
BackgroundBackground

These decisions stem from a complaint by GSK 
against AstraZeneca for promoƟ onal materials 
related to the medicinal product Fasenra® that 
had been presented at several satellite symposia 
during naƟ onal scienƟ fi c congresses. 

AstraZeneca markets Fasenra® (benralizumab) 
which is indicated as an add-on maintenance 
treatment in adult paƟ ents with severe 
eosinophilic asthma (“AGE” by its Spanish 
acronym). According to GSK, AstraZeneca had 
conveyed the message at the satellite symposia 
that Fasenra® was eff ecƟ ve for the treatment 
of chronic rhinosinusiƟ s with nasal polyposis 
(“RSCcPN” by its Spanish acronym) when 
presented with AGE.

CompaƟ bility with the SmPC and misleading CompaƟ bility with the SmPC and misleading 
informaƟ oninformaƟ on

One of the basic principles governing the 
adverƟ sing of medicinal products is that it 
must comply with the summary of product 
characterisƟ cs (SmPC), according to arƟ cle 1.2 
of Royal Decree 1416/1994 on the adverƟ sing of 
medicinal products. This is usually known as the 
principle of compaƟ bility with the SmPC. 

In this case, the Jury analyses whether the 
Fasenra® messages concerning the treatment 
of RSCcPN are compaƟ ble with the SmPC of 
the product. AstraZeneca denied infringement 
of the principle of compaƟ bility with the SmPC 
on the grounds that it was not possible for 

the recipients of the messages to perceive an 
effi  cacy message for Fasenra® for RSCcPN, 
noƟ ng that the materials included a warning that 
the product was not indicated for the treatment 
of RSCcPN. 

The Jury determines that it is incompaƟ ble 
with the SmPC of Fasenra® to disseminate 
messages about its effi  cacy for a disease other 
than the approved therapeuƟ c indicaƟ on of the 
medicinal product (i.e. AGE). In this regard, the 
decision points out that the legislaƟ on and the 
Farmaindustria Code prohibit the disseminaƟ on 
of messages incompaƟ ble with SmPC, 
regardless of whether they are misleading to the 
recipients. Therefore, whether the recipient of 
the informaƟ on is misled as to the scope of the 
authorised indicaƟ on of the medicinal product 
is irrelevant when assessing compliance with 
the principle of compaƟ bility with SmPC. 

AdverƟ sing will be incompaƟ ble with the SmPC 
of the promoted medicinal product if, according 
to Autocontrol’s established doctrine, it includes 
claims/statements (i) objecƟ vely incompaƟ ble 
with those included in the SmPC or (ii) assessed 
at the Ɵ me by the health authoriƟ es for their 
potenƟ al inclusion in the SmPC and expressly or 
implicitly rejected.

Unauthorised indicaƟ ons and internaƟ onal Unauthorised indicaƟ ons and internaƟ onal 
congressescongresses

Without prejudice to Autocontrol’s ruling, it 
should be recalled that there is an excepƟ on to 
this principle of compaƟ bility of SmPC and it is 
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contained in ArƟ cle 7.4 of the Farmaindustria 
Code, in the Circular No 1/2000 of the 
Autonomous Community of Madrid and in the 
Catalan Guide to the adverƟ sing of medicinal 
products.

This excepƟ on allows the promoƟ on of 
unauthorised products or indicaƟ ons at 
internaƟ onal congresses organised by third 
parƟ es and aƩ ended by numerous professionals 
from other countries, provided that the materials 
comply with two requirements: (i) be wriƩ en in 
English or in the language of a country where the 
product or indicaƟ on in quesƟ on is authorised; 
and (ii) include a warning (at least in Spanish) in 
prominent, clearly visible, conƟ nuous, durable 
and legible leƩ ers of the following type: “this 
medicinal product is not authorised in Spain for 
the following indicaƟ on...” or similar.
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