
This ar  cle summarizes the main ideas presen-
ted at the round table on new business models 
of the Pharmaceu  cal Law Course.

First. In the fi eld of medicinal products for 
hospital use, the migra  on from the supply of 
products to the provision of services is already 
a consolidated fact. This trend is expected to 
expand and to come close to off ering the neces-
sary services to manage a specifi c therapeu  c 
situa  on. In any of these areas, and in today’s 
world where data is a valuable asset, one cannot 
consider new models without the exchange of 
informa  on between the relevant stakeholders.

Second. Analyzing any new model, in the area 
in ques  on, from a legal perspec  ve essen  ally 
poses two types of challenges: those inherent to 
the regulatory environment (on the one hand, 
if it cannot be done, it is necessary to jus  fy 
why; on the other hand, if it can be done, it is 
necessary to explain under what condi  ons) and 
those related to the limits imposed by the regu-
la  ons on public contracts.

Third. Public authori  es must act in accordance 
with the precau  onary principle and ensure 
protec  on against the risks posed by private 
ac  vi  es; but they must also respect the prin-
ciple of propor  onality and the principle of 
favor liberta  s, as set out in various European 
and Spanish regula  ons, including the Law no. 
14/1986 on General Health. Note that, accor-
ding to Ar  cle 25 of Law no. 14/1986, the 
interven  on of the Public Administra  on, inclu-
ding in the health sector, must be conducted 
ensuring that “the regime that is established is 

adequate to guarantee the protec  on of public 
health, does not exceed what is necessary for 
this purpose and cannot be subs  tuted by other 
less restric  ve measures that lead to the same 
result”. In addi  on, this law also states that “the 
procedures and formali  es for obtaining autho-
riza  ons or registra  ons (...) must be clear and 
unequivocal, objec  ve, transparent and propor-
 onate to the purpose of health protec  on”. 

Furthermore, the principle that everything that 
is not expressly prohibited is permi  ed must be 
observed.

Fourth. The current version of the Public Sector 
Contracts Law, which applies to medicinal 
products, off ers valid mechanisms for compa-
nies and contrac  ng bodies to make proposals 
beyond tradi  onal supply models. Improved 
complementary services that are of equal 
nature as the purpose of the main contract 
may be off ered; moreover, mixed contracts are 
a possibility for other types of services. The 
agreements provided for in the Public Sector 
Contracts Law, or classic forms of patronage, 
may also be used.

Fi  h. European case law endorses the no  on 
of public procurement based on func  onality 
and objec  ves rather than on personal 
elements. Not all legal rela  onships, which 
include a considera  on, between companies 
and contrac  ng authori  es cons  tute a 
public contract, as stated in Falk Pharma, 
judgment of 2 June 2016. The purpose of public 
procurement rules is to ensure that the choice 
of supplier (which entails off ering exclusivity) 
does not favor one company to the detriment 
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of another. Therefore, if the public authority 
does not face any choice of suppliers nor any 
gran  ng of exclusivity, if there is no compe   on 
(as is the case for exclusive innova  ve medicinal 
products), the contract to be entered into may 
fall beyond the rules rela  ng to public contracts.

In a nutshell, we clearly face a complex issue and 
it is possible, convenient and necessary for the 
managing en   es of the NHS to focus on the 
envisaged legally protected interest: the achie-
vement of posi  ve health results by guarantee-
ing fair compe   on between companies. Any 
project based on these ideas ought to be legally 
feasible.
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