
Introduc  on

The evalua  on of medicinal products is a scien-
 fi c-technical process with the objec  ve of 

determining the added value of new medicines 
compared to exis  ng therapies. It aims to serve 
as a tool for decision-making in health care, 
par  cularly for decisions on the funding and 
pricing of medicines.

Its ra  onale derives from the fact that the 
conclusions of regulatory agencies are essen  a-
lly individual. To obtain a marke  ng authorisa-
 on, a medicinal product must be safe, eff ec  ve 

and of quality, but it does not need to be be  er 
than exis  ng alterna  ves. This is not a require-
ment for obtaining a marke  ng authorisa  on 
(e.g. effi  cacy can be demonstrated by a pivotal 
versus placebo trial). For this reason, further 
benchmarking is essen  al to inform decisions 
on resource alloca  on and inclusion of medi-
cines in public pharmaceu  cal provision. This 
evalua  on exercise has diff erent dimensions, 
including a clinical and an economic one.

The clinical evalua  on looks at rela  ve effi  cacy 
and safety: is the new medicinal product more 
eff ec  ve than exis  ng alterna  ves? Is it safer? 
This part of the evalua  on concludes with the 
therapeu  c posi  oning. The economic evalua-
 on answers a diff erent set of ques  ons:

Is inves  ng in the new product the best possi-
ble use of resources? How much will the new 
product cost?

How can the new therapy be included in the 
public pharmaceu  cal provision? The fi rst 

ques  on is answered by effi  cacy studies (e.g. 
cost-eff ec  veness and cost-u  lity studies). The 
second by impact on budget analyses.

In Spain, the evalua  on of medicines at the 
na  onal level has been carried out by thera-
peu  c posi  oning reports (“IPTs” by its Spanish 
acronym).

IPTs were created in 2013 within the Perma-
nent Pharmacy Commission of the Interterri-
torial Board of the Na  onal Health Service (by 
its Spanish acronym, “CISNS”). Ini  ally, IPTs 
were carried out and approved by the Spanish 
Agency of Medicines (“AEMPS”) and included 
only a clinical evalua  on (effi  cacy and rela  ve 
safety). Later, in 2020, the Standing Commi  ee 
on Pharmacy sought to strengthen IPTs with a 
Consolida  on Plan. Among other issues, the 
Plan created ReValmed (a network involving 
AEMPS, the Directorate General of Pharmacy 
at the Ministry of Health and the Autonomous 
Communi  es) and foresaw the inclusion of 
economic evalua  on in IPTs. De facto, the Plan 
brought IPTs “closer” to the Directorate insofar 
as the economic evalua  on was carried out by 
teams led by the Directorate.

In June 2023, the Na  onal High Court (Audien-
cia Nacional) annulled the Consolida  on Plan on 
formal and substan  ve grounds. The annulment 
increased the urgency of enac  ng a new regula-
tory framework for the evalua  on of medicines 
in Spain.

In this context, the Ministry of Health held a 
public consulta  on in October 2023, regarding 
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the Dra   Royal Decree regula  ng the evalua  on 
of health technologies.

Prior public consulta  on on the Dra  
of Royal Decree

1. Legisla  ve tool

Is it appropriate to regulate with a Royal Decree 
the issue at hand? Generally, yes. However, two 
aspects should be noted.

First, the scope of a Royal Decree is limited, 
e.g., it cannot create an independent medicinal 
product evalua  on body (a proposal that has 
been much discussed recently and was even 
included in some poli  cal programmes for the 
last general elec  ons). Consequently, the use of 
this type of legisla  ve tool inevitably limits the 
scope and ambi  on of the reforms to be under-
taken.

Secondly, due to the highly technical nature 
of the subject, it will be necessary to approve 
guides and other documents under the Royal 
Decree to guide interested par  es on how to 
carry out the evalua  ons. These guides will 
have a major impact on the evalua  on exerci-
ses insofar as they will determine the methods 
and procedures to be followed in carrying them 
out. It is very important that they are developed 
with broad stakeholder par  cipa  on and a high 
degree of consensus.

2. Legal nature of the Reports

The evalua  on of medicinal products concludes 
with a report se   ng out the outcome of the 
evalua  on. Un  l now, these reports have been 
the so-called IPTs; from now on, it unknown 
what they will be called. We will refer to them by 
their generic term “Reports”.

Under the Consolida  on Plan, the legal nature 
of the IPTs was unclear, even to the extent of the 
Administra  on itself affi  rming that they were not 
an administra  ve act. Their rela  onship with the 
funding and pricing procedure was also unclear: 
Were they a step within the funding and pricing 
procedure? Were they a stand-alone procedure?

In my opinion, the new regulatory framework 
should make it clear that the Reports are admi-
nistra  ve acts that conclude an autonomous 
administra  ve procedure that is diff erent 
from the funding and pricing procedure. First, 
because there is no doubt that, conceptually, the 
evalua  on has its own en  ty, separate from the 
financing and pricing procedure. The evaluator 
“evaluates” and the decision-maker “decides”, 
both being dis  nct procedures with diff erent 
methods and criteria. Secondly, because in 
view of what has happened in recent years, the 
Reports are much more than a simple input to 
the funding and pricing procedure. They are 
documents that go beyond the internal sphere 
of the Administra  on and that have real eff ects 
to third par  es, which means that they must 
necessarily be considered as administra  ve acts 
finalising a procedure. Reports, when published, 
have an impact on the posi  oning of the medi-
cinal product and on its value and use in clinical 
prac  ce. They also contribute to the dra  ing of 
regional and hospital guidelines.

Considering the Reports as the decisive acts of 
an autonomous administra  ve procedure would 
allow the interested par  es, including the deve-
loper, to exercise the rights that they have in 
the framework of any administra  ve procedure. 
These include the right to have access to the 
complete fi le, to know the status of the fi le, to 
make allega  ons, to fi le appeals, etc. 

Regarding the possibility of making allega  ons, 
two further proposals can be made in view of 
the dynamics under the Consolida  on Plan. 
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Firstly, it would be desirable for the evaluator to 
reply more precisely to each of the allega  ons 
received and to indicate for each allega  on, 
whether it is being considered and the specifi c 
jus  fi ca  on for the conclusion. Not infrequently 
the allega  ons to the IPTs were not explicitly 
answered. The more dialogue there is between 
the assessor and stakeholders, the more robust 
and legi  mate the fi nal report will be.

Secondly, it would be desirable for companies to 
be able to make allega  ons, in addi  on to the 
ini  al dra   of the Report, to the fi nal Report 
sent to the Directorate (with the contribu  ons 
of the other stakeholders incorporated). This 
would avoid situa  ons in which the fi nal report 
includes addi  ons on which the company has 
not had the opportunity to comment.

3. Non-prescriptive reports

Reports should be “non-prescrip  ve”, i.e. not be 
mandatory for the ini  a  on and/or con  nua  on 
of funding and pricing procedures.

Repor  ng may not be necessary for all medicinal 
products and new indica  ons in the fi rst place. 
It is therefore advisable to be flexible and not 
require a formal obliga  on. Addi  onally, delays 
in repor  ng not a  ributable to the development 
company should not aff ect the  ming of the 
financing and pricing procedures.

Lastly, it would be desirable for the new system 
to provide for the possibility of replacing the 
informa  on plans with “evidence genera-
 on plans” if the Commission were to be able 

to iden  fy and assess the impact of the new 
system. The report would not be made available 
un  l there is suffi  cient data to make the report 
(e.g. a  er a posi  ve opinion of the CHMP). In the 
“mean  me”, real-life data would be collected 
to allow for a robust report; a  er some  me, 
a funding and pricing procedure with interim 

conclusions would be followed; and, very impor-
tantly, access to pa  ents would be allowed.

4. Non-binding reports

The conclusions of the reports should be 
“non-binding”, i.e., the evaluator’s conclusion 
does not necessarily have to coincide with that 
of the decision-maker. The criteria to be conside-
red by each are diff erent, and so are the conclu-
sions they may reach. In this sense, proposals 
such as the one put forward by Airef to provide 
for binding cost-eff ec  veness criteria are not, in 
my opinion, desirable.

5. Rela  onship with Regula  on 2001/2282

The fi t between the new Royal Decree and 
Regula  on (EU) 2001/2282 on health techno-
logy assessment will be a very relevant aspect. 
The crux of the ma  er will the extent to which 
the Na  onal Reports respect the Joint Clinical 
Assessment Reports published from January 
2025 for an  neoplas  cs and advanced thera-
pies.

The new regulatory framework, in my opinion, 
should recognise the existence of diff erent 
levels of assessment (European, na  onal, regio-
nal and hospital); strengthen coordina  on 
between them; and provide for the impossibility 
for a lower level to reassess the same as a higher 
level except in excep  onal and duly jus  fi ed 
cases (e.g. absence of the comparator used at 
the higher level in the lower level, clearly diff e-
ren  ated epidemiological situa  on between 
levels, etc.). 

6. Technical evalua  on criteria

The technical criteria of the evalua  on should be 
outlined by the Royal Decree. The Royal Decree 
could indicate the direc  on to be followed and 
the general lines. In this respect, there are two 
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aspects that deserve par  cular a  en  on. Firstly, 
the choice of comparators. The new regula-
tory framework should be sensi  ve to the level 
of evidence available for each product and its 
regulatory status (e.g. master formula  ons vs. 
industrially manufactured drugs with marke  ng 
authorisa  on, advanced therapies with diff erent 
regulatory profi le, etc.).

Secondly, the perspec  ve of the analyses. 
Tradi  onally, IPTs have been conducted from 
the perspec  ve of the na  onal health system. It 
would be desirable for the new regime to focus 
on broader perspec  ves that would allow the full 
value of the medicinal product to be captured. 
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