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Background 

Speciality European Pharma v Doncaster Pharmaceuticals 

What next for rights holders? 

 

The recent decision in Speciality European Pharma v Doncaster Pharmaceuticals(1) illustrates the 

difficulties faced by trademark owners in the pharmaceutical industry when competing with parallel 

importers from within the European Union. In light of UK dispensing practice and the realities of 

parallel importation, in order to access a product market, parallel importers usually need to re-label 

their products using a registered trademark. This appears to leave rights holders with few options to 

protect their market share against parallel importers. 

Background 

Manufacturers often sell their products under different brands in different European countries. While 

there are many different reasons why it may be commercially and legally worthwhile to do so – not 

least to avoid the linguistic or cultural difficulties inherent in using a single brand across multiple 

jurisdictions – this may lead to difficulties arising from the interface between trademark rights and the 

free movement of goods. This fundamental tension is recognised in Articles 34 and 36 of the Treaty 

on the Functioning of the European Union, which attempt to strike a balance between the two 

principles while ensuring that trademarks do not become "a means of arbitrary discrimination or a 

disguised restriction on trade between Member States". 

This issue can arise in the context of the parallel importation of pharmaceuticals if the parallel 

importer seeks to rebrand the originator's product sourced in one lower-cost EU market with the 

originator's brand name in the importing country. In the absence of any other IP rights over a 

pharmaceutical product, the originator may be left with little choice but to seek to protect its market 

share by asserting its trademark rights. 

When this issue first came before the European courts, it appeared that the originator's right to assert 

its trademark rights would be overridden by free movement of goods considerations only where the 

originator intended such enforcement to be a 'disguised restriction'. More recently, however, the 

approach has shifted and the parallel importer may avoid trademark infringement if it satisfies the 

following conditions (the so-called 'BMS conditions'): 

l The repackaging must be necessary to market the product.  

l The repackaging must have no effect on original condition or proper instructions.  

l The manufacturer and importer must be clearly identified.  

l The presentation of the product must not damage the reputation of the trademark.  

l The trademark owner must be given advance notice of the parallel importation.(2)  

The meaning of 'necessary' in the first of these conditions has been the subject of much judicial 

comment, but the recent Court of Appeal judgment in Speciality European Pharma v Doncaster 

Pharmaceuticals suggests that trademark owners may now struggle to assert their rights against 

parallel importers. 

Speciality European Pharma v Doncaster Pharmaceuticals 

SEP was the UK distributor of a pharmaceutical product sold under different brands in the United 

Kingdom, France and Germany. Doncaster had been importing this product into the United Kingdom 

from France since 2005 and in 2011 also began importing an extended-release version of the 

product from Germany. Doncaster had originally been re-labelling its product with the name of the 

active ingredient, but – following expiry of the European patent protecting the basic compound and a 

change in ownership of the relevant UK trademark in 2009 – it instead began re-labeling with the UK 

trademark. Patent protection for the extended-release product was not due to expire until 2024, but 

other versions of the basic product were available in the United Kingdom, including both generic and 

other branded products. SEP sought to assert its trademark rights to prevent Doncaster from re-
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labelling its imported product with SEP's UK brand name. At first instance in the High Court, SEP 

succeeded in its claim for trademark infringement, as the court found that it was not objectively 

necessary for Doncaster to repackage its imported product using SEP's trademark. 

Having reviewed the development of the law in this area, the Court of Appeal provided some guidance 

on how necessity in this context should be determined: 

l Subject to the importer's compliance with all of the BMS conditions, a trademark owner may not 

enforce its mark against parallel imported goods which are rebranded if it is established that it is 

necessary to rebrand in order to gain effective access to the market.  

l Effective access to the market is not achieved by being able to place some goods on the market.  

l It may be necessary to rebrand where the parallel importer is excluded not from the whole of the 

market, but merely from a substantial part of it or from a significant proportion of consumers.  

l In determining whether it is necessary to rebrand, the court must consider what alternatives exist 

for the parallel importer and whether they are realistic (eg, trying to eliminate label resistance 

among pharmacists or consumers).  

l Whether it is necessary for a parallel importer to rebrand in order to gain effective access to the 

market in a particular case is a question for the national court to decide, applying these principles.  

In applying these principles to the facts, the court considered whether Doncaster had any "real-world 

alternatives" to using SEP's trademark, including adopting its own brand name for its imported 

products. Given the difficulties faced by parallel importers in maintaining a constant supply of 

products, the court held that it would be "verging on irresponsible" to encourage a doctor to prescribe 

by reference to a Doncaster brand. Although 90% of prescriptions for the basic product and 68% of 

prescriptions for the extended-release product were written generically, the evidence suggested that 

many pharmacists filled generic prescriptions with SEP's branded product. As such, a significant 

portion of the market at both prescribing doctor and pharmacist level remained inaccessible to 

Doncaster. In the circumstances, the enforcement of SEP's trademark created an artificial partition in 

the market and was therefore unlawful. 

What next for rights holders? 

At dispensing level and in the absence of any other IP rights, there appear to be two potential barriers 

preventing access to the whole market for a particular pharmaceutical product: 

l Under the relevant UK rules, when presented with a prescription written by reference to a particular 

brand name, pharmacists are obliged to dispense that branded product, even where alternative 

brands or generic products are available.  

l Even when presented with a generically written prescription, many pharmacists will still choose to 

dispense the branded product. This may be due to the benefits of stocking only one type of each 

product, brand loyalty to an originator product or a variety of other reasons.  

Although it is unclear exactly what percentage of market share would be deemed to be substantial, 

given these barriers, it now seems that there will always be a risk that trademark assertion could 

exclude parallel importers in breach of the Treaty on the Functioning of the European Union. In light of 

the finding that neither adopting their own brand nor attempting to change doctors' prescribing 

practices provide a real-world alternative for parallel importers, it is therefore unclear when the 

rebranding of a product with the trademark owner's mark will not be considered necessary to access 

the UK market and therefore lawful. The value of a trademark owner's rights in a parallel import 

situation continues its steady decline. 

For further information on this topic please contact Alex Wilson or Dennis Waller at Powell Gilbert LLP 

by telephone (+44 20 3040 8000) or email (alex.wilson@powellgilbert.com or 

dennis.waller@powellgilbert.com). The Powell Gilbert LLP website can be accessed at 

www.powellgilbert.com. 

Endnotes 

(1) [2015] EWCA Civ 54. 

(2) From Cases C-427/93, C-429/93 and C-436/93, Bristol-Myers Squibb v Paranova [1997] FSR 102. 
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