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PATENT AND PHARMA UPDATE 
 

Our regular patent and pharma update aims to keep you informed of recent developments in 
United Kingdom and European law relating to patents and the pharmaceutical industry. 

1. The UPC may be open for business in 2017 
despite Brexit  
The last six months have been eventful following the 
UK's June 2016 referendum vote to leave the EU. The 
exact mechanics of how Brexit will materialise and what 
it would mean for intellectual property rights in the UK is 
still unclear. However, following the UK IP Minister's 
announcement at the EU Competitiveness Council 
meeting on 28 November 2016 that the UK will ratify 
the Unified Patent Court Agreement (UPCA) whilst still 
a member of the EU (see here), what is now clear is 
that the Unified Patent Court (UPC) and the Unitary 
Patent (UP) system will go ahead in the short term with 
the UK as part of it, rather than being delayed until after 
Brexit. This is provided of course that Germany also 
ratifies and the UK does not further delay. 

The whole system will come into effect on the first day 
of the fourth month after 13 countries have ratified the 
UPCA. Considering that 11 ratifications are in place, 
and that the UK and Germany have voiced an intent to 
proceed with their ratifications, the Preparatory 
Committee of the UPC has announced that they are 
hopeful of a December 2017 start for the UPC (and 
hence the UP) with a sunrise period for opt-out starting 
in September 2017. 

Several states have signed the Protocol on the 
Provisional Application of the UPCA including Germany, France and the UK (with a reservation on Article 4 of the UPCA – 
see the detail linked on this and the other signatory states on the signatory page). The protocol will allow the provisional 
application of the institutional, financial and administrative provisions of the UPCA and will enable the necessary legal and 
practical arrangements to be made in contemplation of the establishment of the UPC, including the appointment of judges.  

Once Article 50 is triggered, formally notifying the European Council of the UK's intention to withdraw from the EU, the UK will 
commence formal negotiations with the other EU member states to effect a withdrawal agreement. The UK will leave the EU 
when that withdrawal agreement enters into force or, at the latest, two years from the date on which Article 50 is formally 
triggered. As it stands, this means that the UK will remain a member of the EU with EU law potentially continuing to apply to 
the UK until 2019. If the UK ratifies the UPCA, without amendment, and subsequently leaves the EU, any divisions of the 
UPC in the UK will have to cease operating. The transitional consequences of this are matters of detail to be negotiated as 
part of the UK’s exit negotiations. If the UK cannot continue to take part in the UPC beyond Brexit, it will become one of the 
European jurisdictions where separate patent protection will need to continue to be sought following the introduction of the 
new UPC/UP system.  

For a detailed insight into what this would mean for the UPC and intellectual property rights in general, in the UK and across 
Europe, please see our briefing following the Government's announcement on ratification here. Details of Counsel's 
Opinion, which we obtained as a member of the Intellectual Property Lawyers Association (IPLA), addressing the possibility 
of the UK continuing to be a part of the UP system after Brexit can be found here. That Opinion does not rule out the UK 
being, theoretically, a part of the UP/UPC system even if not an EU member state.  
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Jo Johnson, Minster of State for Universities and Science and Innovation, who took on responsibility for IP too this month, 
following the transfer of the previous IP Minister Baroness Neville-Rolfe to the Treasury, has commented that the continued 
participation of the UK in the UPC system, including the retention of the London seat of the UPC central court (which will deal 
primarily with pharmaceutical and life science related patents) would form part of the wider Brexit negotiations. 

For more information contact Rachel Montagnon.  

2. How "obvious to try" are routine steps in clinical research?  
Hospira UK Ltd v Cubist Pharmaceuticals LLC [2016] EWHC 1285 (Pat), 10 June 2016 

Actavis UK Ltd and ors v ICOS Corp and Eli Lilly (as Third Party) [2016] EWHC 1955 (Pat), 10 August 2016 

Hospira UK Ltd v Genentech, Inc [2016] EWCA Civ 780, 20 July 2016 

Hospira UK Ltd v Genentech, Inc [2016] EWCA Civ 1185, 30 November 2016 

Parties hoping to successfully invalidate or defend patents on inventive step must take note of a string of recent decisions 
from English courts on the "obvious to try" assessment as applied to routine steps during clinical trials. In carrying out a 
"multi-factorial" assessment for inventive step, English courts have favourably considered arguments that the notional skilled 
person would reach an invention from the prior art with a fair or reasonable expectation of success by taking steps that are 
"obvious to try". Such a test becomes problematic in empirical fields where predicting outcomes of experiments is difficult, 
more so, ascribing an "expectation of success" to notional persons skilled in the art.  

The Patents Court has recently decided whether dosing patents in two different disputes were obvious, based on the skilled 
person having a reasonable expectation of success in the outcomes of clinical trials at the claimed doses at the priority date. 
In Hospira v Cubist,  one of the strands of Hospira's obviousness attack against Cubist's patents covering daptomycin 
involved arguing that a claimed dosage regime would have been "obvious to try" by the skilled person at the priority date in 
light of a press release made by Cubist before the priority date of the patent in issue. The Court noted previous decisions in 
Conor v Angiotech [2008] UKHL 49, Medimmune v Novartis [2012] EWCA Civ 1234 and Teva UK Ltd v LEO Pharma AS 
[2015] EWCA Civ 779, which have stated that general inclusion of tests in a research project would not by itself show that a 
certain step was "obvious to try". It was essential to show that the skilled person would have carried out the research steps 
with a "fair expectation of success".  

Cubist submitted that the skilled person would have no more than a "mere speculation" of success as the Cubist press 
release only stated that Phase III clinical trials were to be commenced. The Court disagreed with Cubist's submissions. 
Hospira's expert explained (and Cubist's expert admitted to the same under cross-examination) that the announcement of a 
Phase III trial would indicate to the skilled person there was sufficient efficacy and safety data to support the disclosed 
dosage regime and interval. The skilled person would therefore find the claimed doses "obvious to try" with a strong 
expectation of success. Therefore, the dosing patent was held obvious.  

On the other hand in Actavis v ICOS, the Court was not convinced that the skilled person would expect the claimed dose to 
be successful. In this action, Actavis and other generics sought to clear the way for a generic version of tadalafil, sold by Eli 
Lilly for male erectile dysfunction. Claim 7 of the patent in suit is a purpose-limited EPC 2000 product claim for a 
pharmaceutical unit dosage composition of 5 mg per day of tadalafil for use in treating sexual dysfunction. For the purposes 
of Actavis' inventive step challenge, all other claims would fail if claim 7 was not inventive. The patent was challenged for 
being obvious over Daugan, a patent application which discloses tadalafil (at a 50 mg dose) amongst other PDE5 inhibitors 
for the treatment of male erectile dysfunction. 

At the outset, Birss J accepted that dosage regime patents were meant to reward pharmaceutical research beyond the 
discovery of active pharmaceutical ingredients, and into safe and efficacious dosage regimes. Such pharmaceutical research 
involved significant investment of labour and capital. However, while dosage regimes are patentable, not all dosage regimes 
would be inventive, given that appropriate dosage regimes needed to be investigated as a matter of course for any drug.  

Birss J reviewed the steps involved in general pharmaceutical research in order to identify which steps would be routinely 
carried out and which steps would require value judgments. He concluded that routine pre-clinical studies and Phase I safety 
studies in healthy volunteers would have been carried out by the skilled team with a reasonable expectation that tadalafil 
would be a safe drug.  Based on the data obtained from these studies and the data already known (such as in Daugan), a "go 
no-go" Phase IIa study would be carried out amongst a small group of patients at a single 50 mg dose, with a reasonable 
expectation that the drug would be safe and effective at this dose.  

Phase IIb dose ranging studies would then be carried out using a range of three-five different doses. Both parties accepted 
that 25 mg, 50 mg and 100 mg doses would be tested. Actavis argued by reference to sildenafil (a similar PDE5 inhibitor, 
blockbuster drug for erectile dysfunction otherwise known as VIAGRA) that 10 mg and 5 mg doses would also be tested. 
However, the Court accepted Lilly's expert evidence on this point, that in reality there were still many aspects of tadalafil that 
were unknown and that these unknowns would prevent the skilled team from using a lower dose.  

At this stage, the skilled team would have observed that all three doses would be effective in patients and they would have 
identified at least one dose (25 mg) which was "safe, tolerable and efficacious". Continuing to look for a lower effective dose 

mailto:rachel.montagnon@hsf.com
http://www.bailii.org/ew/cases/EWHC/Patents/2016/1285.html
http://www.bailii.org/ew/cases/EWHC/Patents/2016/1955.html
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would therefore have required a value judgment. There was nothing to show that the team would have inevitably moved 
towards lower doses. If the team had tried testing a 5 mg per day dose, the Court observed that they would have found its 
efficacy "surprising". In other words, the 5 mg per day dose would not have been "obvious to try" with a reasonable 
expectation of success. 

The parties also disagreed on whether it would have been obvious for the skilled team to move to daily dosing of tadalafil 
from an "on demand" dosing that was used for sildenafil. Birss J held that with the knowledge of the half-life of tadalafil 
following the pre-clinical studies, the skilled team would have needed to make a value judgment to choose between testing 
the different doses on demand or on a chronic daily dosing basis. The skilled team would have substantial concerns about 
the side effects of taking tadalafil daily. In any case, even if the skilled team took a decision to conduct dose ranging studies 
for daily dosing, Birss J concluded that no dose below 50 mg/day would have been used at the "go-no go" Phase IIa study 
and no dose below 10 mg/day at the Phase IIb dose ranging studies. Even if included in Phase IIb studies, 10 mg/day and 5 
mg/day doses would have been tested without any expectation of success.  

Having considered the obviousness of every individual step, Birss J then found it necessary to view the tadalafil programme 
as a whole from the point of view of the skilled team to conclude that the claimed dosage regime was inventive.  Even though 
pharmaceutical research programmes may require an obviousness assessment spanning multiple individual steps, it is 
nevertheless necessary to then step back and answer obviousness as a "single question of fact".  

Appealing "obvious to try" assessments made at trial 

The above first instance decisions are all the more significant because the Court of Appeal tends to not undertake its own 
evaluation of obviousness, unless the first instance judge fell into any error of principle.  

In Hospira v Genentech [2016] EWCA Civ 780, the Court of Appeal upheld the trial judge's obviousness assessment (albeit 
on a formulation patent for the drug trastuzumab and not a dosing patent), which took into account a "large number of inter-
dependent factors".  

This Court of Appeal decision clarifies the scope and utility of the "obvious to try" test: first, it is merely one of the many 
factors that a court could take into consideration when answering the statutory question of obviousness; and second, it needs 
to be coupled with a reasonable or fair prospect of success. Evaluating prospects of success is in itself another multi-factorial 
assessment requiring consideration of (1) the ability to rationally predict a successful outcome; (2) the duration of the 
project/research study; (3) the extent to which the field being considered is unexplored; (4) the complexity of any necessary 
experiments; (5) whether the skilled person will have to make a series of correct decisions along the way. In all such multi-
factorial assessments, it appears that the Court of Appeal will tend to follow the evaluation of the trial judge.  

In a subsequent case between the same parties and in relation to the same drug but a different patent (Hospira v 
Genentech [2016] EWCA Civ 1185), the Court of Appeal yet again refused to interfere with the trial judge's analysis of 
whether a skilled person would have found it obvious to attempt Phase III clinical trials for the claimed therapeutic 
combination with a "fair expectation of success".  

The Court of Appeal's recent reiteration of its general reluctance to re-open the trial judge's decisions in these "obvious to try" 
cases confirms that it may be difficult to appeal such multi-factorial, fact-sensitive assessments which are perhaps better 
ventilated and considered at trial. 

3. A unified standard for the requirement of plausibility across different grounds of patent invalidity  
Warner-Lambert Company v Actavis and ors [2016] EWCA Civ 1006, 13 October 2016   

Idenix Pharmaceuticals Inc v Gilead Sciences Inc and ors [2016] EWCA Civ 1089, 8 November 2016 

Merck Sharp and Dohme Ltd v Shionogi & Co Ltd [2016] EWHC 2989 (Pat), 25 November 2016  

English courts have provided helpful guidance on the requirement of plausibility, whether in the context of obviousness or in 
an assessment for insufficiency. 

In Warner-Lambert v Actavis, the Court of Appeal upheld Arnold J's first instance decision invalidating the patent in issue 
for insufficiency. Since 2014, Warner-Lambert's disputes with Actavis, Mylan and other generic companies (referred to 
collectively as the Generic Companies) relating to its drug LYRICA (pregabalin) have traversed the path between English 
trial and appellate courts on various legal issues. At the heart of the matter is the drug pregabalin which can be used to treat 
generalised anxiety disorder, epilepsy and neuropathic pain. After Warner-Lambert's patent protection for pregabalin expired 
in 2013, it obtained a second medical use patent containing Swiss-form claims directed to using pregabalin for treating pain. 
The Generic Companies have used "skinny labelling" to launch generic pregabalin for use in treating non-patented 
indications, such as epilepsy and generalised anxiety disorder. However, since prescriptions are commonly written out for 
pregabalin (not for LYRICA or any other brand) and seldom mention the disorder being treated, pharmacists may dispense 
the generic version of pregabalin even for a patented indication, such as for the treatment of pain. This formed the basis of 
Warner-Lambert's infringement attack against the Generic Companies. In turn, the Generic Companies claimed for 
revocation of Warner-Lambert's second medical use patent on grounds of obviousness and insufficiency.  

http://www.bailii.org/ew/cases/EWCA/Civ/2016/780.html
http://www.bailii.org/ew/cases/EWCA/Civ/2016/1185.html
http://www.bailii.org/ew/cases/EWCA/Civ/2016/1185.html
http://www.bailii.org/ew/cases/EWCA/Civ/2016/1006.html
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This appeal considered three aspects of Arnold J's decision. First, whether certain claims should be invalid for insufficiency. 
Second, whether an application for claim amendment made after judgment on validity amounted to an abuse of the process 
of the court and third, that there was no infringement of the Swiss-form, second medical use claims in the patent.  

With regard to the first point, although Arnold J held the patent to be inventive, he held claims 1, 3, 4, 6, 13 and 14 of the 
patent (containing Swiss-form claims directed to pregabalin for use in treating pain, without any limitation as to the kind of 
pain treated) invalid for insufficiency. While both parties accepted that the skilled team would regard it plausible that 
pregabalin could treat inflammatory pain, there was insufficient support in the patent specification for the treatment of all 
types of neuropathic pain and consequently the patent disclosure did not make it plausible or credible that pregabalin would 
be effective in treating all types of pain as claimed (otherwise known as "excessive claim breadth" insufficiency). Arnold J 
found no "unifying" characteristic or principle in the patent which would enable the skilled team to predict whether they could 
plausibly treat other types of pain.  

Nevertheless, since plausibility was a "low threshold" test, when the Judge considered the claims directed to peripheral 
neuropathic pain (claims 10, 11 and 12), he accepted that the amplification mechanisms were similar to inflammatory pain 
and that the data in the patent when read with the common general knowledge made it just about plausible that pregabalin 
would be effective in the treatment of peripheral neuropathic pain.  

On appeal, the Court upheld the decision of the trial judge on insufficiency. By re-iterating the "very low threshold" required 
for plausibility in the context of insufficiency, the Court also rejected a cross-appeal by the Generic Companies claiming that 
the patent actually did not make even the treatment of peripheral neuropathic pain plausible.  

This decision was noted by the Court of Appeal in Idenix v Gilead where the Court was dealing with a patent that claimed a 
class of nucleoside analogues for the treatment of hepatitis C and other flaviviridae viral infections. Gilead's obviousness 
case was that the patent made no technical contribution to the art and this rendered the claims AgrEvo obvious (the 
requirement for technical contribution to the art having been derived from the EPO "problem and solution" approach and 
other EPO decisions such as T 939/91 AgrEvo/Triazoles). Gilead argued that it was not plausible that substantially all of the 
claimed compounds would be effective in producing the desired technical effect, ie, antiviral activity against flaviviridae.  

The Court observed that a plausibility assessment would remain the same regardless of whether the assessment was made 
in the context of obviousness (Idenix) or insufficiency (Warner-Lambert). Predictably therefore, in Idenix, the plausibility 
analysis under insufficiency was very brief and followed the analysis under obviousness. In order to be plausible, the Court 
held, there must be "a real reason" for supposing that a claimed invention would have a promised technical effect based on 
the technical contribution made to the art (the plausibility test - obviousness). In addition, the claim must go beyond being 
merely speculative and the disclosure provided, read with the benefit of the common general knowledge, should make the 
invention plausible to work across the breadth of the claims (the plausibility test - insufficiency). 

Soon after the Idenix decision, the High Court in Merck v Shionogi was tasked with deciding whether a set of compounds 
claimed through a Markush formula would possess integrase inhibitory activity (for use as antiviral agents, especially for the 
treatment of HIV). Similar to Gilead's arguments in Idenix, Merck argued that the claims were AgrEvo obvious and that the 
patent disclosure did not make it plausible that the invention would work across the scope of the claims (plausibility 
arguments were made under both obviousness and insufficiency). Arnold J applied the principles elucidated in the Idenix 
Court of Appeal decision and reached the conclusion that substantially all of the claimed compounds could not be plausibly 
expected to possess antiviral activity. As a result, the claims in issue failed the plausibility tests for both obviousness and 
insufficiency. 

These decisions demonstrate that a single standard for plausibility applies under English law, whether it is assessed in the 
context of inventive step or insufficiency (Idenix, Shionogi, Warner-Lambert). It must however be noted that plausibility by 
itself has not emerged as a separate ground of invalidity in addition to inventive step or insufficiency.   

4. Deploying competition law defences in patent infringement cases 
General Court cases: T-472/13, 470/13, 469/13, 467/13, 460/13 and 471/13; series of cases arising due to EU Commission 

decision C(2013) 3803 final of 19 June 2013, 8 September 2016 

Paroxetine – Case CE-9531/11, UK Competition & Markets Authority, 12 February 2016 

Unwired Planet International Ltd v Samsung Electronics Co., Ltd and ors [2016] EWHC 958 (Pat), 29 April 2016 

Illumina, Inc and ors v Premaitha Health PLC [2016] EWHC 1726 (Pat), 1 July 2016   

The General Court of the EU has upheld a decision of the EU Commission that found Lundbeck and certain generic 
companies (Sun Pharma (Ranbaxy), Arrow, Generics UK, Merck and Xellia/Alpharma) to be in breach of Article 101 TFEU by 
agreeing to delay the market entry of generic citalopram (Cases T-472/13, 470/13, 469/13, 467/13, 460/13, 471/13). A 
briefing put together by our Competition and IP Groups on this decision can be accessed here.  

Although there have previously been decisions from national competition authorities examining pay-for-delay agreements, 
this is the first time the General Court has provided guidance on the application of Article 101 TFEU to such arrangements 

http://www.bailii.org/ew/cases/EWCA/Civ/2016/1089.html
http://www.bailii.org/ew/cases/EWHC/Patents/2016/2989.html
https://assets.publishing.service.gov.uk/media/57aaf65be5274a0f6c000054/ce9531-11-paroxetine-decision.pdf
http://curia.europa.eu/juris/document/document.jsf?text=&docid=183148&pageIndex=0&doclang=EN&mode=lst&dir=&occ=first&part=1&cid=605959
http://curia.europa.eu/juris/document/document.jsf?text=&docid=183145&pageIndex=0&doclang=EN&mode=lst&dir=&occ=first&part=1&cid=606195
http://curia.europa.eu/juris/document/document.jsf?text=&docid=183150&pageIndex=0&doclang=EN&mode=lst&dir=&occ=first&part=1&cid=605742
http://curia.europa.eu/juris/document/document.jsf?text=&docid=183147&pageIndex=0&doclang=EN&mode=lst&dir=&occ=first&part=1&cid=605742
http://curia.europa.eu/juris/liste.jsf?pro=&lgrec=en&nat=or&oqp=&dates=&lg=&language=en&jur=C%2CT%2CF&cit=none%252CC%252CCJ%252CR%252C2008E%252C%252C%252C%252C%252C%252C%252C%252C%252C%252Ctrue%252Cfalse%252Cfalse&num=T-460%252F13&td=%3BALL&pcs=Oor&avg=&page=1&mat=or&jge=&for=&cid=605742
http://curia.europa.eu/juris/document/document.jsf?text=&docid=183185&pageIndex=0&doclang=EN&mode=lst&dir=&occ=first&part=1&cid=605742
https://www.herbertsmithfreehills.com/latest-thinking/eu-general-court-upholds-commission-decision-in-its-first-pay-for-delay-case


 
 

 5 

between originator and generic pharmaceutical companies.  This may well encourage the Commission and national 
competition authorities to pursue more "pay-for-delay" cases in the future. 

The appeals by the pharmaceutical companies from the Commission's decision were based on various pleas under 
competition law. Chiefly, they centred around the Commission's finding that the originator and the generic companies were 
competitors for the purpose of an Article 101 assessment, and that the agreements restricted competition by object under 
Article 101 TFEU. The General Court dismissed the appeals on all pleas. 

Although the parties entered into the said agreements purportedly for the purposes of settling patent disputes between them, 
the General Court took the view that there were numerous other ways of settling a patent dispute without imposing market 
entry restrictions on generic companies, in consideration of which the generics received reverse payments from the originator 
company. Therefore, the General Court held that Lundbeck as the patent proprietor could not argue that these restrictions 
were "objectively necessary" in order to achieve its objective, ie, to protect its intellectual property rights. The Court further 
noted that the disproportionate payments made to generics in this case corresponded approximately to the profits that they 
would have otherwise made upon entering the market.  

Closer to home, the UK Competition and Markets Authority (CMA) has fined GlaxoSmithKline (GSK), Generics (UK) and 
Alpharma for entering into pay-for-delay agreements causing the delayed entry of the generic paroxetine into the UK market 
(Paroxetine – Case CE-9531/11). In its decision published in August 2016, the CMA has found that both the GSK-Generics 
(UK) and the GSK-Alpharma agreements infringed Article 101 TFEU by having as their object and/or effect the prevention, 
restriction or distortion of competition in the market.  

In addition, GSK was also found to have infringed Article 102 TFEU by abusing its dominant position by making cash 
payments and other value transfers (such as marketing/promotional allowances, purchase of generic stock and profit margin 
sacrifice over restricted volumes) to induce the generic companies to delay their entry into the UK market. The fine imposed 
on GSK and the generics is to the tune of £45 million in total and the decision is currently under appeal before the UK 
Competition Appeal Tribunal (CAT).   

These decisions help demonstrate the increasingly vigilant attitude that the UK CMA and the EU Commission are taking 
towards patent settlement agreements in the pharmaceutical sector. Pharmaceutical companies need to be aware of key 
competition law issues that may impact their settlement or licensing agreements and should review such agreements for 
competition law compliance.  

Consistent with these developments before competition law tribunals, there has been an upswing of patent disputes before 
English courts where the alleged infringer has counterclaimed against the proprietor for breaches of competition law under 
Articles 101 and 102 TFEU.  

In an interim decision in Unwired Planet v Samsung, Birss J refused to transfer a "non-technical" portion of the dispute to 
the CAT, in which the defendant alleged competition law infringement on the basis of the claimant's alleged non-compliance 
with the requirement to offer FRAND (fair, reasonable and non-discriminatory) terms to licensees on standard essential 
patents. Birss J considered that it would not be possible to split the competition law aspects of the case from its contractual 
and technical aspects (in particular, in relation to the FRAND terms). Consequently all the issues will now be heard together 
by the Patents Court.  

Birss J did acknowledge that this is "new legal territory" and would be "something of a test case". The Patents Court would 
need to make decisions in areas (FRAND terms, standard essential patents and related issues) where the legal position is 
unclear. On a practical note, although Birss J decided that the judges of the Patents Court were competent to deal with 
complex economic evidence that is likely to be adduced for the competition law issues, he opined that it would be ideal to 
have both patent law and competition law expertise (as he put it, "a sort of IP CAT") to deal with such cases. 

In another interim decision made in the Illumina v Premaitha matter, Roth J adjourned an application to introduce 
competition law defences in a patent trial, pleadings for which are at an advanced stage. The Judge held that it would be best 
to have the application heard following the judgment in the technical trial, which would enable a "much more sophisticated 
and tighter focus" on the competition issues. However, he left open the possibility that the trial judge might wish to have the 
competition issues heard by the CAT.  

The Judge envisaged more patent trials in the future having competition law defences on a contingent basis (ie, if the patents 
are held valid and infringed). This being the case, he said parties needed to consider and sensibly manage the pleading of 
such defences and the arguments for striking out or for summary judgments in response.  

Parties defending infringement suits may benefit from looking into potential competition law defences, whether to be heard 
with the technical trial or to be decided at the CAT. An early assessment of whether competition law defences are deployable 
in a particular patent dispute might help in particularising such defences sufficiently early in the pleadings such that the courts 
could decide to hear the non-technical portion of the case along with the patent trial, or make the decision to split the 
competition issues for a CAT hearing (if the issues can be separated).  

 

https://assets.publishing.service.gov.uk/media/57aaf65be5274a0f6c000054/ce9531-11-paroxetine-decision.pdf
http://www.bailii.org/ew/cases/EWHC/Patents/2016/958.html
http://www.bailii.org/ew/cases/EWHC/Patents/2016/1726.html
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5. Key points from important decisions related to patents 

Patentee /  

patent no. 

Other party/ies Product (Active 
ingredient) 

Court Judge/s Legal issue Outcome 

Decisions related to pharmaceutical patents 

Genentech Inc. 

EP(UK) 1 516 628 & 
EP(UK) 2 275 119 

(pharmaceutical 
formulations of 
trastuzumab) 

Hospira UK Ltd HERCEPTIN 
(monoclonal antibody - 
trastuzumab) 

English 
Court of 
Appeal 

(Civil 
Division) 

Kitchin, 
Floyd and 
David 
Richards 
LJJ 

Appeal from High Court decision 
revoking patents for lack of 
inventive step  

High Court decision upheld - patents 
invalid for obviousness. 

Making a stable lyophilised formulation 
of trastuzumab from a known list of 
potential excipients would have been 
obvious from prior art document. 

The excipient candidates would have 
been obvious to try with a fair 
expectation of success. 

Hospira UK Ltd v Genentech Inc. 
[2016] EWCA Civ 780 

Genentech, Inc. 

EP(UK) 1 037 926 

(Combined 
administration of 
trastuzumab with a 
chemotherapeutic agent, 
a taxane, for the 
treatment of HER2 
positive breast cancer) 

Hospira UK Ltd HERCEPTIN 
(monoclonal antibody - 
trastuzumab) 

English 
Court of 
Appeal 

(Civil 
Division) 

Longmore, 
Kitchin and 
Floyd LJJ 

Appeal from High Court decision 
holding patent invalid for lack of 
inventive step 

High Court decision upheld – Arnold J 
did not fall into any error of principle. 

Clinical trials indicating therapeutic 
effect would have been "obvious to try" 
with a fair expectation of success in 
light of prior art and other evidence 
adduced. 

Hospira UK Ltd v Genentech, Inc 
[2016] EWCA Civ 1185 

Idenix Pharmaceuticals, 
Inc. 

EP (UK) 1 523 489 

(Nucleoside analogues 
for treating HCV and 
other Flaviviridae 
infections) 

Gilead Sciences Inc., 
Gilead Sciences Ltd., 
Centre National de la 
Recherche Scientifique, 
Università Degli Studi 
di Cagliari and 
L'Université de 
Montpellier II 

SOVALDI 

(Sofosbuvir) 

English 
Court of 
Appeal 

(Civil 
Division) 

Patten, 
Kitchin and 
Floyd LJJ 

Appeal from High Court decision 
holding patent invalid for novelty 
(priority to prior art document), 
inventive step, insufficiency and 
added matter  

High Court decision upheld on all 
grounds.  

Arnold J's statement of relevant law 
and analysis of available evidence 
(including CGK) confirmed.  

Idenix Pharmaceuticals Inc v Gilead 
Sciences Inc and others [2016] EWCA 
Civ 1089 

http://www.bailii.org/ew/cases/EWCA/Civ/2016/780.html
http://www.bailii.org/ew/cases/EWCA/Civ/2016/1185.html
http://www.bailii.org/ew/cases/EWCA/Civ/2016/1089.html
http://www.bailii.org/ew/cases/EWCA/Civ/2016/1089.html
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Patentee /  

patent no. 

Other party/ies Product (Active 
ingredient) 

Court Judge/s Legal issue Outcome 

Napp Pharmaceutical 
Holdings Ltd 

EP(UK) 2 305 194 

(Purpose-limited product 
claim concerning 
buprenorphine) 

Dr Reddy's 
Laboratories (UK) Ltd., 
Sandoz Ltd.  

Napp: BUTRANS; 
BUTEC (Napp 
subsidiary's own 
generic variety);  

Sandoz: 

RELETRANS – 
(buprenorphine) 

English 
Court of 
Appeal 

(Civil 
Division) 

Patten, 
Gloster and 
Floyd LJJ 

Appeal from High Court on its 
infringement decision 

High Court decision upheld – there 
was no threatened infringement by the 
defendants. 

High Court's construction of claim 
features, including numerical ranges, 
accepted. 

Floyd LJ noted that the entire trial and 
appeal had been completed within six 
months from issue of proceedings. 

Napp v Dr Reddy's and Sandoz [2016] 
EWCA Civ 1053 

Novartis AG, LTS 
Lohmann Therapie-
Systeme AG and 
Novartis 
Pharmaceuticals UK Ltd 

EP(UK) 2 292 219 

(Transdermal therapeutic 
system to administer 
rivastigmine) 

Actavis Group PTC 
EHF, Focus 
Pharmaceuticals UK 
Ltd and Teva UK Ltd 

EXELON®PATCH 

(rivastigmine 
transdermal patches) 

English 
Court of 
Appeal 

(Civil 
Division) 

Kitchin, 
Floyd and 
Hamblen 
LJJ 

Appeal from High Court decision 
invalidating patent for obviousness 
and added matter 

Appeals based on the High Court 
decision on infringement compromised 
before appellate hearing. 

High Court decision on both added 
matter and obviousness upheld. 

There was ample evidence to justify 
the High Court's findings as regards 
obviousness. 

Novartis AG and ors v Focus 
Pharmaceuticals UK Ltd and ors 
[2016] EWCA Civ 1295  

Warner-Lambert 
Company LLC 

EP (UK) 0 934 061 

(Isobutyl GABA and its 
derivatives for the 
treatment of pain; swiss-
form second medical use 
claims for pregabalin) 

Generics (UK) Ltd (t/a 
Mylan), Actavis Group 
PTC EHF, Actavis UK 
Ltd and Caduceus 
Pharma Ltd 

 

The Secretary of State 
for Health intervening 

LYRICA (Warner-
Lambert / Pfizer); 

LECAENT (Actavis) 

(pregabalin)  

English 
Court of 
Appeal 

(Civil 
Division) 

Patten, 
Kitchin and 
Floyd LJJ 

Appeal from High Court decision 
holding patent invalid for 
insufficiency, disallowing claim 
amendment after judgment on 
validity and on infringement 
allegation in relation to second 
medical use claims 

High Court decision upheld – patents 
invalid for insufficiency. 

Arnold J was also correct in concluding 
that late amendment of the claims 
amounted to an abuse of process.  

Court of Appeal overruled High Court 
on rejection of indirect infringement by 
pharmacists (although this was strictly 
obiter because the patent was already 
held invalid).  

http://www.bailii.org/ew/cases/EWCA/Civ/2016/1053.html
http://www.bailii.org/ew/cases/EWCA/Civ/2016/1053.html
http://www.bailii.org/ew/cases/EWCA/Civ/2016/1295.html
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Patentee /  

patent no. 

Other party/ies Product (Active 
ingredient) 

Court Judge/s Legal issue Outcome 

Warner-Lambert v Actavis and others 
[2016] EWCA Civ 1006  

 

 

Cubist Pharmaceuticals 
LLC 

EP(UK) 1 115 417, 
EP(UK) 1 252 179 & 
EP(UK) 2 264 047 

(concerning the antibiotic 
daptomycin – dosing and 
methods of purification)  

Hospira UK Ltd. CUBICIN (daptomycin) English High 
Court 

(Patents 
Court) 

Henry Carr J Patent invalidity/revocation All Cubist patents revoked. 

Dosing patent ('417) and "Purity 
Patents" ('179 and '047) revoked on 
grounds of obviousness over prior art 
documents. 

Hospira UK Ltd v Cubist 
Pharmaceuticals LLC [2016] EWHC 
1285 (Pat) 

ICOS Corp. (exclusive 
licence to Eli Lilly and 
Company) 

EP(UK) 1 173 181 
(dosing) & EP(UK) 1 200 
092 (formulation) 

(dosing and formulation 
of tadalafil) 

Actavis Group, Actavis 
UK Ltd, Actelion 
Pharmaceuticals Ltd, 
Actelion 
Pharmaceuticals UK 
Ltd, Teva UK Ltd, Teva 
Pharmaceuticals 
Industries Ltd and 
Generics (UK) Ltd (t/a 
Mylan) 

CIALIS / ADCIRCA 
(tadalafil) 

English High 
Court 

(Patents 
Court) 

Birss J Patent invalidity/revocation;  

Quia timet infringement action 
(counterclaim) 

 

One claim of the dosing patent held 
valid and infringed; the skilled team 
would not test this dose with a 
reasonable expectation of success. 

Quia timet infringement counterclaim 
allowed in light of an objective 
evaluation and marketing 
authorisations. 

All claims of the formulation patent 
invalid for obviousness, insufficiency. 

 Actavis Group and ors. v ICOS Corp 
[2016] EWHC 1955 (Pat) 

Napp Pharmaceutical 
Holdings Ltd 

EP(UK) 2 305 194 

(Purpose-limited product 
claim concerning 
buprenorphine) 

Dr Reddy's 
Laboratories (UK) Ltd., 
Sandoz Ltd.  

Napp: BUTRANS; 
BUTEC (Napp 
subsidiary's own 
generic variety);  

Sandoz: 

RELETRANS – 
(buprenorphine) 

English High 
Court 

(Patents 
Court) 

Arnold J Threatened / Quia timet 
infringement action 

De minimis limits for infringement 

Interim injunction pending appeal 

On balance of probabilities, neither 
Sandoz's nor Dr Reddy's product 
infringed the patent. 

Interim injunction for a limited period of 
time granted pending the hearing of 
Napp's appeal. 

Napp v Dr Reddy's and Sandoz [2016] 

http://www.bailii.org/ew/cases/EWCA/Civ/2016/1006.html
http://www.bailii.org/ew/cases/EWHC/Patents/2016/1285.html
http://www.bailii.org/ew/cases/EWHC/Patents/2016/1285.html
http://www.bailii.org/ew/cases/EWHC/Patents/2016/1955.html
http://www.bailii.org/ew/cases/EWHC/Patents/2016/1517.html
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Patentee /  

patent no. 

Other party/ies Product (Active 
ingredient) 

Court Judge/s Legal issue Outcome 

EWHC 1517 (Pat) & [2016] EWHC 
1581 (Pat) 

Shionogi & Co Ltd 

EP(UK) 1 422 218  

(an antiviral agent for 
use as an integrase 
inhibitor in HIV therapy) 

Merck Sharp and 
Dohme Ltd 

Merck: 

ISENTRESS 
(raltegravir) 

GSK/Pfizer/Shionogi:  

TIVICAY (dolutegravir) 

English High 
Court 
(Patents 
Court) 

Arnold J Infringement action 

Patent invalidity/revocation 
(counterclaim) 

Patent held invalid for lack of inventive 
step and insufficiency. Merck's 
arguments on grounds of added matter 
and ambiguity dismissed. 

Infringement would have occurred if 
patent had been valid. 

Merck Sharp and Dohme Limited v 
Shionogi & Co Ltd [2016] EWHC 2989 
(Pat) 

Wyeth Holdings LLC 

EP(UK) 2 343 308 

(protein composition 
comprising factor H 
binding protein and at 
least one PorA protein) 

GlaxoSmithKline UK 
Ltd 

BEXSERO (GSK's 
meningitis B vaccine 
product containing 
factor H binding 
protein and PorA 
protein) 

English High 
Court 

(Patents 
Court) 

Henry Carr J Patent invalidity/revocation and 
declaration of non-infringement;  

Infringement (counterclaim) 

Patent held valid, most claims infringed 
by GSK's product. 

Validity challenges on grounds of 
novelty, inventive step, insufficiency 
and added matter rejected. 

GlaxoSmithKline UK Ltd v Wyeth 
Holdings LLC [2016] EWHC 1045 (Ch) 

Genzyme Corporation 

EP 1 137 762  

(Using human acid alpha 
glucosidase to 
manufacture a 
medicament to treat 
Pompe's disease) 

ZyStor Therapeutics, 
Inc. 

Margrit Lingner 

Human acid alpha 
glucosidase 

Boards of 
Appeal of 
the EPO 
(TBA) 

U Oswald 
(Chairman) 

K Giebeler 
and L Buhler 
(Members) 

Amendment of claims – Art 123(3) 
EPC (extension of protection) 

A Swiss-form claim (purpose-limited 
process claim) could not be amended 
to an EPC 2000 (purpose-limited 
product claim) without extending the 
protection under the claim – 
amendment disallowed. 

Patent revoked by TBA. 

T 1673/11 (Treatment of Pompe's 
disease/GENZYME) of 20.10.2015 

Decisions related to patents other than pharmaceutical patents 

Telefonaktiebolaget L M 
Ericsson 

Samsung Electronics 
Co Ltd., Samsung 
Electronics (UK) Ltd., 

Mobile 
telecommunication 

English 
Court of 

Tomlinson, 
Kitchin LJJ 
and Sir 

Appeal from High Court decision 
striking out one of Samsung's 

Appeal allowed – High Court judge fell 
in error by summarily dismissing 
Samsung's competition law defence 

http://www.bailii.org/ew/cases/EWHC/Patents/2016/1517.html
http://www.bailii.org/ew/cases/EWHC/Patents/2016/2989.html
http://www.bailii.org/ew/cases/EWHC/Patents/2016/2989.html
http://www.bailii.org/ew/cases/EWHC/Ch/2016/1045.html
https://www.epo.org/law-practice/case-law-appeals/recent/t111673eu1.html
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Patentee /  

patent no. 

Other party/ies Product (Active 
ingredient) 

Court Judge/s Legal issue Outcome 

Unwired Planet Inc, 
Unwired Planet 
International Ltd, 
Unwired Planet LLC 
(assigned patents from 
Ericsson) 

EP (UK) 2 229 744, EP 
(UK) 2 119 287, EP (UK) 
2 485 514 and other 
patents 

Huawei Technologies 
Co Ltd., Huawei 
Technologies (UK) Co. 
Ltd.   

devices Appeal  

(Civil 
Division) 

Timothy 
Lloyd 

competition law defences that the agreement between Ericsson 
and Unwired Planet did not effectively 
transfer Ericsson's FRAND obligation 
to Unwired Planet.  

Samsung has a realistic prospect of 
persuading a judge at full trial of this 
argument. 

Samsung v Ericsson [2016] EWCA Civ 
489 

Anan Kasei Co. Ltd.  

EP 1 435 338 

(Ceric oxide and method 
of production thereof) 

Rhodia Operations 
S.A.S. (Exclusive 
licensee in respect of UK 
and German 
designations)  

Molycorp Chemicals & 
Oxides (Europe) Ltd.  

Ceric oxide English High 
Court  

(Patents 
Court) 

Arnold J Jurisdiction of English courts to 
deal with claims of infringement of 
the German designation of patent   

No jurisdiction to hear claim of 
infringement of German designation of 
patent as it is "concerned with" the 
validity of that designation, which is 
within the exclusive jurisdiction of 
German courts. 

Also, no jurisdiction to order collection 
of samples for testing for the purpose 
of German infringement proceedings.  

Rhodia v Molycorp [2016] EWHC 1722 
(Pat) 

SSH Communications 
Security Corporation 

EP (UK) 2 254 311 

Sony Communications 
International AB 

Maintenance of 
address translation for 
data communications 

English High 
Court 

(Patents 
Court) 

Roger 
Wyand QC 
(Sitting as 
Deputy 
Judge) 

Revocation of patent for 
obviousness over CGK alone, and 
over other prior art; claim 
amendments 

Infringement (counterclaim)  

Patent held obvious over two prior art 
documents read together, however 
there was a problem using the CGK 
alone for an obviousness attack. 

Claim amendments do not cure 
invalidity and not allowed. 

Had the patent been valid, there was 
infringement of claims. 

Sony International v SSH 
Communications Security [2016] 
EWHC 2584 (Pat) 

http://www.bailii.org/ew/cases/EWCA/Civ/2016/489.html
http://www.bailii.org/ew/cases/EWCA/Civ/2016/489.html
http://www.bailii.org/ew/cases/EWHC/Patents/2016/1722.html
http://www.bailii.org/ew/cases/EWHC/Patents/2016/1722.html
http://www.bailii.org/ew/cases/EWHC/Patents/2016/2584.html
http://www.bailii.org/ew/cases/EWHC/Patents/2016/2584.html
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Patentee /  

patent no. 

Other party/ies Product (Active 
ingredient) 

Court Judge/s Legal issue Outcome 

Unwired Planet Inc, 
Unwired Planet 
International Ltd, 
Unwired Planet LLC 
(assigned patents from 
Ericsson) 

Telefonaktiebolaget L M 
Ericsson 

EP (UK) 2 229 744, EP 
(UK) 2 119 287, EP (UK) 
2 485 514 and other 
patents 

Samsung Electronics 
Co Ltd., Samsung 
Electronics (UK) Ltd., 
Huawei Technologies 
Co Ltd., Huawei 
Technologies (UK) Co. 
Ltd.   

Mobile 
telecommunication 
devices 

English High 
Court 

(Patents 
Court) 

Birss J Application to transfer competition 
law aspects of case to Competition 
Appeal Tribunal 

Samsung's application denied. 

FRAND issues in this case were 
interrelated and could not be split for 
handling and decision-making 
purposes between contractual issues 
and competition law issues. 

Samsung v Unwired Planet [2016] 
EWHC 958 (Pat) 

  

  

http://www.bailii.org/ew/cases/EWHC/Patents/2016/958.html
http://www.bailii.org/ew/cases/EWHC/Patents/2016/958.html
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6. Key points from pharma decisions on other relevant issues 

Patent holder / 
concerned party 

Other party/ies Product Court / 
Authority 

Judge/s Legal issue Outcome 

Boehringer Ingelheim 
Pharma GmbH & Co 
KG 

EP(UK) 1 379 220 

(Capsules used in a 
dry powder inhaler to 
deliver tiotropium 
bromide to COPD or 
asthmatic patient) 

Teva UK Ltd HPMC capsules 

(hydroxypropylmethylcellulose 
capsules) 

English Court 
of Appeal 

(Civil Division) 

Kitchin and 
Floyd LJJ 

Criteria for permission to 
appeal in patent cases 

Decision of trial judge to refuse 
permission to appeal upheld. 

Trial judge need not consider 
technical complexity as a factor in 
favour of granting permission to 
appeal. 

No justification in treating patent 
cases any differently to other cases 
in considering whether to grant 
permission to appeal. 

Teva UK Ltd v Boehringer 
Ingelheim Pharma GmbH & Co KG 
[2016] EWCA Civ 1296  

Merck Sharp & Dohme 
Corp (MSD) 

EP(UK) 0 720 599 

(concerning a 
combination of 
ezetimibe and 
atorvastatin) 

The Comptroller-
General of Patents, 
Designs and Trade 
Marks 

ATOZET (ezetimibe, 
atorvastatin) 

English High 
Court  

(Patents 
Court) 

Arnold J Appeal from Comptroller-
General's decision to refuse 
SPC application 

Whether MSD complied with 
Art 3(b) of the SPC Regulation 
(Council Regulation 
469/2009/EC) in obtaining a 
"valid authorisation" to market 
the medicinal product at the 
date of the SPC application 

Whether MSD could rectify its 
SPC application under Art 10 
of the SPC Regulation 

Reference to the CJEU for a 
preliminary ruling on these 
issues 

The issues merited a reference to 
the CJEU – questions referred for a 
preliminary ruling. 

In the court's opinion, the German 
End of Procedure notice was not 
equivalent to a valid marketing 
authorisation granted at the date of 
the SPC application. 

Therefore, this was not an 
irregularity that could be rectified at 
a later date.  

Merck Sharp & Dohme Corp v 
Comptroller-General of Patents, 
Designs and Trade Marks [2016] 
EWHC 1896 (Pat) 

Napp Pharmaceutical 
Ltd 

Sandoz Ltd BUTRANS (Napp) / 
RELETRANS (Sandoz) 

English High Whipple J Judicial review of MHRA's 
decision to grant an MA to 

Napp's judicial review application 

http://www.bailii.org/ew/cases/EWCA/Civ/2016/1296.html
http://www.bailii.org/ew/cases/EWHC/Patents/2016/1896.html
http://www.bailii.org/ew/cases/EWHC/Patents/2016/1896.html
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Patent holder / 
concerned party 

Other party/ies Product Court / 
Authority 

Judge/s Legal issue Outcome 

EP(UK) 1 7131 152 

(Purpose-limited 
product claim 
concerning 
buprenorphine) 

Court 

(Administrative 
Court) 

Sandoz's product, Reletrans 

Scope and meaning Art 10(3) 
of Directive 2001/83/EC – 
whether Napp's clinical data is 
protected under this provision; 
lacuna in the provision 

dismissed. 

The phrase "appropriate pre-
clinical tests or clinical trials" in Art 
10(3) included Napp's own 
"bridging data" which could be 
relied upon by Sandoz for its MA 
application.  

No question needs to be referred to 
the CJEU. 

R (on the application of Napp 
Pharmaceuticals) v Secretary of 
State for Health [2016] EWHC 
1982 (Admin) 

Deutsche Parkinson 
Vereinigung eV 

Zentrale zur 
Bekämpfung 
unlauteren 
Wettbewerbs eV 

Prescription-only mail-order 
medicinal products 

CJEU (First 
Chamber) 

Judges Silva 
de Lapuerta, 
Arabadjiev, 
Fernlund, 
Rodin and 
Regan 
(Rapporteur) 

 

Advocate 
General 
Szpunar 

Request for a preliminary ruling 
under Art 267 TFEU from the 
Dusseldorf Higher Regional 
Court; 

Interpretation of Articles 34 and 
36 TFEU; Setting of fixed 
prices being measures having 
equivalent effects as 
quantitative restrictions on 
imports; Justifications for such 
measures 

German national legislation 
providing for a system of fixed 
prices for the sale of prescription-
only medicinal products by 
pharmacies for human use is a 
measure having equivalent effect 
to a quantitative restriction on 
imports under Art 34 TFEU (in the 
context of mail-order pharmacies 
set up in countries other than 
Germany). 

No justification for such measures 
made out by the German 
government.  

No evidence adduced that 
analyses appropriateness and 
proportionality of such measures to 
protect the stated objectives of the 
protection of health and life of 
humans under Art 36 TFEU.  

Deutsche Parkinson Vereinigung 

http://www.bailii.org/ew/cases/EWHC/Admin/2016/1982.html
http://www.bailii.org/ew/cases/EWHC/Admin/2016/1982.html
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Patent holder / 
concerned party 

Other party/ies Product Court / 
Authority 

Judge/s Legal issue Outcome 

eV v Zentrale zur Bekämpfung 
unlauteren Wettbewerbs eV Case 
C-148/15, 19 October 2016 

F. Hoffmann-La Roche 
AG 

Accord Healthcare XELODA (capecitabine) CJEU 
(Seventh 
Chamber) 

Judges 
Prechal, 
Jarašiūnas, 
Toader 
(Rapporteur) 

 

Advocate 
General 
Wathelet 

Request for a preliminary ruling 
under Art 267 TFEU on the 
duration of an SPC under 
Regulation No 469/2009 when 
first MA granted in the EEA 
was prior to accession of 
member state 

The duration of the SPC in Estonia 
would be calculated with reference 
to the date of the first marketing 
authorisation granted in the EEA, 
even if this date was before the 
date of Estonia's EU accession.  

F. Hoffman-La Roche AG v Accord 
Healthcare Case C-572/15, 5 
October 2016 

Hoechst GmbH 

Sanofi-Aventis 
Deutschland GmbH 
(Hoechst subsidiary) 

(Licensor of patents 
for the use of a human 
cytomegalovirus 
enhancer) 

 

Genentech (non-
exclusive licence 
holder) 

RITUXAN/MABTHERA 
(Rituximab, produced using 
patented enhancer process) 

CJEU (First 
Chamber) 

Judges Silva 
de Lapuerta, 
Arabadjiev, 
Bonichot, 
Fernlund 
(Rapporteur) 
and Regan 

 

Advocate 
General 
Wathelet 

Request for a preliminary ruling 
under Art 267 TFEU on 
interpretation of Art 101 TFEU 

Compatibility of a licence 
agreement requiring payment 
of royalties on revoked/non-
infringed patents with Art 101 

Licence agreement valid – royalties 
are paid for the guarantee of the 
licensor agreeing not to exercise its 
patent rights against the licensee. 

For this to apply, the licensee must 
be free to terminate the licence by 
giving reasonable notice.  

Genentech v Hoechst GmbH, 
Sanofi-Aventis Deutschland GmbH 
Case C-567/14, 7 July 2016 

Lundbeck A/S, 
Generics (UK) Ltd, 
Merck KgaA, 
Alpharma Inc.,  Arrow 
Group, Sun 
Pharmaceutical 
Industries, Ranbaxy 
(UK) Ltd, Xellia 
Pharmaceuticals ApS 

EU Commission Citalopram General Court 
(Ninth 
Chamber) 

Judges 
Czúcz, 
Popescu 
and Berardis 
(Rapporteur) 

Art 101 TFEU – whether "pay-
for-delay" agreements entered 
into between originator and 
generics infringed Art 101 

 

 

 

"Pay-for-delay" agreements 
infringed Article 101 as they had an 
impact on competition in the 
relevant market. 

EU Commission decision upheld. 

(Series of appeals from EU 
Commission decision C(2013) 
3803 - Cases T-472/13, 470/13, 
469/13, 467/13, 460/13, 471/13) 

http://curia.europa.eu/juris/document/document.jsf;jsessionid=9ea7d2dc30d51d02c89f02a7452eaf41bf911e1bcb43.e34KaxiLc3qMb40Rch0SaxyKaxr0?text=&docid=184671&pageIndex=0&doclang=EN&mode=lst&dir=&occ=first&part=1&cid=378057
http://curia.europa.eu/juris/document/document.jsf;jsessionid=9ea7d2dc30d51d02c89f02a7452eaf41bf911e1bcb43.e34KaxiLc3qMb40Rch0SaxyKaxr0?text=&docid=184671&pageIndex=0&doclang=EN&mode=lst&dir=&occ=first&part=1&cid=378057
http://curia.europa.eu/juris/document/document.jsf;jsessionid=9ea7d0f130d5703ff4eb031042f3a473d9f68670f2b3.e34KaxiLc3eQc40LaxqMbN4Pa3uNe0?text=&docid=184321&pageIndex=0&doclang=EN&mode=lst&dir=&occ=first&part=1&cid=663526
http://curia.europa.eu/juris/document/document.jsf;jsessionid=9ea7d0f130d5703ff4eb031042f3a473d9f68670f2b3.e34KaxiLc3eQc40LaxqMbN4Pa3uNe0?text=&docid=184321&pageIndex=0&doclang=EN&mode=lst&dir=&occ=first&part=1&cid=663526
http://curia.europa.eu/juris/document/document.jsf;jsessionid=9ea7d2dc30d5ac152aee350c4131bf7ead8ec0529927.e34KaxiLc3qMb40Rch0SaxuTchf0?text=&docid=181463&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=540334
http://curia.europa.eu/juris/document/document.jsf?text=&docid=183148&pageIndex=0&doclang=EN&mode=lst&dir=&occ=first&part=1&cid=605959
http://curia.europa.eu/juris/document/document.jsf?text=&docid=183145&pageIndex=0&doclang=EN&mode=lst&dir=&occ=first&part=1&cid=606195
http://curia.europa.eu/juris/document/document.jsf?text=&docid=183150&pageIndex=0&doclang=EN&mode=lst&dir=&occ=first&part=1&cid=605742
http://curia.europa.eu/juris/document/document.jsf?text=&docid=183147&pageIndex=0&doclang=EN&mode=lst&dir=&occ=first&part=1&cid=605742
http://curia.europa.eu/juris/liste.jsf?pro=&lgrec=en&nat=or&oqp=&dates=&lg=&language=en&jur=C%2CT%2CF&cit=none%252CC%252CCJ%252CR%252C2008E%252C%252C%252C%252C%252C%252C%252C%252C%252C%252Ctrue%252Cfalse%252Cfalse&num=T-460%252F13&td=%3BALL&pcs=Oor&avg=&page=1&mat=or&jge=&for=&cid=605742
http://curia.europa.eu/juris/document/document.jsf?text=&docid=183185&pageIndex=0&doclang=EN&mode=lst&dir=&occ=first&part=1&cid=605742
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T +44 20 7466 2801 
Sebastian.Moore@hsf.com 
 

 

Rosie Patterson (Senior Associate)  

T +44 20 7466 2448 
Rosie.Patterson@hsf.com  
 
 

 

Krishna Kakkaiyadi (Associate, India)  

T +44 20 7466 2979 
Krishna.Kakkaiyadi@hsf.com  
 

 

Rachel Montagnon (Professional Support Consultant)  

T +44 20 7466 2217 
Rachel.Montagnon@hsf.com  
 

 
If you would like to receive more copies of this briefing, or would like to receive Herbert Smith Freehills briefings from other 
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