
The Supreme Court will soon have the opportunity 
to rule on an issue of great pracƟ cal importance in 
the fi eld of the promoƟ on of medical devices and 
medicinal products: when should a communicaƟ on 
addressed to the public be regarded as adverƟ sing 
for a healthcare centre or service, and when should 
it instead be classifi ed as adverƟ sing for a regulated 
product?

The case of clear aligners  

The dispute arises from several adverƟ sing 
campaigns by the company Impress. In these 
campaigns, invisible orthodonƟ c treatments were 
promoted with the support of well-known public 
fi gures. The Offi  cial College of DenƟ sts and Stoma-
tologists of Catalonia argued that the adverƟ sing 
referred to a medical treatment linked to the use of 
medical devices -clear aligners- and should there-
fore be subject to the rules applicable to the adver-
Ɵ sing of medical devices.

The Barcelona Court of Appeal, however, held that 
the adverƟ sing at issue did not concern a specifi c 
medical device, but rather the dental clinics of the 
adverƟ sing company and the orthodonƟ c services 
provided there. In the Court of Appeal’s view, the 
references to ‘invisible orthodonƟ cs’ and ‘clear 
aligners’ were generic and served to explain the 
type of service off ered by the clinic, rather than to 
promote a specifi c medical device. 

This debate is parƟ cularly relevant because many 
healthcare centres and services refer in their 
adverƟ sing to the products or technologies they 
use. Although these products or technologies are 

not promoted in isolaƟ on, they are oŌ en integra-
ted in the promoƟ on of the healthcare service. 
The quesƟ on is whether this form of communi-
caƟ on allows such adverƟ sing to fall outside the 
restricƟ ons applicable to the adverƟ sing of medi-
cal devices or whether, on the contrary, it must be 
assessed whether there is indirect promoƟ on of 
the product used.

In the case now to be decided by the Supreme 
Court, the Barcelona Court of Appeal itself 
acknowledged that the classifi caƟ on may change 
when, in the context of adverƟ sing a healthcare 
centre or service, elements are introduced that 
may be perceived as adverƟ sing specifi c medical 
devices. For these purposes, it will be relevant to 
assess whether the product or technology used 
is a necessary condiƟ on for the provision of the 
promoted service and, in addiƟ on, whether it can 
be idenƟ fi ed by the recipient of the communica-
Ɵ on.

The fi ne line between products and 
treatments

The issue may also extend to the fi eld of advanced 
therapy medicinal products and, in parƟ cular, in 
relaƟ on to gene therapies developed under Royal 
Decree 477/2014 of 13 June, which regulates the 
authorisaƟ on of non-industrially manufactured 
advanced therapy medicinal products.

This royal decree, which governs what is known 
as the hospital exempƟ on, allows certain advan-
ced therapy medicinal products to be prepared 
and used in a hospital insƟ tuƟ on, under medical 
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responsibility, to meet an individual medical pres-
cripƟ on. In such cases, the hospital may hold the 
authorisaƟ on for use -but not a markeƟ ng autho-
risaƟ on- and may communicate, in insƟ tuƟ onal, 
scienƟ fi c or healthcare-related terms, that it has 
developed a parƟ cular therapy, that it has a leading 
unit or that it off ers an innovaƟ ve treatment.

This is where a grey area emerges, similar to the 
case to be decided by the Supreme Court. If a 
pharmaceuƟ cal company cannot promote to the 
public an industrially manufactured gene therapy 
medicinal product, can a hospital communicate to 
the public that it has developed and off er its own 
gene therapy? Formally, the communicaƟ on may be 
presented as informaƟ on about the hospital’s heal-
thcare acƟ viƟ es, its research capabiliƟ es or a highly 
specialised healthcare service. In pracƟ ce, howe-
ver, such communicaƟ on may have a promoƟ onal 
eff ect very similar to that of adverƟ sing a medicinal 
product authorised or marketed by a pharmaceuƟ -
cal company. 

This situaƟ on creates tension because public 
communicaƟ on about therapies developed by 
hospitals may have a signifi cant compeƟ Ɵ ve impact, 
especially where authorised or developing indus-
trial alternaƟ ves exist. Once again, the quesƟ on is 
whether we are dealing with the promoƟ on of a 
healthcare service or with the indirect promoƟ on 
of the product or therapy that makes that service 
possible.

A future judgment with far-reaching 
implicaƟ ons

The judgment to be handed down by the Supreme 
Court in the clear aligners case will be relevant 
beyond the dental sector and the promoƟ on of 
medical devices. 

In sectors where healthcare provision relies on 
highly regulated products -medical devices, medici-
nal products (including advanced therapies), digital 
health tools or procedures based on specifi c tech-
nologies- it will be essenƟ al to determine whether 
the message genuinely promotes the healthcare 
service or whether, under that appearance, it is 
promoƟ ng the product or technology that makes 
the service possible.

The admission of the appeal in cassaƟ on therefore 
gives the Supreme Court the opportunity to provide 
useful guidance on an increasingly relevant boun-
dary in an environment where healthcare innovaƟ on 
is communicated to the public not as a ‘product’, but 
as a ‘service’, ‘treatment’, ‘programme’ or ‘therapy’ 
off ered by a healthcare centre.
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