
The relevance of the HTA RegulaƟ on

In his presentaƟ on, Lluís Alcover highlighted the 
signifi cance of the new European Health Techno-
logy Assessment RegulaƟ on. The RegulaƟ on will 
mark a turning point in the way medicinal products 
are evaluated in Europe. He explained that this 
regulaƟ on seeks to harmonise clinical criteria 
among Member States, but at the same Ɵ me intro-
duces a more complex and demanding framework 
for pharmaceuƟ cal companies. Companies will 
have to adapt their regulatory and market access 
strategies from the very early stages of clinical 
development.

Lluís warned that access to Joint ScienƟ fi c Consul-
taƟ ons (JSCs) will be limited, which could pose a 
risk of breaching the principle of equality recog-
nised in the EU Charter of Fundamental Rights. 
There will not be room for everyone, and only 
some companies will be able to obtain early advice 
to align their trials with the expectaƟ ons of the 
assessment agencies. This limitaƟ on raises ques-
Ɵ ons about procedural fairness and transparency 
in the allocaƟ on of opportuniƟ es for dialogue with 
the authoriƟ es.

Another criƟ cal point highlighted was the possibility 
that joint clinical assessments (JCAs) may include 
off -label comparators. This approach will require 
special aƩ enƟ on from companies to ensure that the 
evidence generated is relevant and robust in relaƟ on 
to the selected comparators. Furthermore, there is 
some concern about comparing technologies with 
diff erent regulatory and cost profi les, as this could 

introduce bias into the assessment and pose a 
problem when interpreƟ ng the assessment results.

Finally, Lluís stressed that the role of developers in 
defi ning PICOs (paƟ ent populaƟ on, intervenƟ ons, 
comparators and health outcomes) and reviewing 
draŌ  JCAs will be very limited, which may strain 
the right to be heard and make it diffi  cult for deve-
lopers to defend the value of their technology. All 
of this, he warned, opens a new front of legal and 
procedural challenges that will require companies 
to strengthen their regulatory planning and their 
legal response capacity.

Financing of medicinal products

Joan Carles Bailach spoke about the main challen-
ges that the DraŌ  Law on Medicinal Products and 
Medical Devices (DraŌ  Law) should address to 
achieve a more agile system for the incorporaƟ on 
of therapeuƟ c innovaƟ on and, at the same Ɵ me, a 
more predictable one for the companies operaƟ ng 
within it. To this end, the DraŌ  Law should incor-
porate or beƩ er defi ne the following instruments.

Firstly, Joan Carles explained that the new Law 
should include early dialogue as an instrument 
enabling companies and the AdministraƟ on to 
formally iniƟ ate price and reimbursement negoƟ a-
Ɵ ons once the CHMP has issued a posiƟ ve opinion 
on the markeƟ ng authorizaƟ on. This tool would 
substanƟ ally reduce the Ɵ meframes for fi nancing 
and would place Spain at the forefront in Europe, 
as many countries have yet to incorporate it into 
their legislaƟ on.
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Secondly, the new Law should include instruments 
aimed at reducing access Ɵ mes and making the 
process more predictable. These include the acce-
lerated fi nancing procedure and condiƟ onal fi nan-
cing.

The accelerated fi nancing procedure would shorten 
the processing Ɵ mes for certain medicinal products 
of public health interest, such as orphan medicinal 
products, advanced therapies, oncology or anƟ mi-
crobial medicinal products, among others. In this 
regard, the Secretary of State for Health, during his 
appearance before the Health CommiƩ ee of the 
Spanish Parliament on 28 October 2025, announ-
ced that the new Law will incorporate a period of 
less than 90 days, especially for medicinal products 
intended to cover unmet medical needs.

CondiƟ onal fi nancing would allow for the provisio-
nal reimbursement of medicinal products subject to 
clinical or economic uncertainty, condiƟ onal on the 
generaƟ on of new real-world evidence. This model 
would facilitate faster access to innovaƟ ve thera-
pies, while maintaining risk control for the NaƟ onal 
Health System through review clauses, clawback 
mechanisms or provisional discounts.

Both instruments would contribute to more equi-
table access, reduce current legal uncertainty and 
balance the need for speed with that of sustainabi-
lity and rigor in decision-making.

Finally, Joan Carles considered that the new Law 
should contemplate the possibility of convenƟ o-
nal terminaƟ on in certain price and reimburse-
ment procedures, allowing the AdministraƟ on and 
companies to modify or terminate the agreement 
when circumstances beyond the control of the 
parƟ es arise. This measure would provide greater 
legal certainty and fl exibility, promoƟ ng more effi  -
cient management of uncertainty and an eff ecƟ ve 
collaboraƟ ve relaƟ onship between industry and the 
AdministraƟ on.

New developments in adverƟ sing

In the session dedicated to adverƟ sing, Anna Gerbo-
lés addressed the new developments introduced by 
the new regulatory framework on the promoƟ on 
of medicinal products. In parƟ cular, she exami-
ned those included in the DraŌ  Law on Medicinal 
Products. She also reviewed the DraŌ  Royal Decree 
on the promoƟ on of medical devices, analysing the 
possible impact that this draŌ  might have on the 
future regulaƟ on of medicinal product promoƟ on.

Among the most relevant new developments regar-
ding adverƟ sing in the DraŌ  Law, Anna referred to 
those introduced in the sancƟ oning framework. One 
of them is the reclassifi caƟ on of the infringement 
of the rules on promoƟ on of medicinal products, 
which will no longer be considered “very serious” 
but “serious”, thus aligning the sancƟ on with that 
established for the irregular promoƟ on of medical 
devices. 

Another signifi cant development is the introducƟ on 
of a new infringement concerning the prohibiƟ on of 
promoƟ ng medicinal products prior to their marke-
Ɵ ng, aimed at closing the debate opened following 
the Supreme Court ruling of March 2025. This ruling 
determined that promoƟ on prior to the price and 
reimbursement resoluƟ on does not infringe Royal 
Decree 1416/1994, regulaƟ ng the adverƟ sing of 
medicinal products for human use, if it includes 
informaƟ on about the price of the product. During 
the session, it was noted that this new infringement 
could be contrary to DirecƟ ve 2001/83/EC, as it 
would establish an absolute prohibiƟ on not fore-
seen in that DirecƟ ve. The case law of the Court 
of JusƟ ce of the European Union -in parƟ cular, 
judgments C-374/05 (Gintec, 2007) and C-786/18 
(RaƟ opharm, 2020) has reiterated that absolute 
restricƟ ons cannot be imposed in a fi eld of full 
harmonizaƟ on. It is therefore likely that this infrin-
gement will be removed from the fi nal text.
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Lastly, Anna analyzed the measures included in the 
DraŌ  Royal Decree on the promoƟ on of medical 
devices, warning of the risk that some of them 
might be unduly transferred to the fi eld of medicinal 
products, despite their diff erent regulatory 
frameworks. For example, the broadening of 
the concept of “promoƟ on” for medical devices 
-which would include any meeƟ ng fi nanced by 
the company to present the characterisƟ cs of a 
product- contrasts with the narrower view that 
applies to medicinal products. 

Similarly, the absolute prohibiƟ on of off ering 
hospitality at promoƟ onal meeƟ ngs, as foreseen 
for medical devices, would not be compaƟ ble with 
the DirecƟ ve if applied to medicinal products, 
since ArƟ cle 94 allows hospitality if it is moderate 
and subordinate to the scienƟ fi c or professional 
purpose of the meeƟ ng. An absolute prohibiƟ on on 
hospitality would also be contrary to the European 
framework.

ArƟ fi cial intelligence in the medicinal 
product life cycle

During her presentaƟ on, Claudia Gonzalo addressed 
how arƟ fi cial intelligence (AI) is not only advancing 
in the healthcare fi eld but is also beginning to be 
integrated throughout the enƟ re life cycle of a 
medicinal product: from discovery and clinical trial 
design to manufacturing and pharmacovigilance. 
Her presentaƟ on revolved around a key idea: AI 
does not replace human responsibility, but it does 
redefi ne the way criƟ cal decisions are made in the 
pharmaceuƟ cal sector.

She explained that AI is already acceleraƟ ng 
phases such as the discovery of new molecules 
or the selecƟ on of paƟ ents for clinical trials, and 
that regulatory agencies now recognize evidence 
generated by algorithmic systems. She also pointed 
out that the European Union’s Good Manufacturing 
PracƟ ces are preparing to incorporate a new Annex 
22 dedicated to AI, and that in the commercializaƟ on 

phase this technology is already being used to 
improve the detecƟ on of adverse eff ects and 
opƟ mize supply management.

However, she warned that this progress will only be 
sustainable if it is governed under two principles: the 
risk-based approach -according to which regulatory 
requirements should increase in proporƟ on to 
the criƟ cality of the decision- and the quality and 
traceability of data, all within the context of building 
the highest possible level of trust in the system.

Finally, she highlighted the strategic role of 
the legal department in the integraƟ on of AI. 
Successful implementaƟ on cases, she noted, share 
common elements: a clear inventory of models 
and risks, the adaptaƟ on of contractual clauses to 
algorithmic environments, and internal procedures 
that guarantee the quality of both system and the 
data that feeds it. Her closing message was clear: 
it is not about slowing down innovaƟ on but about 
accompanying it monitoring structures that ensure 
its development with safety and traceability.

Closing Conference

Jordi Faus began his speech by highlighƟ ng the 
high level of parƟ cipaƟ on in the course, and his 
saƟ sfacƟ on at seeing how the work carried out 
by those who have parƟ cipated in submiƫ  ng 
proposals to the Spanish AdministraƟ on concerning 
the regulaƟ ons being developed has not been in 
vain. As Ana Bosch (Farmaindustria) pointed out, 
the proposals have been listened to aƩ enƟ vely and, 
in many cases, incorporated into those that the 
Ministry of Health is willing to present and defend. 
This speaks highly of the AdministraƟ on but also of 
those who have formulated the proposals, especially 
Farmaindustria, CEFI, and some companies and 
professionals who have parƟ cipated in the process.

As for the current situaƟ on, in which “everything 
related to the regulatory core is under review” 
(César Hernández), Jordi stressed that it is essenƟ al 
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to recognize the role of the industry and of lawyers 
specializing in pharmaceuƟ cal law, poinƟ ng out that 
“what is going to be approved are legal rules, so I 
encourage you to parƟ cipate in everything you can 
(...) with a broad perspecƟ ve, considering relevant 
economic, social, and ethical aspects, and puƫ  ng 
yourselves in the posiƟ on of the managers, as 
Manuel Cervera also said, because what is needed 
is a calm debate built on solid foundaƟ ons and with 
few, if any, prejudice”.

In this context, Jordi agreed with the idea expressed 
by Javier Padilla: in Ɵ mes of uncertainty such as 
the present, it is advisable to avoid overreacƟ ng 
and to maintain the commitment to more Europe. 
Remaining fi rmly commiƩ ed to the core values of 
the EU is of the utmost importance. Having public 
health systems whose main objecƟ ve is to protect 
the health of ciƟ zens and help them overcome 
disease is a social achievement that must be nurtured 
every day. It is, ulƟ mately, a quesƟ on of culture. The 
same applies to understanding -as pointed out in 
the Commission’s July CommunicaƟ on (“Strategy 
for European Life Sciences to posiƟ on Europe as 
the world’s most aƩ racƟ ve place for life sciences by 
2030”), that beyond preserving compeƟ Ɵ veness, we 
must approach these maƩ ers considering that “this 
is also a strategic investment in intergeneraƟ onal 
fairness, as the aim is for Europe to lead with 
purpose, so that innovaƟ on serves people and the 
planet, both now, and for generaƟ ons to come”.

On the other hand, Jordi once again insisted that 
commiƫ  ng to Europe must also mean guaranteeing 
the full eff ecƟ veness of European Union law, ciƟ ng 
case law that requires naƟ onal provisions contrary 
to EU law to be set aside. SupporƟ ng this view, he 
noted that administraƟ ons, for example, should 
not prevent a product from being placed on the 
market (even on the private market) nor prohibit 
its promoƟ on once the European Commission has 
granted a markeƟ ng authorizaƟ on.

Regarding the 2024-2028 PharmaceuƟ cal Strategy, 
Jordi pointed out that it is a government acƟ on plan 
approved by a resoluƟ on of the Council of Ministers 
of 10 December 2024 -a text that may be used in 
any interpretaƟ on of any regulaƟ on or acƟ on by the 
General State AdministraƟ on.

The plan’s objecƟ ves are divided into chapters: 
(i) equitable access to medicinal products and 
sustainability of the NHS; (ii) promoƟ on of research, 
development and innovaƟ on; and (iii) autonomy, 
which encompasses both the idea of ensuring the 
compeƟ Ɵ veness of the sector and its contribuƟ on 
to strategic autonomy through a solid, resilient and 
eco-sustainable supply chain.

In relaƟ on to these objecƟ ves, the importance 
of conceiving pharmaceuƟ cal policy as a genuine 
naƟ onal policy was highlighted, which should 
also integrate industrial, social and employment 
aspects. Perhaps one of the posiƟ ve side eff ects of 
the pandemic has been precisely to make us aware 
of the importance of what we now call strategic 
autonomy, and of the need to support those 
who concentrate their investments, eff orts and 
daily work in producƟ on units. Jordi considered it 
noteworthy that the strategy recognizes, as current 
challenges for the sector, (a) the greater complexity 
of research and development of therapies to meet 
unmet needs and (b) the vulnerability of supply 
chains caused by an exodus of producƟ on faciliƟ es 
because of globalizaƟ on and cost pressures.

Regarding the sustainability of the system, Jordi 
provided a historical perspecƟ ve on this issue, 
highlighƟ ng that the challenge of sustainability 
has always been present, but poinƟ ng out that the 
measures to address it should be adapted to the 
current reality. We are not, Jordi said, in the 1980s, 
“when the task was to adopt measures to exercise 
a certain control over a signifi cant porƟ on of public 
funds, the use of which depended on the decision 
of the prescribing professional.” In the 21st century, 
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the products with the greatest budgetary impact 
are ones where the industry’s ability to infl uence 
the volume of demand is low or even non-existent. 
For this reason, if the crux of the maƩ er in terms 
of sustainability lies in in the tension between the 
developers’ ability to supply technologies and the 
capacity of public health systems to structure their 
demand appropriately as part of their public policies, 
the priority should be to work on how demand is 
structured, not on creaƟ ng obstacles for supply, 
especially when discussing about therapeuƟ c areas 
where the industry’s ability to infl uence the volume 
of demand is very low or even non-existent.

Finally, it was pointed out that access issues are 
closely related to the individual rights of paƟ ents, 
highlighƟ ng that, although in Spain the right to 
health protecƟ on is not a fundamental right but 
only a guiding principle of administraƟ ve acƟ vity, 
certain case law recognizes that the fundamental 
right to life and physical integrity must mean more 
than the mere right to exist.

AŌ er reviewing the acƟ ons outlined in the Strategy, 
Jordi concluded by expressing his hope that the new 
rules, like the medicinal products they regulate, will 
be of high quality, off er legal certainty, and establish 
an eff ecƟ ve framework to support a favorable 
environment for innovaƟ on, for the benefi t of 
society as a whole and especially of paƟ ents.

°°°°°
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