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https://epianalysis.wordpress.com/2012/07/18/usversuseurope/ 

I. Pharma Sector Inquiry 
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I. Pharma Sector Inquiry 
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Pharma Sector Inquiry (2008): 
«examination whether agreements, such as settlements in patent disputes, have blocked 

or lead to delays in market entry and whether they have created artificial barriers to 
entry (through misuse of patent rights, vexatious litigation or other means)» 

EU Commission:  
«EU´s pharmaceutical are not working well: fewer new medicines are being brought to 

market, and the entry of generic medicines seems to be delayed»  

I. Pharma Sector Inquiry 

 market entry of generic drugs is 
delayed 
 

 decline in the number of novel 
medicines reaching the market 

«the sector inquiry suggests that 
company practices are among the causes, 
but does not exclude other factors such as 
shortcomings in the regulatory 
framework» 

findings of the EU Commission´s final sector inquiry report (2009)  
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monitoring of patent settlements  
(yearly reports since 2010) 

EU 
Commis-

sion´s 
activities 
after the 
pharma 
sector 

inquiry 

II. Investigations and Cases 

Teva Cephalon («Modafinil case») 

examples  
of investi-

gations  

Lundbeck et al («Citalopram case») 

Johnson & Johnson  and Sandoz/ Novartis 
(«Fentanyl case») 

Les Laboratoires Servier («Perindopril case») 
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III. Strategic Patenting and Registration? 

7 

patent clusters and 
patent thickets 

patent and registration 
strategies? 

«evergreening»                      
as part of lifecycle 

management 
intervention in national 

regulatory processes 

strategic use of 
litigation 

misleading registration 
information 

pay for delay 
agreements / patent 

settlement agreements 

«tool box» (EU Commission):  
overall strategy: block generic market entry 

 

→ TFEU 101: restriction by object? 
→ TFEU 102: misuse of dominant position? 
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IV. Shortcomings in other Legal Frameworks? 

patent and registration strategies: competition law infringement 
or «shortcoming» in the legal framework? 

patent law 
(patents, SPC) 

social security law (eg 
reim-bursement re 

pharmaceutical 
products) 

«shortcomings»                       
in the legal 

framework? 

regulatory law /  
(market 

authorization) 

other legal 
frameworks ... 
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IV. Shortcomings in other Legal Frameworks? 

patent and registration strategies? 

legal use of legal 
frameworks 

without 
shortcomings 

«legal» use of  legal frameworks «illegal» use of legal frameworks 

legal use of legal 
frameworks with 

shortcomings 

 eg. misleading information regarding 
patent granting (SCP) or registration 

 

 → AstraZeneca (Losec case)  

no infringement 
of competition 

law 

 
infringement of competition law 

 

no infringement 
of competition 

law? 
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V. AstraZeneca (Losec) 

AZ made misleading representations 
to certain patent offices in Europe to 

obtain or maintain supplementary 
protection certificates (SPCs) that 

extended the exclusivity for Losec to 
which it was not entitled or only for a 

shorter duration 

ECJ upheld Commission decision that AZ had abused ist dominant position for Losec in 
two ways: 

AZ misused the regulatory system, by 
submitting requests for deregistration 
of the marketing authorisation for Losec 
capsules in certain MS in order to block  

or delay the entry of generic products 
replicating AZ´s Losec and to prevent 

parallel imports of Losec 

first case in which to novel abuses were held to infringe TFEU 102  
and the first time that the ECJ ruled on an abuse of a dominance case 

in the pharmaceutical sector 



Claudia Seitz ¦ Strategic Patenting and Registration of Healthcare Products ¦ 19 05 2017 University of Basel ¦ Law Faculty 11 

V. AstraZeneca (Losec) 

time 

Supplementary Proctection Certificate (SPC) 

term of patent protection 

(20 years) 

duration of admission 

procedure for market 

authorisation 

 (x months) 

SPC for x months 

./. 5 years 

granting of 

patent / start of 

patent 

protection 

approval / granting of market 

authorization 

(day if approval  = day for placing th 

product on the market) 

 

end of patent 

proctection / start of 

SPC protection 

 

 

end of SPC 

protection 

c
o

m
p

e
titio

n
 

data exclusivity / 

protection of 

data package 
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time 

Supplementary Proctection Certificate (SPC) 

term of patent protection 

(20 years) 

duration of admission 

procedure for market 

authorisation 

 (x months) 

SPC for x months 

./. years 

c
o

m
p

e
titio

n
 

data exclusivity / 

protection of 

data package 

EU Commission:  
 

AZ has indicated the «date of the first pricing decision» instead of «date of the first 
authorisation to place the product on the market» in order to obtain a longer period              
of protection 
 

→ misleading representations to the patent offices of certain MS in order to 
 obtain or maintain SPCs for Losec 
 

  →  purpose of extending patent protection to which ist as not  
  entitled in oder to block generic competition 

 

   → outside the scope of «competition on the merits» 

V. AstraZeneca (Losec) 
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misleading representations to 
obtain or maintain SPCs 

open questions: 

misuse of the regulatory system 
by deregistration of marketing 
authorisation for Losec capsules 

 a simple mistake in communication 
with the patent office is unlikely to be 
enough to find an abuse  
 

 highly misleading represantations 
made with the aim of leading public 
authorities into error is abusive 
 

 it remains unclear as to what 
behaviour will amount to abusive 
conduct between these two extremes 

 deregistration abuse is of limited 
relevance because of the change in 
the laws to avoid a repetition of the 
AZ case 
 

 BUT: question remains whether and 
if yes, to what extent a dominant 
position leads to an obligation to 
maintain market authorisations for 
simplified authorisation procedures 
for competitors (generic companies) 

V. AstraZeneca (Losec) 
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«competition                      
on the merits» 

 b
 o

 u
 n

 d
 a

 r y
  

misuse of dominant 
position 

(exploitative or 
exclusionary abuse) 

V. AstraZeneca (Losec) 
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EJC: 
 

 TFEU 102 prohibits a dominant 
undertaking from eliminating a 
competitor and strengthening ist 
position by using methods othr 
than those within the scope of 
competition on the merits 

 

 no company is liable merely for 
ordinary fallibility in dealings with 
regulatory authorities or a patent 
application was found not to meet 
the patentability criteria 

 b
 o

 u
 n

 d
 a

 r y
  

«mine field» 
 

 scope of obligations resulting 
from a dominant position? 

 

 [TFEU does not constitute an 
exhaustive list of forms of 
abusive behaviour] 

V. AstraZeneca (Losec) 
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VI. Ratiopharm/Pfizer (Xalatan) 

BUT: Pfizer simply used legal 
instruments available to obtain divisional 
patents for Xalatan in order to be entitled 

to a SPC for Xalatan which otherwise 
would not have been possible sinde Pfizer 

mised the deadline for the extension of 
the basic patent protection. 

Pfizer hold a European patent for Xalatan. The Italian Competition Authority found that 
Pfizer was in breach of TFEU 102 because of unlawfully delaying the entry of competitors 

for the market of Xalatan. 

→ Pfizer´s way of conduct was legitimate 
under patent law, but according to the 

authority anticompetitive 
 

The authority placed to much focus on the anti-competitive effects of the 
conduct and shifted to balance too far in favour of the generic companies 

disregard of the principle of «competition on the merits» 



VII. Conclusion 
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 TFEU 102 leaves some scope for new forms of abusive  
behaviour and may lead to the question to what extent                             
unfair competition of a dominant undertaking does                   
constitute an abusive behaviour. 
 

 It is not yet clear to what extent a dominant position may              
lead to obligation to protect competition (and competitors). 
 

 Competition law should not be used as a tool to cure mistakes     
for shortcomings in other legal frameworks. 



18 

Thank you!  

contact: 
 

Professor Dr. iur. Claudia Seitz, M.A., Attorney-at-law 
Faculty of Law, University of Basel 
Center for Life Sciences Law (CLSL), 
Peter Merian-Weg 8, CH-4002 Basel/Switzerland 
tel        0041 61 267 54 54  
mail     claudia.seitz@unibas.ch 
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