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Introduction

The pharmaceutical industry is strategic in Cpain, owing not only to the nature of its activity 
but to its invaluable economic contribution. It is particularly relevant considering its heavy 
investment in research and development Bk&Dz.

The pharmaceutical industry, which was directly affected by the covid5(] pandemic, 
is Band will continue to bez at the forefront of discussions regarding k&D budgets 
and priorities, digital transformation, transparency, IP and regulatory data protection, 
access to innovative medicines and cost5reduction measures, among other things. 
Wost5containment measures will almost certainly continue to play a prominent role in the 
following years, with a special focus on the authorities fostering generics and biosimilars.

This  chapter  provides  an  overview  of  the  current  legal  situation  regarding  the 
pharmaceutical  industry  in  Cpain,  paying  particular  attention  to  the  most  recent 
developments from a regulatory, intellectual property and antitrust perspective. In most 
cases, both the regulations Band guidance and interpretation documentsz issued by @S 
institutions and Cpain|s own state and regional regulations, with their peculiarities, are 
relevant for these purposes.

Year in review

Cince 4E4[, signi;cant reforms have been anticipated in Cpain that were expected to 
reshape the competitive landscape for the commercialisation of medicines. These reforms 
were intended to address critical issues such as marUet access, pricing, reimbursement 
mechanisms, and advertising. kunning in parallel with the ongoing @S Pharmaceutical 
óaw pacUage reform, currently under debate by @S institutions, the Cpanish reforms 
were highly anticipated, especially after public statements by the 9ealth Oinister raised 
expectations for a comprehensive overhaul. 9owever, despite these expectations, the 
reforms have not been approved or initiated for the most part. Wonsejuently, operators 
in the pharmaceutical sector continue to face signi;cant legal uncertainties, particularly 
concerning pricing, reimbursement, and marUet access mechanisms.

qith respect to competition law, the pharmaceutical sector remains an area of signi;cant 
interest for the Cpanish Wompetition Authority BW6OWz. qhile over the past year, the W6OW 
has not issued any antitrust or signi;cant merger control decisions, it has carried out 
various inspections directly related to the pharmaceutical industry Be.g., the marUet for 
the distribution of medicines or supply of digital tools used for pharmaceutical logisticsz. 
Ooreover, the W6OW is following closely the developments at the @S level Be.g., Servier or 
IlluminaxFrailz and is already using the @S|s new marUet de;nition notice as a reference in 
its investigationsJ the latter will directly affect its investigations and decisions.

Legislative and regulatory framework

Pharmaceutical regulation
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The main piece of legislation governing medical products in Cpain is the koyal óegislative 
Decree (Z4E(•, approving the revised text of the law on guarantees and the rational use of 
medicines and medical devices Bthe )uarantees óawz. It sets out the general principles 
applicable to the authorisation, manufacture, labelling, distribution, pharmacovigilance, 
promotion,  dispensation,  pricing and reimbursement of  medicines for  human and 
veterinary use Bincluding generics and biosimilarsz, and medical devices.

The )uarantees óaw was originally enacted in 4EE/ and has been amended several times 
since its enactment, notably between 4E(E and 4E(4, to incorporate several cost5cutting 
and savings measures, and during the covid5(] pandemic.1]3 In 0une 4E44, the Oinister 
of 9ealth announced a proMect to modify and update the )uarantees óaw, rejuesting 
operators| views on modifying the reference price system and updating provisions on 
medical devices, advertising of medicines and telepharmacy, among others. @ven though 
the Oinistry declared in 0anuary 4E4' that the reform of the )uarantees óaw is a priority, 
the process, for the time being, seems to be at a standstill.

The general principles laid down by the )uarantees óaw are further detailed by speci;c 
regulations, depending on the type of medicinal product and its life cycle, from the most 
basic clinical development to placement on the marUet, prescription, dispensation and 
use.123 Public purchasing of pharmaceuticals is governed by óaw ]Z4E(‘ on contracts with 
the public sector Bthe Public Procurement óawz and subMect to the general principles for 
public ;nancing set out by the óaw on )uarantees and koyal Decree (E[EZ4EE/, of (• 
Ceptember, which establishes the portfolio of common services of the 6ational 9ealth 
Cystem and the procedure for its updating Bkoyal Decree on 69C common servicesz.

The Cpanish Oedicinal Products and Oedical Devices Agency BA@OPCz is the main body 
responsible for all technical and juality aspects of medical products, while the )eneral 
Directorate deals with economic aspects Bparticularly pricing and reimbursementz for 
the Wommon Portfolio of 6ational 9ealth Cystem and Pharmacy Cervices Bthe )eneral 
Directoratez, which is part of the Oinistry of 9ealth, and the Inter5ministerial Drug Pricing 
Wommission, which is responsible for price5;xing. The (‘ regional governments and 
other public contracting authorities, including public hospitals, also negotiate and reach 
speci;c pricing agreements with drug marUeters, subMect to the provisions of the Public 
Procurement óaw, the óaw on )uarantees and the koyal Decree on 69C common services.

Among other initiatives designed to encourage innovation in the pharmaceutical sector, 
a  prominent  role  is  played by  the  Plan Profarma.  The main  obMective  is  to  boost 
competitiveness within the pharmaceutical industry in Cpain through modernising 
the sector and furthering investment in new industrial plants and new technologies 
for  production,  and  fostering  research,  development  and  innovation.  Cpeci;cally, 
pharmaceutical companies operating in Cpain that supply their pharmaceutical products 
Bor medical devicesz to the Cpanish 6ational 9ealth Cystem BC6Cz are rejuired to maUe 
a contribution to the C6C, calculated based on the volume of sales to the C6C. Hy 
participating in the Plan Profarma, they could bene;t from certain reductions Bup to [• per 
centz, according to a varying scale depending on their valuation within the Plan Profarma. 
At present, however, the Plan Profarma seems to be at a standstill. The last approved plan 
covered years 4E4( and 4E44 and no update has been approved for 4E4[ and beyond.173

In  4E4(,  the  government  launched  a  series  of  strategic  economic  recovery  and 
transformation proMects Breferred to as P@kT@z, one of which envisages signi;cant public 
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and private investments in innovation in the health sector from 4E4( to 4E4[. The 
implementation of these proMects, however, is proving to be slower than expected.

The legal criteria for the inclusion of medicine in the public reimbursement system and 
the setting of its price also mention Bamong many other factorsz the medicine|s degree 
of innovation, but in practice, it is usually only considered to be relevant in respect of real 
|blocUbusters| as opposed to, for instance, improvements or follow5on innovations. Kne 
of the main complaints of pharmaceutical staUeholders refers to the notable delays in 
the decision5maUing process for the price and reimbursement of medicines. At present, 
according to data issued by the Cpanish Pharmaceutical Industry Association, the average 
duration of the process, since a new medicine needs marUeting authorisation, is almost 44 
months.

From time to time, proposals are put forward in Cpain seeUing to improve and guarantee 
access to medicines Bincluding orphan medicines or advanced therapiesz, focusing, 
among others, on shortening the assessment process and approval times. Come of 
these issues are addressed in the reform proposal of the @S pharmaceutical regulations 
announced by the @uropean Wommission in April 4E4[, which is currently underway.

Wompetition regulation

In the ;eld of competition, the legal frameworU is two5fold insofar as both Cpanish and 
@S rules can concurrently apply to potentially anticompetitive practices and mergers and 
acjuisitions Bone or the other, depending on which set of thresholds is metz that have a 
potential effect in Cpain. The main applicable Cpanish competition provisions Bincluding 
merger controlz are set forth in óaw (•Z4EE‘ on the defence of competition BóDWz, which 
is implemented by means of the kegulations on the Defence of Wompetition approved by 
koyal Decree 4/(Z4EEV BkDWz, last updated in 4E4[.

óeaving aside rules governing state intervention in companies, the main applicable @S 
competition rules are Articles (E( and (E4 of the Treaty on the Functioning of the @uropean 
Snion BTF@Sz,143 which ban, respectively, anticompetitive agreements between companies 
and abuse of dominance. These primary rules are supplemented by secondary law in the 
form of parliamentary and council legislation, as well as @uropean Wommission regulations 
and guidelines. Wouncil kegulation B@Wz 6o. ([]Z4EE' on the control of concentrations 
between undertaUings Bkegulation ([]Z4EE'z153 sets up the @S merger control regime. In 
February 4E4', the @W published the revised marUet de;nition notice.163 It offers expanded 
and up5to5date guidance on the @W|s approach to marUet de;nition.

@S and Cpanish competition rules fully apply to the pharmaceutical industry to the extent 
that there is an economic activity. 6onetheless, the Wourt of 0ustice of the @uropean Snion 
BW0@Sz has ruled, in a case concerning the C6C, that certain activities carried out by the 
state in the context of free universal healthcare services that are ;nanced through social 
security contributions and other state funding do not jualify as economic activities to 
apply competition rules.183

Patent and exclusivity regulation

Hoth Cpanish and @uropean patents Bdesignating Cpainz coexist in the Cpanish patent 
arena. Cpanish patents are governed by óaw 4'Z4E(• on patents and utility models Bthe 
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Patents óawz. In line with the rejuirements of the Agreement on Trade5related Aspects of 
Intellectual Property kights, Cpanish patents last 4E years as of the date of the application.

Cpain has been a party to the @uropean Patent Wonvention B@PWz since (E 0uly (]V/. In line 
with Article /• of the @PW, the effectiveness of @uropean patents in Cpain is subMect to a 
further rejuirement Bcurrently foreseen in Article (••.4 of the Patents óawz, speci;cally the 
;ling with the Cpanish Patents K7ce of the translation into Cpanish of the relevant patent 
pamphlet within three months of the date the grant was published in the @uropean Patent 
)a3ette.

Cupplementary protection certi;cates BCPWsz for medicinal products are granted by the 
Cpanish Patents K7ce under kegulation B@Wz 6o. '/]Z4EE.

The enforcement of Cpanish patents, @uropean patents designating Cpain and CPWs are 
governed by both the Patents óaw Bwith regard to speci;c patent issues, such as periods, 
speci;c remedies, damages, and amendments of claims during the proceedings and 
standingz and óaw (Z4EEE on civil procedure Bfor broader procedural matters, such as 
evidence, hearings and appealsz.

In addition to the protection granted by patent legislation, the Wommercial Wourt of 
Harcelona has also granted pretrial relief based on unfair competition law in two cases 
in which the patent|s formal granting had not yet been published. These cases involve very 
speci;c circumstances in which the @uropean Patent K7ce had already ordered that a 
patent be granted but needed several months to publish the patent|s formal granting to 
ful;l internal administrative procedural steps. The Wommercial Wourt ruled that launching 
generics before the patent|s formal grant had been published was an act of unfair 
competition owing to undue hindering since it de facto deprived the claimant of its patent 
rights.

The )uarantees óaw, following @S law, grants the originator eight years of data exclusivity 
Bduring which no application for marUeting authorisation of a generic or biosimilar can be 
soughtz and two Bor up to threez additional years of marUet protection Bas generic drugs 
cannot be commercialised until (E years after the date the initial authorisation of the 
reference medicinal product is granted, or (( years if a new indication is approved during 
the ;rst eight yearsz. These periods will liUely be somewhat reduced, and replaced by a 
new incentives system, pursuant to the @S pharmaceutical law reform which is currently 
underway.

Finally, in connection with orphan medicines, kegulation B@Wz 6o. ('(Z4EEE establishes a 
(E5year marUet exclusivity period during which no application for a marUeting authorisation 
can be accepted for the same therapeutic indication and in respect of a similar medicinal 
product. This marUet exclusivity may be extended in the case of the completion of a 
paediatric investigation plan. As already mentioned, this incentives system will liUely be 
substantially reviewed along the lines of the @S pharmaceutical law reform.

In addition to this marUet protection, the exclusion of orphan medicines from the reference 
price system must also be taUen into account Bsee |Wompetition regulation|z.

New drugs and biologics [ approval, incentives and 
rights
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Drugs

Approval scheme

To be placed on the Cpanish marUet,  drugs must have obtained a prior marUeting 
authorisation from the A@OPC, under the national, mutual recognition or decentralised 
procedures Bor from the @uropean Oedicines Agency B@OAz, under the centralised 
procedurez and be registered with the A@OPC|s medicines registry.

The national authorisation procedure is regulated by koyal Decree (['•Z4EE‘. The 
authorisation process, following the principles established at the @S level, rejuires the 
submission of a detailed application that covers all aspects of the medicine, the results 
of preclinical, clinical and pharmaceutical investigations, and relevant expert reports. The 
documentation is assessed by the A@OPC, which may rejuest additional information.

The assessment of the positive therapeutic effects of the medicinal product will be 
considered in relation to any risU related to the juality, safety and e7cacy of the medicinal 
product for the patient|s health or public health, under a risU5bene;t balance approach. 
The A@OPC then issues a reasoned report, which, if unfavourable, is sent to the applicant 
before a decision is taUen.

In accordance with @S law, as implemented in Cpain, the decision of the A@OPC must be 
issued within 4(E calendar days of the submission of a valid application.193 This term can 
be extended for three months Bor exceptionally six monthsz if the applicant is rejuested 
to provide additional documentation. The authorisation will be valid for ;ve years and may 
be extended for an inde;nite period, subMect to the risU5bene;t ratio being reassessed.

Knce authorised, the authorities must be noti;ed before a medicine can be placed on 
the marUet for the ;rst time. If, within three years after the authorisation is granted, the 
marUeting authorisation holder does not actually place the product on the marUet or if, 
after it has been authorised, registered and marUeted, it is no longer actually present on 
the marUet for three consecutive years, the authorisation for a medicinal product will be 
deemed to have expired. This |sunset clause| does not apply, however, when health5related 
reasons so rejuire, in which case the A@OPC will maintain the validity of the authorisation 
and may rejuire the effective marUeting of the product.

Snder certain circumstances, the Cpanish regulations also include exceptions to the 
above5mentioned procedure. In particular, unauthorised medicines can be supplied 
in  special  situations  Be.g.,  compassionate  use  or  foreign  medicines  usez.  These 
authorisations can be granted on a named5patient basis or under a general protocol 
applicable to a category of patients.

Pricing and reimbursement

Hefore marUeting a prescription medicine, the pharmaceutical company must submit an 
offer to the national health authorities so that they decide on its inclusion in the reimbursed 
medicines system. The decision on pricing and reimbursement is taUen at a state level Bthe 
Oinistry of 9ealth, after approval by an Interministerial Wommission on Oedicine Pricesz.
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The inclusion of a medicinal product in the reimbursement system by the C6C is made 
possible |through a selective and discriminatory ;nancing system| that taUes into account 
general, obMective and published criteria. Cpeci;cally, the following criteria are considered 
for reimbursement decisionsG

(. the severity, duration and effects of the various pathologies for which the medicine 
is prescribedJ

4. the speci;c needs of certain patient groupsJ

[. the therapeutic and social usefulness and the incremental clinical bene;t of the 
medicine, taUing into account its cost5effectivenessJ

'. the rationalisation of public expenditure on medicinal products and the budgetary 
impact the medicine|s inclusion will have on the C6CJ

•. the existence of medicines or other therapeutic alternatives for the same diseases 
with a lower price or lower treatment costJ and

/. the degree of innovation of the medicine.

Pharmacoeconomic aspects of the product are considered in addition to the relevant 
cost5effectiveness and budgetary impact analysis,  such as its  contribution to the 
sustainability of the C6C if, for the same result, its contribution to the national gross 
domestic product is positive.1F3 In this regard, the Permanent Pharmacy Wommission of the 
C6C Inter5territorial Wouncil approved in 4E4E a |Plan for the consolidation of therapeutic 
positioninK reports of medicines in the SLS| to enhance the process for the assessment of 
the pharmacoeconomic aspects of these products within the C6C by, among other things, 
creating a medicines evaluation networU Bk@valOed C6Cz.1]03 This Plan was annulled by the 
courts B0udgment of the 6ational Wourt 5 Audiencia Lacional - of 4/ 0une 4E4[z. Despite 
this, so5called therapeutic positioning reports are still being produced and used as the 
basis of pricing and reimbursement decisions.

Further, most of the regional health authorities perform their own L sometimes informal 
L cost5bene;t assessment before allowing the use of new medicines. These factors 
continue to signi;cantly delay the launch of innovative medicines.

A polemic issue that has given rise to extensive debate in Cpain refers to the transparency 
and publicity of the procedure for setting the prices and reimbursement conditions of 
medicines.1]]3

Finally, even though the existing regulation1]23 is not crystal clear in this respect, in practice, 
the health authorities rejuire pharmaceutical companies to refrain from marUeting 
and promoting medicines until all the relevant pricing and reimbursement formalities 
have been completed. The Wode of @thics of the Pharmaceutical Industry expressly 
contemplated this restriction.

9owever, on [E 0une 4E4(, the 9igh Wourt of 0ustice of the Hasjue Wountry region1]73 
ruled that the applicable regulations cannot be interpreted as prohibiting the promotion 
of medicines that hold a valid marUeting authorisation, even if the competent authorities 
have not yet decided on their pricing and reimbursement. Chortly after this Mudgment, 
the Cpanish Pharmaceutical Industry BFarmaindustriaz amended its Wode of @thics 
BCeptember 4E4(z to expressly provide that medicines could be promoted from the 
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moment of their authorisation, provided that the promotional materials indicate that price 
and reimbursement proceedings are pending.

Despite this,  some regional health authorities continue to prevent pharmaceutical 
companies  from promoting authorised medicines  while  price  and reimbursement 
proceedings are pending and have started infringement proceedings against those that 
promoted those medicines relying on the Vasóue Mudgment and the Farmaindustria 
Wode of @thics. In particular, the 0udgment of the 9igh Wourt of 0ustice of Oadrid 
BWontentious5Administrative Whamberz 6o. /4(Z4E44 of (‘ 0une 4E44 ruled that the 
advertising of a medicinal product that was made before a decision on its ;nancing had 
been obtained was contrary to the applicable laws. An appeal against this Mudgment is 
pending before the Cupreme Wourt. The discussion on this matter is, therefore, still open.

In April 4E4[, a new royal decree on the advertising of medicinal products was submitted 
to the general public for prior public consultation. 9owever, no draft of this new proposal 
has been published, so it remains to be seen whether new regulations will be enacted to 
provide clear rules on this issue and how it will evolve in practice.

)eneric and follow5on pharmaceuticals

Cimpli;ed procedures are in place under Cpanish legislation implementing Directive 
4EE(ZV[Z@W for generics of medicines that have been authorised in other Murisdictions for 
at least eight years Beven if not authorised in Cpainz and active principles that are regarded 
as having had a |well5established use| in the @uropean Snion for (E years and are Unown 
to be effective and safe.

The )uarantees óaw sets out a simpli;ed procedure for granting marUeting authorisations 
for generic drugs. In particular, there is no obligation to provide the results of the rejuired 
preclinical and clinical trials if it is proven that the medicinal product is a generic of a 
reference medicinal product1]43 that is or has been authorised for a minimum of eight years 
in any @S Oember Ctate or by the @OA, even if the reference medicinal product is not 
authorised in Cpain.

)eneric  drugs  cannot  be  commercialised  until  (E  years  after  the  date  the  initial 
authorisation of the reference medicinal product is granted, or (( years if a new indication 
is approved during the ;rst eight years.

)enerics bene;t from the Volar exemption, which enables the activities aimed at obtaining 
regulatory approval and preparing the launch to start while the product still has patent 
protection Bsee |)ranting the marUeting authorisation to the generic or biosimilar product|z.

Hiologics and biosimilars

Snder kegulation B@Wz ‘4/Z4EE' on the authorisation and supervision of medicinal 
products and establishing the @OA, certain biological products, such as advanced therapy 
products, can only be authorised by the @OA under the centralised procedure. The 
authorisation of biosimilars is therefore carried out through a centralised procedure based 
on clinical, non5clinical and juality studies. These studies allow the extrapolation of 
indications, frejuently, without carrying out additional analyses.
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The simpli;ed procedure used for the approval of generic drugs Bsee |Approval scheme|z 
can be followed for a biological product that is similar to a previously authorised biological 
product Bas a reference productzJ however, where a biological medicinal product that is 
similar to a reference biological product does not meet the conditions in the de;nition of 
generic medicinal products, owing, in particular, to differences relating to raw materials 
or differences in manufacturing processes of the similar and the reference biological 
medicinal product, the results of preclinical tests or clinical trials relating to these 
conditions must be provided.1]53

Hiosimilars also bene;t from the application of the Volar exemption Bsee |)ranting the 
marUeting authorisation to the generic or biosimilar product|z.

There is some controversy regarding the possibility of |substituting| biological medicines 
for their biosimilars at hospitals.1]63 The Krder of the Oinistry of 9ealth CWKZ4V‘'Z4EE‘5
1]83 states that, under Article V].' of the )uarantees óaw, biological medicinal products 
may not be substituted at the time of dispensation without the express permission of the 
prescribing physician. The issue at staUe is whether this regulatory provision exclusively 
applies to dispensation in street pharmacies or if it also affects hospital pharmacy 
services. After some hesitation, the A@OPC seems to support the latter viewJ1]93 however, 
future legislative developments or interpretive changes on this issue cannot to be ruled 
out.

In April 4E(], the Permanent Pharmacy Wommission of the C6C Inter5territorial Wouncil 
approved a proposal for an action plan to promote the use of biosimilar and generic 
medicines.1]F3 This proposal incorporated several initiatives to foster the use of biosimilars 
and generics, sometimes allowing for positive discrimination in favour of these medicines 
Be.g., prioritising the initiation of the dossiers for inclusion of generics and biosimilars 
in the pharmaceutical reimbursement system, adopting prescription by active ingredient 
and introducing a clawbacU mechanism for pharmacy discountsz. Implementation of this 
action plan, should it be the case, would rejuire legislative amendments.

qhile this proposal has been welcomed by operators in generics and biosimilars, it has 
been heavily criticised by biological companies and, in general, full5Redge innovators 
and pharmacists| councils. This plan was closely analysed by the 6ational OarUets and 
Wompetition Wommission BW6OWz.1203 qhile the W6OW issued some recommendations 
and suggestions to improve this plan, it generally shared its orientation and ultimate 
obMectives, reiterating that it is necessary and desirable to promote the widespread 
penetration of generic and biosimilar medicines in the Cpanish marUet.

The plan,  which was further updated in Ceptember 4E(] to try to encompass the 
suggestions made by the W6OW, clearly shows that the Cpanish authorities intend to 
encourage the development, authorisation, prescription and use of generic and biosimilar 
medicines to seeU better e7ciency in health economic resources. The plan was approved 
by the Permanent Pharmacy Wommission in Ceptember 4E4E, but no ;nal text was 
approved by the C6C Inter5territorial Wouncil. It seems that the plan might not be formally 
approved since, according to the health authorities, the actions to be carried out at a 
regional level are already being implemented, while the actions that would rejuire further 
regulation will be addressed in the modi;cation and update of the )uarantees óaw.

Ktherwise, biological medicines in Cpain are generally subMect to the same general 
rejuirements for manufacturing, advertising and sale as other medicines.
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Patent linkage

The existence of one or more patents or CPWs that can be potentially infringed is not taUen 
into account when granting marUeting authorisation for generics or biosimilars Bor during 
their inclusion in the C6Cz. The )uarantees óaw and Cpanish courts have clari;ed that 
these decisions are taUen without preMudice to the rights granted by the industrial property 
legislation.

9owever, this does not mean that the patent or CPW holder cannot taUe any action during 
or after the administrative proceedings, especially in situations where there is a risU 
of imminent commercialisation by the manufacturer of generics or biosimilars. These 
measures normally focus on avoiding commercialisation before the expiry of the patent 
or CPW, as well as the inclusion of the original medicine in a price reference group or 
homogenous group, or both Bwhich would lead to a reduction in its pricez.

)ranting the marUeting authorisation to the generic or biosimilar product

Article /(.( of the Patents óaw contains the |Volar provision|, which states that the 
rights granted by a patent or CPW do not apply to studies and trials aimed at obtaining 
authorisation for medicines Bin Cpain or abroadz, including preparing, obtaining and using 
the active ingredient for this purposeJ therefore, none of these activities can be considered 
as infringement of a patent or CPW, provided that they are strictly aimed at obtaining the 
relevant marUeting authorisation.

Inclusion of a generic or biosimilar in the reimbursement system of the C6C

Cince the enactment of koyal Decree (‘‘Z4E(', the inclusion of medicines in the 
reimbursement system of the C6C is a two5step procedure. Knce the medicine is 
authorised, pricing and reimbursement proceedings start. As a ;rst step, the Oinistry 
of 9ealth decides on its inclusion in the reimbursed medicines systemJ however, this 
inclusion will not be effective Band the medicine will not be included in the catalogue of 
medicinesz until a further step is taUen by the marUeting authorisation holder, speci;cally 
the ;ling of a communication on its decision to commercialise Band the intended date 
of commercialisationz the medicine to the Oinistry of 9ealth Bmore speci;cally, to the 
)eneral Directoratez. The actual date of effective inclusion depends on the effective date 
of commercialisation being communicated.12]3

Patent actions during the non5effective inclusion period

For patent actions to be granted, patentees must at least evidence that there is a risU of 
imminent infringement. According to Cpanish case law, the non5effective inclusion of a 
generic or biosimilar in the C6C does not entail per se an infringement of the relevant patent 
or CPWJ however, during this period, originators should closely follow the factual situation 
to be in a position to ;le action when possible.
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For these purposes, patentees normally send warning letters to the manufacturers of 
generics or biosimilars, informing them of the existence of the relevant patent or CPW 
and, in light of the response, infer its intention to commercialise the generic or biosimilar 
before the expiry of the patent or CPW.1223 óiUewise, originators usually rejuest the )eneral 
Directorate to Ueep them updated on the status of reimbursement proceedings of the 
generic or biosimilar. In any event, under certain circumstances, there could be a risU of 
imminent infringement even before the date of effective inclusion in the C6C.

This evidence can be completed by the responses by the manufacturers of the generic 
or biosimilar to the originator|s warning letters referred to above Bdenying or not the 
commercialisation of the product before the patent or CPW expiresz. In this regard, 
obMective case law factors would prevail over the subMective declarations of generic or 
biosimilar companies.

Patent actions as of effective inclusion

After effective inclusion in the C6C, the commercialisation of the generic or biosimilar is 
imminentJ therefore, as a general rule, there is an imminent risU of infringement.

Preliminary or ;nal inMunctions

Kriginators can rejuest both preliminary and ;nal inMunctions. In particular, preliminary 
inMunctions can be rejuested before or together with the claim and with or without hearing 
the defendant Bcases where the originator must bear in mind the impact of the |protective 
letters|z. kejuirements for the grant differ depending on the type of preliminary inMunction.

Ceveral types of preliminary or ;nal inMunctions have been granted by the Cpanish courts, 
such asG

(. the prohibition Bor ceasez of the commercialisation of the generic or biosimilarJ

4. restrictions to the transfer of the marUeting authorisation Band the corresponding 
noti;cation to the A@OPCzJ and

[. noti;cation to the )eneral Directorate for Pharmacy Oedical Devices that the 
generic or biosimilar product cannot be commercialised or prescribed Band its 
exclusion from the Cpanish Prescription 6omenclatorz.

In connection with second5use patents, the communication by the manufacturer of 
generics or biosimilars to the practitioners that the product cannot be prescribed or 
provided for the speci;c protected use as well as the corresponding indication in the 
Cpanish Prescription 6omenclator Bto avoid generics or biosimilar being prescribedz can 
be rejuested.1273

Competition enforcers

The W6OW is the independent administrative agency responsible for applying Articles (E( 
and (E4 of the TF@S, the óDW, the kDW and other applicable competition rules in Cpain. 
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Wertain regional governments have their own competition authorities, which may intervene 
in relation to anticompetitive practices that have an effect only in their territories but lacU 
merger control competence. The decisions of the W6OW and the regional authorities are 
subMect to appeal before, respectively, the 6ational Wourt of Appeal and the corresponding 
regional high court. They can also, eventually, be appealed to the Cupreme Wourt.

Additionally, the @uropean Wommission is competent to apply @S competition rules in 
all Oember Ctates. It has exclusive Murisdiction under merger control rules where the 
concentration is deemed to have an |@S dimension| within the meaning of kegulation 
([]Z4EE'.  Wontrarily,  competence for  applying Articles  (E( and (E4 of  the TF@S 
to practices |affecting trade between Oember Ctates| is agreed upon with national 
competition authorities through coordination within the @uropean Wompetition 6etworU 
B@W6z. The @uropean Wommission|s decisions are subMect to appeal before the @uropean 
)eneral Wourt, the rulings of which may be challenged before the W0@S.

The W6OW comprises an investigative body Bthe Directorate for Wompetitionz, which is 
functionally independent from the decision5maUing body Bthe Wompetition Whamber of 
the Hoardz. kegional authorities mirror this structure but some of them feature only an 
investigative body and rely on the Hoard of the W6OW for decision5maUing purposes.

The Directorate for Wompetition brings proceedings on its own motion, at the rejuest of 
the Hoard or following a complaint ;led by any person. In addition, a leniency programme 
allows cartel infringers to apply for immunity or reductions in ;nes in exchange for 
acUnowledgment of liability and information on the infringement, as well as provides a 
publicly available whistle5blower tool.

In April 4E4(, koyal Decree5óaw ‘Z4E4( was passed. It reforms the Wompetition Act and 
implements into Cpanish law the @W6e Directive B@Sz 4E(]Z(. The amendments to the óDWG

(. strengthen the investigation powers of the W6OW by empowering it to conduct 
interviews and clarifying the scope of its powers in relation to digital informationJ

4. increase the maximum ;nes that may be imposed on companiesJ

[. give the W6OW the ability to reMect complaints based on its enforcement prioritiesJ 
and

'. clarify that leniency applicants may avoid disjuali;cation from public tenders.1243

Hefore proceedings are formally opened, the Directorate for Wompetition can conduct an 
informal preliminary injuiry Bno statutory deadlinez, during which companies| procedural 
rights are not fully guaranteed. Knce the Directorate for Wompetition considers that there 
are su7cient signs of an infringement, it may open the formal procedureJ otherwise, it 
may propose its closure to the Hoard, which in turn may accept it or order that the formal 
procedure be initiated instead. Following formal opening, the Directorate for Wompetition 
must complete its injuiry and submit a draft decision to the Hoard, and the latter must 
adopt and notify a decision within 4' months or it will expire.

The W6OW has broad investigative powers to carry out unannounced inspections at 
companies| premises or employees| domiciles, which allow its personnel to enter and seal 
any facilities Bupon prior consent or court orderz, access, examine, sei3e, copy and retain 
any documents in any format, conduct interviews, rejuest and record explanations on 
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facts and documents. The scope for examination by the W6OW covers all documentation 
to which the company has access Beven if said documentation is located in another 
countryz. This includes all forms of emails or documents that appear as unread or have 
been deleted, employees| systems and devices and information hosted on third5party 
servers. The obligation to comply with the inspection order applies to the whole corporate 
group insofar as there is a connection between the companies and the infringements under 
investigation. In the past couple of years B4E4454E4'z, the W6OW has carried an increased 
amount of inspections.

The W6OW may impose administrative ;nes of up to a certain percentage of the infringer|s 
worldwide total turnover Bnot only revenues from the products concernedz in the preceding 
year to the decisionG up to ( per cent for minor infringements, up to • per cent for serious 
infringements Be.g., most procedural breaches and gun Mumpingz or up to (E per cent for 
very serious infringements Bincluding any abuse of dominance and all anticompetitive 
agreements, even between non5competitorsz. Time limitation periods are one year for 
minor infringements, two years for serious infringements and four years for very serious 
infringements, as of the moment they cease. Following the annulment of its former ;ning 
guidelines by the Cupreme Wourt in 4E(•,1253 the W6OW is developing a new methodology 
that is still rather opajue.

Cince 4E(/, it has been fairly common to ;nd administrative consejuences of competition 
infringements, especially cartels, in Cpain. These consejuences may also include ;nes of 
up to ”/E,EEE for legal representatives and managers of infringing companies. Further, in 
several recent decisions,1263 the W6OW has availed of the public procurement provision, 
which allows for debarment of natural or legal persons from public tendering for up to 
three years in the case of a serious Bor very seriousz infringement. There is still uncertainty 
regarding the direct applicability of the debarment sanction imposed by the W6OW. In 
0une 4E4[, the W6OW announced its intention not to only declare the application of the 
debarment sanction as a result of anticompetitive conduct, but also to set its duration and 
scope.

kegarding private enforcement, Articles ( and 4 of the óDW entail the nullity of any 
agreement or conduct in breach thereof, as do Articles (E( and (E4 of the TF@S, and 
provide grounds for a claim for damages before national commercial courts. Actions 
for damages have been boosted in Cpain by the 4E(‘ amendments to the óDW and 
óaw (Z4EEE on civil procedure, which implemented Directive 4E('Z(E'Z@S.1283 There is a 
lot of private enforcement activity in sectors such as vehicles BtrucUs and carsz, paper 
envelopes and milU purchasing. A potential landmarU development in antitrust private 
litigation in Cpain may be derived from the implementation into domestic law of Directive 
B@Sz 4E4EZ(V4V of the @uropean Parliament and of the Wouncil of 4• 6ovember 4E4E 
on representative actions for the protection of the collective interests of consumers and 
repealing Directive 4EE]Z44Z@W. There is uncertainty whether the national legislator will 
include antitrust damages claims brought by consumers into the scope of application of 
these representative actions.

kegarding intervention in economic sectors, the W6OW has endorsed the 4E(] report 
on competition enforcement in the pharmaceutical sector issued by the @uropean 
Wommission in the context of the @W6.1293 Cince then, it has carried out unannounced 
inspections at the premises of at least three laboratories in 4E(], according to public 
press releases Bincluding Abb$ie, see |Anticompetitive behaviour|z. In 4E4[ and 4E4', the 
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W6OW reported several new inspections, some of which related to the pharmaceutical 
sector. According to public sources, the inspections looUed into possible anti5competitive 
practices in the marUet for the supply of digital tools used for pharmaceutical logistics12F3 
and the marUet for the distribution of medicines B4E4[z followed by a related inspection in 
the marUet for the distribution of medicinal, health and parapharmaceutical products.1703

In line with the @uropean Wommission|s resolution to curb exploitative price abuses by 
laboratories, the W6OW has proven ready to injuire into excessive pricing by bringing 
proceedings against Aspen, which were eventually closed when the @uropean Wommission 
tooU over.17]3 In its Action Plan for 4E4( to 4E44, the W6OW con;rmed this trend, with a 
particular focus on pharmaceutical products related to covid5(] Bthe 4E4[ Action plan 
does not mention the pharmaceutical sectorz.

Merger control

Snder Cpanish merger control rules, any change in the control structure by means of the 
merger of several companies, the acjuisition of control by one or several companies over 
one or several companies, or the creation of a fully functional Moint venture is an economic 
concentration.1723 If an economic concentration having an effect in Cpain does not meet the 
thresholds to be considered of an |@S dimension|, it may be subMect to noti;cation to the 
W6OW,1773 in which case its implementation must be suspended until clearance.1743 keferral 
mechanisms between the Wommission and national competition authorities are also in 
place.

In Oarch 4E4(, the Wommission published new guidance1753 on the application of the 
referral mechanism set out in Article 44 of the @S Oerger kegulation, allowing for mergers 
falling below national merger thresholds to be referred to the Wommission. This includes 
mergers affecting, among other things, the pharmaceutical industry.

The @uropean Wommission used Article 44 and the guidance to claim Murisdiction over the 
review of a merger related to the pharmaceutical sector BbiotechzG the acjuisition of )kAIó 
by Illumina.1763 In 0uly 4E44, the )eneral Wourt con;rmed the Wommission|s Murisdiction 
over this merger and in the process validated the Wommission|s guidance.1783 In Ceptember 
4E44, the Wommission prohibited the implemented acjuisition of )kAIó by Illumina and 
on 0uly 4E4[, the Wommission issued a record ;ne of ”'[4 million on Illumina and ”(,EEE 
on )kAIó for having breached the standstill obligation. The ;ne on )kAIó was symbolic 
since the Wommission acUnowledged that it was the ;rst time that a target company had 
been ;ned for gun Mumping.1793

In Oarch 4E4', Advocate )eneral @miliou-s Kpinion departed from the ruling of the )eneral 
Wourt, maintaining that Article 44 does not allow for the control of a merger that does not 
fall under national thresholds and does not have an @S dimension.17F3 It remains to be seen 
whether the W0@S will follow the Advocate )eneral. In any event, Illumina submitted its plan 
to unwind its completed acjuisition of )kAIó to the Wommission in April 4E4' complying 
with the measures imposed by the Wommission. The divestment was completed in 0une 
4E4'.1403

Interestingly, on the whole, the W6OW is not using this system as it is not permitted under 
the óDW. It decided not to Moin the referral made by other national authorities in the context 
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of IlluminaxFjAI.. This position might change after the W0@S-s ruling Bthe decision is 
expected on [ Ceptember 4E4'z.

Hefore formal submission, customary informal contacts are held with the W6OW to 
ensure ;ling is completed and potential concerns are clari;ed. Pre5;ling contacts are not 
subMect to a deadline, but their duration may range from around three to ;ve weeUs in 
straightforward cases to around four to ;ve months if there are signi;cant activity overlaps 
Bhori3ontalz or there is an important presence in vertically related marUets.

After formal submission, Phase I starts, and a decision must be issued within one 
month. Hy way of an exception, the time limit to decide on a concentration during Phase 
I is shortened to (• business days, provided that the concentration is eligible for a 
simpli;ed form that has been previously discussed in pre5noti;cation with the Wompetition 
Directorate. If serious concerns are raised, Phase II is opened, which comprises an 
in5depth analysis, in practice, for up to three additional months.14]3 If no decision is 
issued within these deadlines, the concentration is deemed authorised. Intervention by the 
government in prohibition or conditional approval Phase II cases is possible under certain 
circumstances but is very exceptional in practice.

In Cpain, the latest mergers Bin the ;rst half of 4E4'z in the pharmaceutical sector were 
unproblematic and cleared in Phase I without remedies.1423

The legal test for a concentration to be prohibited under Cpanish rules Bin the same way 
as under @S rulesz is the |signi;cant impediment to effective competition| caused by either 
non5coordinated effects Bi.e., post5merger reduction of the competitive pressure on either 
the merged entity or on the other remaining players in the marUetz or coordinated effects 
Bi.e., increased liUelihood of collusion among competitors or easier or more effective 
pre5existing collusionz. To solve concerns raised by the W6OW, the notifying parties 
may offer remedies as a condition for authorisation. Ctructural remedies Bessentially 
divestmentsz are usually preferable but behavioural remedies might be su7cient in the 
absence of signi;cant overlaps.

Cince 4E(V, the W6OW has looUed into the marUeting of pharmaceuticals and de;ned local 
marUets for the wholesale distribution of medicines and health products to pharmacies 
encompassing areas of (4E to (•E5minute drive radii Balbeit analysing in practice the 
provinces in which the combined marUet shares exceeded 4• per cent and bordering 
provincesz.1473

kegarding ;nished doses, the W6OW uses the Anatomical Therapeutic Whemical BATWz 
classi;cation system of the qorld 9ealth Krgani3ation as a reference for  marUet 
de;nition in line with the W0@S|s case law, which sets ATW level [ Bi.e., therapeutic and 
pharmacological subgroupsz as a departure point for selecting candidate products.144

-
3 In 4E(V, the W6OW de;ned the marUet as narrowly as at ATW level • Bi.e., molecular 
compositionz for two orphan drugs with no close substitutes Bof a national scopez.1453

9aving said that, in April 4E4(, the W6OW issued a decision setting an important precedent 
Balbeit not in merger controlz in the application of competition law to the pharmaceutical 
industry.1463 In the context of marUet de;nition, the W6OW reMected a product marUet 
de;nition at ATW level • and con;rmed that the basic principle to delineate pharmaceutical 
marUets is the |effective clinical practice| or therapeutic substitutability of each medicine.
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As mentioned, the Wommission has issued a revised marUet de;nition notice. This notice 
will be used directly by the W6OW when analysing mergers, but also antitrust cases. 
The Wommission aimed at aligning the notice to the new marUet realities, as well as 
with developments in the Wommission|s case practice and @S case law. It enhances 
transparency and legal certainty for businesses. qith respect to the pharmaceutical sector, 
the notice includes new mentions of the sector. For example, when discussing consumer 
preferences, the Wommission provides the example of the regulation that may rejuire that 
pharmacists, when dispensing medicines, automatically substitute the originator version 
of the medicine with a cheaper generic version Bas is the case in Cpainz.

Oore notably, in paragraphs B]Ez5B][z of the notice, the Wommission discusses marUet 
de;nition in the presence of signi;cant k&D and speci;es that in highly innovative 
industries L liUe the pharmaceutical industry L k&D may be relevant for marUet de;nition 
purposes. In short, a product that is not yet available to customers Bbut close to being 
commercialisedz may be considered as part of a relevant product marUet with existing 
products or other pipeline products. 

This ties in with the future trends, concerns over transactions involving pipeline products 
B|Uiller acjuisitions|z remain at the forefront of the @uropean merger control debate in 
the context of a broader discussion about the consideration to be given to innovation 
Bthe IlluminaxFjAI. merger being a prime examplez. This is Uey in Cpain given that 
there are marUet share5based thresholds. The trend towards a higher degree of factual 
and economic analysis, which has also reached the W6OW, is anticipated to infuse the 
aforementioned discussion into Cpanish merger control.

Anticompetitive behaviour

Intra5@S  parallel  imports  by  wholesalers  used  to  taUe  centre  stage  in  Cpanish 
pharmaceutical competition enforcement owing to the intervened prices for publicly 
;nanced drugs to be dispensed in Cpain. After a series of decisions and Mudgments, 
the free5pricing policy implemented by some laboratories Baccording to which laboratory 
prices were automatically replaced by intervened prices when conditions established in 
the applicable regulation were ful;lledz was considered to be compatible with competition 
rules since the policy did not result from a restrictive |dual pricing| policy of laboratories 
but rather from public intervention overriding their commercial freedom.1483

In February 4E4(,1493 the W6OW ;ned two pharmaceutical companies ”•.‘/ million for 
agreeing to share the marUet for supplying the radiopharmaceutical Ruorodeoxyglucose, 
(VF5FD), a drug used in radio diagnosis, as well as two of their managers. According 
to  the  decision,  the  conduct  comprised  an  agreement  to  lose  bids  to  supply 
radiopharmaceuticals to hospitals and assigned speci;c hospitals to each other. This case 
shows the continued interest of the W6OW in tacUling collusion in public tenders.

In  December  4E44,  the  W6OW  accepted  binding  commitments  from  a  Cpanish 
pharmaceutical and personal care company to terminate practices that amount to ;xing 
the online resale price of its sUincare products.14F3 In its press release, the W6OW warned 
other marUet players that they are closely looUing into this type of infringement in the 
industry, particularly online. kegarding abuse of a dominant position, administrative and 
Mudicial practice has been brought in line with the W0@S|s case law in respect of the 
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de;nition of relevant marUets for drugs below ATW level [ Bsee |Wompetition enforcers|z 
and the possibility of dominance not being excluded by the buying power of national 
health systems.1503 Two earlier precedents saw national marUets for ;nished doses be 
delimited according to their therapeutic indication Bi.e., ATW level [z,15]3 while the possibility 
of descending to the mode of action Bi.e., ATW level 'z was considered but deemed too 
narrow.1523 Abuse charges were deemed unfounded in both cases, so no in5depth analysis 
of dominance was carried out.

In 4E4(, the W6OW also dismissed two abuse cases. In the ;rst, against AstraQeneca, the 
W6OW decided to taUe no further action regarding a complaint by a generic manufacturer 
for alleged abuse of dominant position consisting of predatory prices for the sale of one of 
its medicines. In addition to reMecting the marUet de;nition at ATW level • and con;rming 
the importance of |effective clinical practice|, the W6OW further endorsed the |meeting 
competition| defence, asserting that in general, it is legitimate for dominant companies to 
ejual the offers of its competitors so the customer may choose its preferred commercial 
option.1573

In the second, against Abb$ie,1543 the W6OW decided to taUe no further action regarding a 
complaint for alleged abuse of dominant position comprising the set5up of a commercial 
strategy of ;delity discounts offered to hospitals for the sale of one of its medicines. 
Kne of the Uey taUeaways of this case is that the W6OW considered that Abb$ie was not 
necessarily dominant despite a share well above /E per cent owing to the rapid penetration 
of biosimilars Bvolatile marUet sharesz. The 6ational Wourt of Appeal has traditionally 
held that intense public intervention and the signi;cant bargaining power of the C6C in 
pharmaceutical marUets maUe dominance unliUely.1553

In 4E44, the W6OW imposed a ;ne on óeadiant for excessive pricing of an orphan drug for 
cerebrotendinous xanthomatosis.1563 According to the W6OW, the price was (‘ times the 
price of a prior and similar version of the same drug. The investigation was carried out in 
close cooperation with the Italian and Dutch competition authorities, which were probing 
óeadiant|s prices in parallel. The W6OW decision additionally ordered to waive exclusivity 
on the sole active ingredient producer for this drug and to engage in a price negotiation 
with the Cpanish Oinistry of 9ealth instead of importing it as a rare drug.

Also in 4E44, the W6OW imposed a ;ne on OCD for sham litigation against a new 
competitor at the time the exclusivity rights over OCD|s contraceptive solutions were about 
to expire.1583 qhile the W6OW acUnowledges the fundamental right for access to a Mudicial 
decision Band the right to lose in courtz, it considered that the timing and the manifestly 
ill5founded nature of the claims brought by OCD had the sole purpose of delaying the 
biosimilar solution offered by this competitor.

The W6OW carried out inspections in 4E4[ and 4E4' in the marUet for the supply of digital 
tools used for pharmaceutical logistics and the marUet for the distribution of medicines 
B4E4[z followed by a related inspection in the marUet for distribution of medicinal, health 
and parapharmaceutical products. It can be expected that the W6OW will initiate one or 
several formal investigations following these inspections.

qhile it does not directly affect the pharmaceutical sector, the Wommission ;ned Oondelf3 
L a food and beverage company L ”[[‘ million for two main infractions. Interestingly, it 
revived the refusal to supply- ;nes in parallel trade. Ooreover, Wommissioner Oargrethe 
$estager has stated that she expects the decision to be a |very clear signal| to the retail 
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sector, invited brands to review their distribution contracts and announced that |more cases 
will follow|. 

The recent developments brought about by the W0@S|s rulings regarding pay5for5delay 
and other practices may maUe the W6OW open to taUing a more fact5based stanceJ 
thus, for instance, prescribers and patients| inertia and switching patterns, as well as 
the companies| own perception of rivalry, may gain a foothold in marUet de;nition 
and dominance appraisal to the detriment of rigid categories based on the obMective 
characteristics of the drugs, in line with cases such as Servier,1593 3offmann-.a joche15F3, 
Fenerics1603 and Cephalon.16]3

The light shed by these Mudgements may also lay the foundations for more targeted 
competition enforcement in the pharmaceutical sector. It can be argued that AstraQeneca 
for instance stems from the Servier case5law. For that matter, the W6OW|s Ctrategic Plan 
for 4E4(L4E4/ as well as its Action Plan for 4E4(L4E44, as adMusted to account for the 
covid5(] pandemic, clearly mention the pharmaceutical sector as the target of a sectoral 
supervision given its particular vulnerability to structural and conMectural circumstances 
Bas can be seen in the current economic climatez.

Outlook and conclusions

The Cpanish pharmaceutical sector is mainly shaped by @S regulations, although with 
certain peculiarities and trends of its own, in particular with regard to the pricing and 
reimbursement system.

qe can expect the Cpanish authorities, in both the regulatory and competition ;elds, 
to continue promoting the use of generics and biosimilars, as one of the measures to 
contain health expenditures, although hopefully also allowing for a frameworU where 
innovation is still encouraged. In any case, under Cpanish patent legislation Bwhich can be 
combined in some cases with regulatory actionsz, originators will retain useful tools that 
lead to good protection of their investments. Further, transparency of public ;nancing and 
pricing decisions, e7ciency in the distribution of resources, home dispensing, guarantee 
of supply, marUet access and telemedicine will continue to be particularly relevant issues. 
Particularly, in the past few months, supply shortages have become an increasing concern 
and an area of particular focus by the health authorities.

In 0une 4E44, the W6OW published a study into the marUet for the wholesale distribution 
of medicines.1623 Despite its title, the study also offers an in5depth analysis of various 
aspects of the pharmaceutical industry other than wholesale distribution. In particular, it 
focuses on the pricing systems applied to prescription medicines Bincluding generics and 
biosimilarsz, which are state5funded and are dispensed through pharmacies.1673 The W6OW 
expects that the recommendations provided therein will be implemented in the upcoming 
Proposal from the Oinistry of 9ealth to reform the )uarantees óaw to maUe the marUet of 
pharmaceutical products more competitive.1643

To mitigate the competitive restrictions identi;ed in the study and to achieve a more 
e7cient regulation, the W6OW made a series of recommendations to the competent public 
authorities, such asG
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(. modifying the prescription and dispensation policies in pharmacies to foster 
competition between the original drug and generics and, as a result, patients| 
optionsJ

4. promoting the use of generics and biosimilarsJ

[. reforming the national reference pricing system Bfrom a maximum price model 
with a price cap to a model without a price cap, as in other @S Oember Ctatesz to 
encourage actual pricing competitionJ and

'. reforming and replacing the current system of margins for distributors based on 
price with a system based on the services provided and introducing a clawbacU 
system.

In any case, the impact of the new pharmaceutical regulation in the @uropean Snion, 
pending discussion and approval,  and the legislative changes that may be further 
implemented in Cpain will have to be closely monitored.

kegarding competition enforcement, the trend towards bolder intervention to curtail 
abusive commercial practices witnessed in other @S Murisdictions Bincluding the @uropean 
Wommissionz anticipates action will be taUen in relation to excessive pricing and pricing in 
general as highlighted by the aforementioned study.

The clari;cations in the W0@S|s pay5for5delay rulings appear to have paved the way for 
national prosecution of hypothetical strategies aimed at foreclosing generics from the 
perspective of both anticompetitive agreements and abuse of dominance Bthe importance 
of the sector has already been highlighted in the W6OW|s Action Plan for 4E4(L4E44 Bno 
mention of the pharmaceutical sector in the 4E4[ Action Planz and Ctrategic Plan for 
4E4(L4E4/z. In any event, a higher degree of sophistication in enforcement and more 
margin for fact5based and economic5driven analysis is to be expected in line with @uropean 
developments, which in the ;eld of merger control may translate into innovation theories 
of harm being the bone of contention.

Endnotes

]  At the end of June 2023, once the health crisis caused by covid-19 had been declared 
officially over by Spanish authorities, the Guarantees Law was amended to include the 
possibility of carrying out home dispensing of medicines and medical devices, which 
had taken place in some Spanish regions during the pandemic. This provision is subject 
to further regulatory development by the autonomous regions. In practice, however, 
home delivery (only by hospitals and pharmacies) is rather consolidated.   � Back to 
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vR Commission, upheld by Judgment of the Court of Justice of 11 July 2006 in Case 
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9  It must be noted that the average time for a medicinal product to become available 
to patients from the time of authorisation by the competent regulatory authorities is 
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F  Once a product is listed for reimbursement, specific prescription, dispensation and 
financing conditions may be imposed on reimbursed products to ensure the rational 
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balance between, on the one hand, the general right of the public to information 
and transparency, as enshrined in Law 19/2013 on transparency, access to public 
information and good governance (and at the EU level, regarding medicinal products, 
in Council Directive 89/105/EEC) and, on the other hand, the protection of business 
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European level, prices would tend to equalise in a single value that could be relatively 
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product by its biosimilar at hospital pharmacies as these products hold the condition 
of 'individualised products' (subject to further monitoring) and substitution can only be 
decided by the prescribing physician (and not by the hospital pharmacy commission), 
other relevant actors, including regional health departments, public contracting bodies 
and scholars, claim that this substitution is perfectly legal, prioritising the ultimate 
objective of cost-reduction measures.   � Back to section

]8  Also, the Information Note of the Spanish Medicinal Products and Medical Devices 
Agency (AEMPS) of 24 April 2009.   � Back to section

]9  According to the information published by the AEMPS on its website on 4 April 2018.   � 

Back to section

]F  Action plan to promote the use of market-regulated drugs in the SNS: biosimilar drugs 
and generic drugs, Permanent Pharmacy Commission of the Inter-territorial Council of 
the SNS, 11 April 2019, updated 24 September 2019.   � Back to section

20  INF/CNMC/059/19. Report on the Action plan to promote the use of market-regulated 
drugs in the SNS: biosimilar drugs and generic drugs, the National Markets and 
Competition Commission (CNMC), 27 June 2019.   � Back to section

2]  In particular, if the communicated date of effective commercialisation is between days 
one and 15 of the month, effective inclusion in the SNS will take place on day one of 
the following month, and if the (communicated) date of effective commercialisation is 
between days 16 to 31 of the month, effective inclusion in the SNS will take place on 
day one of the second subsequent month.   � Back to section

22  See, for example, the order of the Commercial Court of Barcelona of 29 December 
2009; the judgment of the Court of Appeal of Barcelona dated 6 November 2010; the 
judgment of the Barcelona Court of Appeal of 22 January 2013; the order of the Court 
of Appeal of Barcelona of 16 June 2013; and the order of the Commercial Court of 
Barcelona of 30 May 2017.   � Back to section

27  Order of the Court of Appeal of Barcelona dated 5 July 2016.   � Back to section

24  Royal Decree-Law 7/2021 of 27 April. For more information, see Uría Menendez's 
newsletter on the subject.   � Back to section

25  Judgment of the Supreme Court of 29 January 2015 in Appeal 2872/2013.   � Back to 

section

26  Decisions of the CNMC of 13 February 2020 in Case S/DC/9626/18 jadares 
&eteoroláKicos, of 9 February 2021 in Case S/0644/18 jadiof6rmacos and of 7 July 
2022 in Case S/0021/20 Constructoras.   � Back to section

Pharmaceutical Intellectual Property and Wompetition 1 Cpain Explore on Lexology

https://www.lexology.com/indepth/pharmaceutical-intellectual-property-and-competition/spain?utm_source=TLR&utm_medium=pdf&utm_campaign=Pharmaceutical+Intellectual+Property+and+Competition+-+Edition+5


RETURN TO CONTENTS  RETURN TO SUMMARY

28  Official Journal of the European Union L-349, 5 December 2014, pp. 1–19.   � Back to 

section

29  Report from the commission to the Council and the European parliament 'Competition 
enforcement in the pharmaceutical sector (2009–2017). European competition 
authorities working together for affordable and innovative medicines' (COM(2019) 17 
final).   � Back to section

2F  Press Release from the CNMC: ‘The CNMC investigates possible anti-competitive 
practices in the market for the supply of digital pharmaceutical logistics tools for 
pharmacies in Spain’ (27 October 2023).   � Back to section

70  Press Releases from the CNMC: ‘The CNMC investigates possible anti-competitive 
practices in the market for the distribution of medicinal, health and parapharmaceutical 
products’ (12 March 2024); and ‘The CNMC investigates possible anti-competitive 
practices in the market for the distribution of medicinal, health and parapharmaceutical 
products’ (7 December 2023).   � Back to section

7]  Decision of the CNMC of 20 July 2017 in Case S/DC/0601/16 .aToratorios Aspen and 
decision of the European Commission in Case AT.40394 (Aspen and the European 
Commission agreed on commitments in February 2021).   � Back to section

72  'Control' means the possibility of exerting decisive influence, regardless of the 
legal grounds, on the market behaviour of a business with current market presence, 
or that can be reasonably expected to develop market presence in a reasonably 
timely manner, and to which a market turnover can be clearly attributed. The 
European Commission has considered this to be so in a case regarding the 
development, manufacturing and marketing rights in a pipeline drug that is already 
in Phase III (confirmatory) trials, along with related tangible assets, administrative 
approvals, clinical trial data and supply contracts, in the decision of the Commission 
of 18 December 2015 in Case M.7872 LovartisxFSb 2ofatumumaT autoimmune 
indications).   � Back to section

77  There are two alternative notification thresholds in Spain: a market share is acquired or 
increased up to or over 30 per cent (50 per cent if the target's turnover in the preceding 
financial year did not exceed €10 million) in any product market either in Spain or in 
a geographic market defined within it; or both parties' combined turnover in Spain in 
the preceding financial year exceeded €240 million, and each of their turnover in Spain 
exceeded €60 million.   � Back to section

74  Failure to notify a concentration subject to review by the CNMC, and its execution 
before authorisation (i.e., gun jumping) are two separate serious infringements 
entailing fines of up to 5 per cent of the company's total turnover during the preceding 
financial year.   � Back to section

Pharmaceutical Intellectual Property and Wompetition 1 Cpain Explore on Lexology

https://www.lexology.com/indepth/pharmaceutical-intellectual-property-and-competition/spain?utm_source=TLR&utm_medium=pdf&utm_campaign=Pharmaceutical+Intellectual+Property+and+Competition+-+Edition+5


RETURN TO CONTENTS  RETURN TO SUMMARY

75  Communication from the Commission: Commission Guidance on the application of the 
referral mechanism set out in Article 22 of the Merger Regulation to certain categories 
of cases (26 March 2021).   � Back to section

76  COMP/M.10188 IlluminaxFjAI..   � Back to section

78  Case T-227/21 Illumina vR Commission, 13 July 2022.   � Back to section

79  Press Release from the Commission: ‘Mergers: Commission fines Illumina and GRAIL 
for implementing their acquisition without prior merger control approval’ (12 July 2023).-
   � Back to section

7F  Joined Cases C�611/22 P and C�625/22 P Illumina v. Commission, Advocate General 
Emiliou’s Opinion, 21 March 2024.   � Back to section

40  Press Release from the Commission: ‘Commission approves Illumina’s plan to unwind 
its completed acquisition of GRAIL’ (12 April 2024).   � Back to section

4]  In practice, however, proceedings extend significantly beyond the three-month 
deadline because requests for information to the merging parties or to third parties 
automatically stop the clock. The offering of remedies entails an extension of 10 
additional days in Phase I and 15 in Phase II.   � Back to section

42  Among others, CNMC decisions of 19 June 2024 in case C/1475/24: Esteve / Negocio 
de Medicamentos Perrigo, of 5 June 2024, in case C/1468/24: Palex / Izasa, of 14 
February 2024, in case C/1444/24: Haiyingkang -Qingdao- / SRAAS, of 31 January 
2024 in case C/1440/24: Abac / Zootecnia.   � Back to section

47  Among others, CNMC decisions of 19 July 2018 in Cases C/0959/18 
VidafarmaxSocofasa and C/0958/18 Vidafarmax Bacofarma of 21 November 2019 
in Case C-1054/19 CofaresxCofartaand of )4 MctoTer )q)) in Case Cx9Uéqx)) 
3efamexCofarcu. In CofaresxCofarta, the CNMC did not authorise as ancillary to the 
acquisition of a distributor by a cooperative the pre-existing agreement between them, 
which was subject to tactic extensions for an indefinite duration, whereby the target 
would integrate its orders with those of the acquiring cooperative, and which contained 
an exclusivity purchasing commitment.   � Back to section

44  Judgment of the General Court of 1 July 2010 in Case T-321/05 AstraBeneca v. 
Commission.   � Back to section

45  CNMC decision of 2 March 2018 in Case C-0925/18 Recordati/Mylan.   � Back to section

46  CNMC decision of 20 April 2021 in Case S/0027/19 Inhaladores AstraZeneca.   � Back 

to section

Pharmaceutical Intellectual Property and Wompetition 1 Cpain Explore on Lexology

https://www.lexology.com/indepth/pharmaceutical-intellectual-property-and-competition/spain?utm_source=TLR&utm_medium=pdf&utm_campaign=Pharmaceutical+Intellectual+Property+and+Competition+-+Edition+5


RETURN TO CONTENTS  RETURN TO SUMMARY

48  Decisions of the former National Competition Commission (CNC) of 29 May 2009 
in Case 2623/05 Pfizer/Cofares and of the CNMC of 19 January 2017 in Case 
S/DC/0546/15 PJZerxCofares and of 30 August 2018 in Case S/DC/0608/17 ãAãPC vR 
.aToratorios (armac'uticos and corresponding appeals. On 22 April 2021, the National 
Court of Appeal has confirmed that there was no evidence that supported that Pfizer's 
pricing system (the 'free pricing system') constitutes an anticompetitive agreement. On 
7 March 2023, the Spanish Supreme Court issued a ruling confirming the position of 
the CNMC and the National Court of Appeal, upholding the legality of the free pricing 
system.   � Back to section

49  CNMC decision of 9 February 2021 in Case S/0644/18 Radiofármacos.   � Back to section

4F  Case S/0049/19: ISDIL i.   � Back to section

50  Judgments of the General Court of 1 July 2010 in case T-321/05 AstraBeneca vR 
Commission (upheld by the judgments of the Court of Justice of 6 December 2012 
in Case C-457/10 P AstraBeneca vR Commission) and of 12 December 2018 in Case 
T691/14 Servier and others v. Commission.   � Back to section

5]  CNC decision of 9 June 2010 in Case S/0176/09 Sedifa y Grufarma.   � Back to section

52  CNC decision of 25 April 2011 in Case S/0228/10 Novartis.   � Back to section

57  CNMC decision of 20 April 2021 in Case S/0027/19 Inhaladores AstraZeneca.   � Back 

to section

54  CNMC decision of 20 April 2021 in Case S/0024/19 AbbVie.   � Back to section

55  Judgments by the National Court of Appeals of 14 February 2005 in Appeal 79/2002, 
of 17 July 2006 in Appeal 179/2004 and of 10 May 2007 in Appeal 56/2004. See also 
CNC decision of 16 January 2008 Preparados Farmacéuticos.   � Back to section

56  Case S/0028/20 .eadiant. The Dutch and Italian authorities sanctioned Leadiant 
for similar conduct with fines of €19.5 million in July 2021 (adjusted in appeal to € 
17,044,000 on 22 June 2023) and €3.5 million in May 2022, respectively.   � Back to 

section

58  Case S/0026/19 &ercg Sharp Dome.   � Back to section

59  Judgment of the General Court of 12 December 2018 in Case T-691/14 Servier and 
others v. Commission, partially annulled by the Court of Justice in its Judgement 
of 27 June 2024 in Case C�176/19 P Servier and others vR Commission, due to a 
miscalculation of the fine, but upholding the existence of an infringement..   � Back to 

section

5F  Judgment of the Court of Justice of 23 January 2018 in Case C-179/16 ( Hoffmann-La-
joche .td and Mthers v. AGCM.   � Back to section

Pharmaceutical Intellectual Property and Wompetition 1 Cpain Explore on Lexology

https://www.lexology.com/indepth/pharmaceutical-intellectual-property-and-competition/spain?utm_source=TLR&utm_medium=pdf&utm_campaign=Pharmaceutical+Intellectual+Property+and+Competition+-+Edition+5


RETURN TO CONTENTS  RETURN TO SUMMARY

60  Judgment of the Court of Justice of 30 January 2020 in Case C-307/18 Fenerics 28b, 
.td and others vR Competition and Markets Authority.   � Back to section

6]  Judgement of the General Court of 18 of October 2023 in Case T-74/21, Geva 
Pharmaceutical Industries and Cephalon vR Commission.   � Back to section

62  E/CNMC/002/17 'Estudio sobre el mercado de distribución mayorista de 
medicamentos'.   � Back to section

67  The hospital channel is left out of the scope of the study.   � Back to section

64  Communication from the CNMC: La salud es lo primero: más competencia entre 
medicamentos para reforzar el sistema sanitario (2 de abril de 2024).   � Back to section

Alfonso Gutiérrez alfonso.gutierre3:uria.com
Beatriz Cocina Arrieta beatri3.cocina:uria.com
Ingrid Pi i Amorós ingrid.pi:uria.com

Uría Menéndez

Read more from this Vrm on Lexology

Pharmaceutical Intellectual Property and Wompetition 1 Cpain Explore on Lexology

https://www.lexology.com/firms/579/alfonso_guti_rrez?utm_source=TLR&utm_medium=pdf&utm_campaign=Pharmaceutical+Intellectual+Property+and+Competition+-+Edition+5
mailto:alfonso.gutierrez@uria.com
https://www.lexology.com/firms/579/beatriz_cocina_arrieta?utm_source=TLR&utm_medium=pdf&utm_campaign=Pharmaceutical+Intellectual+Property+and+Competition+-+Edition+5
mailto:beatriz.cocina@uria.com
https://www.lexology.com/firms/579/ingrid_pi_amor_s?utm_source=TLR&utm_medium=pdf&utm_campaign=Pharmaceutical+Intellectual+Property+and+Competition+-+Edition+5
mailto:ingrid.pi@uria.com
www.uria.com
https://www.lexology.com/contributors/579?utm_source=TLR&utm_medium=pdf&utm_campaign=Pharmaceutical+Intellectual+Property+and+Competition+-+Edition+5
https://www.lexology.com/indepth/pharmaceutical-intellectual-property-and-competition/spain?utm_source=TLR&utm_medium=pdf&utm_campaign=Pharmaceutical+Intellectual+Property+and+Competition+-+Edition+5

	Cover page
	Inner cover
	Table of contents
	Editor's Preface
	Australia
	Brazil
	Germany
	India
	Japan
	Portugal
	South Korea
	Spain
	Taiwan
	USA



