose sales have witnessed a year-on-year fall of 6% in units; 
however, OTCs have risen an average 7.2% in price, leading to a 1% rise compared with 
the value of this market in 2009.

PharmaCeUTiCaL sPeCiaLTies saLes – PharmaCies (ex-faCTorY PriCe)

Units  
(thous.)         

Incr.  
(%)

Value (€ 
thous.)      

Incr.  
(%)

Average Ex-
Factory price          

Incr.  
(%)

Prescripción 1,199,535 0.8 10,421,105 -0.2 8.69 -1.0

EFP's 92,520 -5.7 350,336 1.0 3.79 7.2

Total
     

1,292,055
        

0.3
         

10,771,441
            

-0.2
                     

8.34
         

-0.4

Source: Farmaindustria based on IMS data.

As well as the fall in prices initially envisaged by the Reference Price Order, in 2010 the 
prescriptions market was affected by the coming into force of Royal Decree-Law 4/2010, 
which mandates a 25% cut in the average price of generic medicines. The same Royal 
Decree-Law also introduced changes in the Reference Price System (RPS): the reference 
price of each group is currently calculated on the basis of the lowest cost/treatment/day 
of the products in the group; to enable pharmaceutical companies to apply the reductions 
gradually, if the price reduction is greater than 50%, the company can choose between 
assuming the entire reduction for a one year period or, alternatively, over a period of two 
years; at a minimum of 50% of the price a year until meeting the reference price.

ACCoRding To iMs 
dATA FoR 2010, 
PResCRiPTion 
MediCines 
ACCounTed 
FoR 96.7% oF 
PhARMACy sAles; 
The ReMAining 
3.3% weRe oTC
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These measures, along with the regulatory initiatives enacted at regional level, caused 
the prescriptions market to shrink (-0.2% in 2010), as a result of an 0.8% increase in 
the number of units (the lowest figure since 1998) and a -1% fall in the average price.

Ministerial Order SAS/3499/2009 added 20 new groups and revised the reference prices 
created by the Ministerial Orders introduced in 2006, 2007 y 2008. This Order also led to 
the expiry of Declaration of Galenic Innovation for 109 medicine products, which were 
obliged to lower their group’s reference prices.

December 2010 saw the enactment of a new Reference Price Order (Ministerial Order 
SPI/3052/2010) which included 15 new groups and reviewed the prices of other groups, 
on the basis of change introduced by Royal Decree-Law 4/2010. Thanks to this Order, 
the number groups included in the RPS came to 193, of which 173 were molecules or 
associations. Three of these 193 groups are still inactive. 

At the close of 2010, and without taking into account the new groups created by the 2010 
Order, the market of medicines subject to the RPS accounted for 38% of the prescription 
market, in terms of units, and 29% of the market in value terms.
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Therapeutic Groups
A detailed analysis of the market by Therapeutic Groups shows that almost all of them have 
been hit by the measures introduced this year by the Administration aimed at rationalising 
expenditure. Even so, there are still clear differences in the evolution of each group. 

 
 

PharmaCeUTiCaL sPeCiaLTies saLes ThroUgh PharmaCies BY TheraPeUTiC groUPs (2010)

Group 
Units  

(thou.)  
Share 

(%)  
Incr.  
(%)

Value Ex-  
Factory price  

(thou.)
Share  

(%)
Incr.  
(%)

Av. Ex-
Factory price  

(€) 
Incr.  
(%)

A DIGESTIVE AND 
METABOL.SYSTEM 204,796.6 15.9 2.5 1,433,979.3 13.3 5.5 7.00 2.9

B BLOOD AND HEMATOP. 
ORGANS 63,260.1 4.9 3.0 463,393.2 4.3 -2.1 7.33 -5.0

C CARDIOVASCULAR 
SYSTEM 239,033.8 18.5 3.2 2,178,096.4 20.2 -4.2 9.11 -7.2

D DERMATOLOGY 61,065.7 4.7 -2.7 329,998.5 3.1 2.1 5.40 4.9

G GENITO-URINARY 
PRODUCTS 55,936.1 4.3 1.8 730,542.8 6.8 2.2 13.06 0.5

H HORMONES 19,203.5 1.5 2.2 221,115.8 2.1 3.7 11.51 1.4

J ANTI-INFECTIOUS 51,575.2 4.0 -5.6 361,658.5 3.4 -16.2 7.01 11.2

K HOSPITAL SOLUTIONS 2,826.8 0.2 2.5 3,196.9 0.0 0.7 1.13 -1.7

L ANTINEOPLASTICS/
IMMUN. 6,549.5 0.5 0.2 582,539.2 5.4 -8.3 88.94 -8.5

M LOCOMOTOR SYSTEM 110,184.7 8.5 0.0 669,178.4 6.2 -1.8 6.07 -1.7

N NERVOUS SYSTEM 285,446.0 22.1 -0.9 2,375,906.1 22.1 4.1 8.32 5.0

P ANTI-PARASITICS 1,167.5 0.1 3.7 8,671.0 0.1 1.1 7.43 -2.6

R RESPIRATORY SYSTEM 134,065.7 10.4 -3.9 1,095,663.4 10.2 1.0 8.17 5.1

S SENSORY ORGANS 55,258.3 4.3 2.0 272,605.5 2.5 5.0 4.93 2.9

T DIAGNOSTIC AGENTS 63.7 0.0 -13.5 1,247.4 0.0 4.4 19.60 20.8

V VARIOUS 1,622.6 0.1 -4.2 43,672.7 0.4 2.9 26.92 7.4

TOTAL 1,292,055.6 100.0 0.3 10,771,465.2 100.0 -0.2 8.34 -0.4

Source: Farmaindustria from IMS.

Between them, the Central Nervous, Cardiovascular, Digestive and Respiratory systems 
account for 66% of the total market in value terms and 67% in units.

In 2010, the Central Nervous System saw a dip in the number of units while exceeding 
the average in value terms. This behaviour stemmed from the performance of Analgesics, 
which accounted for 44% of this group’s units, and whose sales fell -4.6% in units while its 
average price grew by 3.7%. Of the units sold in this group, 45% are included in the RPS: 
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this translates into an average price slightly lower than the market’s average price, despite 
being one of the groups that accounts for most of new molecule launches.

It should be underlined that the average price of Cardiovascular System medicines fell -7%. 
In this group, the market share held by PRS medicines has grown from 40% of units in 2009 
to 51% in 2010. In fact, in the ACE Inhibitors sub-group, the percentage subject to the RPS 
is in excess of 90%, while Cholesterol Reducers stand at nearly 86%.

Two groups of medicines account for 70% of the Digestive System group, and both behave 
very differently. Forty percent of this group’s units go to Antacids and Anti-flatulent and Anti-
ulcerous medicines, a sub-group in which the market subject to the RPS comes to 80% in 
units, even though units have risen well above the average figure (6.5%). The Anti-diabetics 
sub-group, which accounts for 20% of the Digestive System group’s units, saw a 12% 
increase in the average price, well over the average, owing especially to improvements 
in administration and the emergence of therapeutic innovations in the treatment of a 
pathology that affects a growing number of people. In the past three years, this is the sub-
group that has seen the greatest number of innovations. 

The Respiratory System stands out for the drop in unit sales registered by medicines in this 
group, explained in part by falling sales in OTC and non-financed medicines, which account 
for 26% of this group’s sales.

The Anti-infectious group’s performance was marked by Antibiotics, which account for 
90% of the group’s unit sales:  they have been shrinking constantly both in units, having 
continued to follow the same trend for the past three years (-5%), and in the average price 
(-9.2%). Seventy percent of Anti-infectious units are included in the PRS.

Finally, unit sales in the Antineoplastics group held steady, although the average price fell 
-8%. In this group, the market share of PRS medicines has gone from 205, to 30% of the 
total.

New Launches
In 2010, 308 new medicines came to market, with combined sales totalling 121.6 million 
euros. Of these products, 221 are generic medicines and 28 are newly-marketed molecules 
or associations. In all, the new products centred mainly on two therapeutic areas: the 
Cardiovascular System, with 87 products (77 of them generics), and the Central Nervous 
System, with 64 products (52 generics).

The table below shows the distribution of sales by Therapeutic Groups of newly-marketed 
products in 2010:
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saLes of neW ProDUCTs BY TheraPeUTiC groUPs  in 2010 (sTrUCTUre %)

Total New molecules Generics

Units Value Units Value Units Value 

A0 DIGESTIVE & METABOL. SYSTEM 13.2 10.0 3.4 5.1 14.3 6.3

B0 BLOOD & HEMATOP. SYSTEM 8.5 11.3 1.2 1.4 12.7 25.9

C0 CARDIOVASCULAR SYSTEM 34.3 25.5 40.2 46.1 44.7 37.7

D0 DERMATOLOGY 0.5 0.2 - - - -

G0 GENITO-URINARY PRODUCTS 5.5 7.1 34.9 27.9 1.1 2.5

H0 HORMONES 0.5 0.2 - - 0.7 0.6

J0 ANTI-INFECTIOUS 6.7 20.4 0.0 0.0 1.6 2.3

L0 ANTINEOPLASTICS/INMUN. AGENTS 0.3 2.3 0.0 3.8 0.4 2.6

M0 LOCOMOTOR SYSTEM 9.7 5.5 3.6 1.9 4.7 3.3

N0 NERVOUS SYSTEM 15.1 12.9 4.1 0.7 18.1 18.1

R0 RESPIRATORY SYSTEM 4.4 3.1 12.5 13.0 1.5 0.7

S0 SENSORY ORGANS 1.2 0.5 - - 0.2 0.1

V0 VARIOUS 0.1 1.1 - - - -

TOTAL 100.0 100.0 100.0 100.0 100.0 100.0

Source: Farmaindustria from IMS.
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2.3.
Foreign Trade8 

The trade deficit has traditionally been one of the most important macro-economic 
imbalances in Spain, and ran particularly high in times of economic bonanza when the 
dynamism of domestic demand boosted imports. Spain’s economic slowdown in recent 
years has narrowed the gap: our trade deficit has gone from 9.5% of GDP in 2007 (when 
the downturn first got under way) to -8.7% in 2008 and -4.4% in 2009, the year in which 
the downturn began to bite particularly hard.

8. The data that appears in this section is confined 
to foreign trade of merchandise in general and 
pharmaceutical products in particular. In both cases, 
the data relating to 2010 is provisional, and is 
susceptible to later review. 
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In 2010, the trade deficit rose by 13% to 52,282 million euros, the equivalent of -4.9% 
for the fiscal year. Despite the increase in the trade deficit, in 2010 exports grew more 
than imports (16.2% vs. 15.5%), even though the figures in absolute terms have led the 
trade gap to widen. However, the rise in exports has translated into a slight improvement 
in the coverage rate which has gone from 77,6% in 2009 to 78% in 2010.

With regard to external pharmaceutical trade, 2010 has been a very positive year: the 
trade deficit fell by 40%, thanks to a -5.9% drop in pharmaceutical product imports, 
following an unusually high increase in medicine imports in 2009. In 2010, the 
evolution of these figures raised the coverage rate of pharmaceutical external trade to 
77.3%, in line with the national average.

Similarly, looking at individual components, one can observe that the trade balance 
of raw materials is back on a positive track after running a deficit for two consecutive 
years. In 2010, it registered its highest trade surplus since 2003.

ToTaL exTernaL PharmaCeUTiCaL TraDe 2010 (€miLLion)

IMPORTS 10/09 (%) EXPORTS 10/09 (%) BALANCE

Raw materials 409.83 -56.3 499.81 4.4 89.98

Pharmaceutical 
products 11,074.02 - 8,374.76 13.4 -2,699.26

*Medicines 8,727.5 1.7 7,172.1 13.5 1,555.40

Total 11,483.85 -5.9 8,874.58 12.8 -2,609.27

The data from 2010 are provisional and correspond to the aggregation of monthly data from the DGAIE. However, the increases 
take as their base the consolidated data from 2009, meaning that the resulting variations should be read with due caution.
Source: Ministry of Industry, Tourism and Trade. Spanish Foreign Trade Statistics.

Given the relevance that they have achieved, special mention should be made of the 
performance of pharmaceutical products exports which hit a historical peak in 2010: 
8,875 million euros. Thanks to the strong dynamism of the pharmaceutical industry’s 
external sales, they have grown gradually in importance over recent years: in the period 
2000-2010 the average rate of variation of pharmaceutical exports stood at +14.6%, ten-
and-a-half points over the average growth rate of Spain’s total exports in the same period 
(+4,1%).  Logically, this differential in growth has led to a considerable increase in Spanish 
pharmaceutical products’ market share in total Spanish exports, rising from 1.8% in 2000, 
to 4.8% in 2010.

The yeAR hAs seen 
PosiTive ResulTs 
in exTeRnAl TRAde. 
in 2010, The 
PhARMACeuTiCAl 
TRAde deFiCiT Fell 
by 40%, when 
exPoRTs gRew 
by 12.8% And 
PhARMACeuTiCAl 
PRoduCT iMPoRTs 
Fell by -5.9%. 
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export performance by medicines and share of total exports (2000-2010)  .........
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On analysing the foreign trade data by economic sectors and tariff chapters, the Spanish 
pharmaceutical sector’s growing importance becomes evident once again. Specifically, by 
tariff chapters, pharmaceutical exports have climbed up the Spanish exports table: if in 
2000 they stood at 18th position, in 2010 they came in at 5th. An analysis by economic 
sectors shows that the pharmaceutical industry ranks 4th in the same table, outstripping 
the volume of exports of such traditionally emblematic sectors as electronics goods, the 
iron and steel business, textiles or footwear.

With regard to the geographical distribution of pharmaceutical foreign trade, the EU-27 
continues to be, by far, Spain’s main trade partner, accounting for nearly 70% of Spanish 
pharmaceutical products purchases abroad and 60% of the industry’s exports; both figures 
remain similar to those of the previous year. Inside the EU, most of the trade exchanges were 
with Germany, France and the UK, in that order. These three markets alone are the starting 
point or the final destination of more than half the trade exchanges with our country within 
the EU-27.

Outside the EU, it is worth highlighting two countries for their importance, in terms of quantity, 
for Spanish pharmaceutical trade: 

 Switzerland. In 2010 it became the number 2 importer of Spain’s pharmaceutical 
products, ahead of France and behind Germany. It is also the country with which Spain has 
the largest pharmaceutical trade surplus in absolute terms.

 The USA. Currently our leading trade partner in pharmaceutical products, although 
Spain’s balance of trade with the North American giant is clearly in deficit. The USA is the 

wiTh RegARd To 
The geogRAPhiCAl 
disTRibuTion 
oF exTeRnAl 
PhARMACeuTiCAl 
TRAde, The eu-27 
ConTinues To be, 
by FAR, sPAin’s MAin 
TRAde PARTneR
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starting point or the final destination of over half of the trade exchanges with non-European 
countries. 

2009 2010

Economic area Exports Imports Exports Imports

Total world 100.0% 100.0% 100.0% 100.0%

EU-27 60.7% 69.1% 59.4% 69.8%

   France 11.7% 11.7% 11.7% 9.0%

   The Netherlands 5.6% 4.8% 5.4% 6.2%

   Germany 12.8% 13.0% 11.0% 13.8%

   Italy 8.8% 5.5% 8.8% 5.0%

   UK 8.5% 10.2% 8.2% 11.4%

   Ireland 0.6% 11.0% 1.5% 7.5%

Rest of Europe 13.9% 6.4% 13.5% 6.6%

   Switzerland 11.6% 5.9% 11.1% 6.1%

Rest of the World 25.4% 24.6% 27.2% 23.6%

   USA 6.9% 20.6% 7.2% 18.5%

   China 1.1% 1.1% 1.2% 1.4%

   Japan 3.7% 1.1% 3.3% 0.9%

Source: Ministry of Industry, Tourism and Trade. Spanish Foreign Trade Statistics.
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2.4.
Social Security Pharmaceutical Expenditure 

According to data from the Ministry of Health and Social Policy, during 2010 957.7 million 
prescriptions charged to Social Security were dispensed, an increase of 2.5% on the previous 
year’s figure. These prescriptions resulted in public expenditure of 12,207.7 million euros, 
which represents, for the first time in more than 20 years, a fall in public pharmaceutical 
expenditure: -2.4% on the previous year. At the same time, the average cost per prescription 
fell -4.8%, to 12.75 euros, a level similar to 2003, as shown in the table below:

soCiaL seCUriTY exPenDiTUre BY PresCriPTions  
DisPenseD BY PharmaCies

Year

Expenditure 
(€m Retail 

Price)  
Incr.  
(%)

No. Prescriptions 
(Millions)  

Incr.  
(%)

Cost Precrip. 
(€)  

Incr.  
(%)

2003 8,941.4 12.2 706.3 6.8 12.66 5.0

2004 9,515.4 6.4 728.7 3.2 13.06 3.2

2005 10,051.3 5.6 764.6 4.9 13.15 0.7

2006 10,636.2 5.8 796.0 4.1 13.36 1.7

2007 11,191.3 5.2 843.4 6.0 13.27 -0.7

2008 11,960.5 6.9 889.5 5.5 13.45 1.3

2009 12,506.2 4.5 934.0 4.9 13.39 -0.5

2010 12,207.7 -2.4 957.7 2.5 12.75 -4.8

These figures stem from the entry into force of the measures introduced by Royal Decree 
Laws 4 and 8/2010, mentioned previously; they also come as a result of the effects of 
pharmaceutical policies introduced at the regional level. 

Average per capita expenditure by Autonomous Region 
In 2010, average per capita pharmaceutical expenditure came to 259.6 euros, a 3% fall on 
the previous year. All of Spain’s Autonomous Regions, except two, fell below this figure; the 
Canary Islands showed the lowest figure for 2010: -6.5%.

As in previous years, Galicia (332.9 euros) and Extremadura (322.4 euros) were Spain’s 
biggest per capita pharmaceutical spenders. At the other end of the scale were Madrid 
(199.5 euros) and Baleares (198.6 euros), without taking into account the Autonomous 
Cities of Ceuta and Melilla.

in 2010, AveRAge 
PeR CAPiTA 
PhARMACeuTiCAl 
exPendiTuRe CAMe 
To 259.6 euRos, 
A 3% FAll on The 
PRevious yeAR
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Per CaPiTa PharmaCeUTiCaL exPenDiTUre BY aUTonomoUs region - 2010

Expenditure per cápita

AUTONOMOUS 
REGION

Expenditure Quota 
(%) Euros Increase on 2009 (%)

GALICIA 7.6 332.9 0.7

EXTREMADURA 2.9 322.4 -0.9

ASTURIAS 2.8 317.0 -2.5

VALENCIA REGION 12.6 302.0 -4.1

ARAGON 3.2 290.7 -4.5

MURCIA 3.4 287.5 0.9

CASTILE-LA MANCHA 4.9 284.3 -3.7

CASTILE-LEON 5.9 283.4 -2.0

LA RIOJA 0.7 272.2 -2.4

THE BASQUE COUNTRY 4.7 265.3 -1.8

NATIONAL AVERAGE 100 259.6 -3.0

CANTABRIA 1.2 257.4 -5.4

CANARY ISLANDS 4.4 253.2 -6.5

NAVARRE 1.3 253.0 -4.3

CATALONIA 15.1 245.3 -2.7

ANDALUSIA 16.4 239.5 -3.5

MADRID 10.6 199.5 -3.4

BALEARIC ISLANDS 1.8 198.6 -2.4

CEUTA 0.1 185.5 -2.1

MELILLA 0.1 162.3 -1.0
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