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Memorandum 

C o u r t  o f  J u s t i c e  o f  E u r o p e a n  U n i o n  R e f u s e s  t o  G r a n t  
S P C s  f o r  M e d i c a l  D e v i c e s   

 

On 25 October 2018, the Court of Justice of the EU (ECJ) handed down its judgment 
in Boston Scientific and held that a medical device which incorporates an ancillary 
active substance, which has been assessed for its safety, quality and efficacy in an 
authorisation procedure analogous to the authorisation procedure for medicinal 
products, is not entitled to a Supplementary Protection Certificate (SPC). 

SPCs are governed by Regulation 469/2009 (the “SPC Regulation”) and were 
introduced to compensate patent holders for the loss in patent term as a result of the 
time it takes to obtain a marketing authorisation (MA) for a medicine. The SPC 
Regulation foresees that SPCs are only available for products that have been 
approved in accordance with either of the Community Codes governing medicinal 
products and have received a marketing authorisation in accordance with these 
rules.  Medical devices, on the other hand, are subject to a different authorisation 
procedure, at the time of the litigation set out in the Medical Devices Directive 
93/42/EEC (the “Medical Devices Directive”). 

Medical devices and medicinal products are thus governed by a separate regulatory 
framework. Where a medical device incorporates a medicinal product, it must be 
assessed whether the medical device/medicine combination should be classified as a 
medical device or as a medicinal product. According to the Medical Devices 
Directive, if the device and the medicinal product form a single integral product which 
is intended exclusively for use in the given combination and which is not reusable, 
the combination product is categorised as a medicinal product.  Consequently, an 
MA must be obtained in accordance with the Medicinal Products Directive. By 
contrast, in situations where a medical device incorporates, as an integral part, a 
substance which is ancillary to that of the device, the combination product is 
classified as a medical device.  Such a combination must undergo an approval 
procedure to establish the quality, safety and usefulness of the substance of the 
medical device medicine combination under a separate set of rules. 

The German Patent Office refused to grant Boston Scientific an SPC for its Taxus® 
stent which had the active substance Paclitaxel as an integral part, on the ground 
that the medicinal product forming the subject of that application did not have a 
marketing authorisation. 

Boston Scientific brought an action against that decision before the German Federal 
Patents Court, arguing that although its device had been authorised under the 
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Medical Devices Directive, the substance had also been subject to a procedure that 
could be said to be analogous to that set out in the Community Code for medicinal 
products for human use and should be entitled to SPC protection. 

The German Court decided to stay proceedings and referred a question to the ECJ 
seeking to clarify whether an authorisation granted for a medicine-device 
combination pursuant to Article 1(4) of the Medical Devices Directive ought to be 
considered equivalent to an MA pursuant to the Community Code for medicinal 
products for human use, if the medicine component had been examined for quality, 
safety and usefulness by a Member State in a procedure which could  be regarded 
as comparable to the procedure envisaged under the Community Code.   

The referring Court was inclined to rule in favour of Boston Scientific, in line with 
previous decisions issued by patent authorities, which had already taken a position 
that a CE certification for such a combination product should be treated in the same 
way as an MA issued in accordance with the Community Code for medicines for 
human use. 

The ECJ, however, disagreed and held that a CE-mark approval procedure for a 
medical device comprising an active substance as an integral part cannot be equated 
to the procedure of approval in accordance with the relevant Community Code, even 
if the active substance had undergone an analogous review.  

In reaching this conclusion, the ECJ put particular emphasis on the distinction 
between medicinal products and medical devices, holding that they are mutually 
exclusive, meaning that a product falls solely under the medicines category or is 
classified as a medical device. 

The ECJ held that this strict interpretation of the SPC Regulation was in line with the 
objectives of the Regulation: ‘it is apparent from the title of that Regulation and from 
recitals 3, 4 and 8 to 10 thereof that the EU legislature intended to reserve the grant 
of SPCs to medicinal products alone, to the exclusion of both medical devices and 
substances used as adjuvant products of a medical device’. 

Case C -527/17, Judgment of 25 October 2018, Boston Scientific Ltd, Deutsches 
Patent- und Markenamt. 
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