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Life sciences and regulatory newsletter 

 

Italian antitrust court ruling on access  
to data 
On 29 January 2013 the Italian Consiglio di 
Stato (CdS) handed down its judgment in 
the case of Bayer CropScience Srl and 
Bayer CropScience AG -v- AGCM (the 
Italian competition authority). The case 
goes back to 2011 and an AGCM decision 
fining Bayer CropScience Srl (BCS) €5.1m 
for abusive refusal to grant access to 
certain scientific data. That decision was 
overturned by the regional court but has 
now been reinstated by the CdS. 

BCS had denied in that case having used dilatory 
tactics, its only intention being to protect its right of 
exclusivity on protected data. In addition, BCS had 
stressed that under current EU case law, abusive 
refusal to supply can occur where, among other 
requirements, first, a dominant undertaking controls 
an "essential" input (i.e. one that is in practice  

impossible to duplicate) and, second, it thus prevents 
the emergence of a new product. The CdS's ruling 
generally favours a novel interpretation of the 
conditions of abusive refusal to supply, and the 
conditions of essentiality and novelty in particular 
(with the latter being capable of fulfilment even where 
the "new" and "existing" products are identical). 

To the extent the judgment sets a precedent that is 
followed, it would undoubtedly constitute a significant 
evolution of the concept of abusive refusal to supply.  

From a procedural perspective, the final judgment is 
very brief. As such, it once again raises questions 
about the margin of discretion left to antitrust 
authorities and the appropriate standard of review by 
Italian courts (already the subject of a judgment of 
the European Court of Human Rights in the Menarini 
case).

 

European Court of Justice rules on 
application of waste and chemicals law to 
duckboards in Lapland
On 7 March 2013, the Court of Justice 
handed down its judgment in the Lapland 
Duckboards case (C-358/11) concerning 
the use of old telephone poles to support 
"duckboards" for nature trails in Lapland. 

The telephone poles at issue were treated with an 
arsenic compound (CCA) – a substance whose use is 
restricted under Annex XVII of Regulation 1907/2006 
(REACH) – and became "hazardous waste" under 
Directive 2008/98 (Waste Directive) when they were 
discarded.  

The court confirmed that when waste – including 
hazardous waste – has undergone complete recovery, 
it may be considered as ceasing to be waste, at least if 
the recovered object can be used without endangering 
human health.  

In its ruling, the court also confirmed the exhaustive 
nature of Annex XVII REACH restrictions and the fact 
that national law may not deviate from these except in 
cases of urgency and where transitional measures 
apply. 
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Actions against ECHA decisions identifying 
substances of very high concern under REACH 
found admissible but dismissed on substance
In a series of cases (Cases T-93 to 96/10, 
Rütgers a.o. -v- ECHA), the European 
General Court has considered challenges to 
the classification of various UVCBs 
(substances of Unknown or Variable 
composition, Complex reaction products or 
Biological materials) as substances of very 
high concern (SVHCs) within the meaning 
of Article 57 of Regulation 1907/2006 
(REACH). The cases are of interest as 
regards admissibility and substance.  

On admissibility, in analysing whether the applicants 
were "legally affected" by and could therefore 
challenge these decisions, the court found that the 
decisions constituted new information which 
triggered their obligation to update their safety data 
sheets. The court therefore concluded that the 
decisions affected the legal situation of the applicants 
which were, as a result, directly concerned. This 
contrasts with the conclusion in the Etimine case (T-
343/10, Etimine SA and AB Etiproducts Oy -v- ECHA) 
where no obligations flowed from the classification of 
borates as SVHCs and the action was accordingly 
dismissed as inadmissible. 

Moreover, the mere fact that Commission decisions 
were to be adopted in the subsequent stage of the 
authorisation procedure – namely the inclusion of the 
substances in the list of substances subject to 
authorisation – was not sufficient to regard these as 
"implementing measures" preventing the companies 
concerned from challenging directly before the General 

Court the basic acts. Indeed, the decisions caused 
their own autonomous effects and triggered, for 
instance, information obligations. As a result, the 
General Court found that the conditions set out in 
Article 263(4) TFEU were met and that the actions 
were admissible.  

The actions were, however, all dismissed on the 
substance. Notably, in all cases, the court rejected the 
argument that UVCB substances could not be 
identified as having "PBT" (persistent, bioaccumulative 
and toxic) or "vPvB" (very persistent and very 
bioaccumulative) properties on the basis that their 
constituents had such properties.   

In upholding the ECHA's approach, the court referred 
among others to the underlying purpose of REACH and 
the "comparable" approach to classification of 
mixtures under CLP Regulation 1272/2008.  

The court also considered that there was no breach of 
the principle of equality, since the ECHA does not have 
any power as regards the choice of the substance to 
be identified as an SVHC. In some of the cases, 
procedural points were also raised. In rejecting these, 
the court confirmed, among others, the ECHA's ability 
to add to the headings under which a substance 
should be considered for classification as an SVHC. 

While the four cases contain their specificities, all the 
judgments once again confirm the broad discretion left 
to EU bodies in scientific matters and the marginal 
nature of the court's review.

 

European General Court upholds Commission 
decision for product recall and sales ban as a 
result of serious GMP shortcomings 
Following the establishment of serious 
shortcomings to Good Manufacturing 
Practice (GMP), the Commission decided 
provisionally to suspend the sale of certain 
batches of medicinal products and to 
withdraw those batches already placed on 
the market. A few months later, the 
Commission decided to follow the European 

Medicines Agency's (EMA) recommendation 
(i) to remove the manufacturing site 
concerned from the marketing 
authorisations under Article 116 of Directive 
2001/83, and (ii) to prohibit the sale of 
medicinal products containing the active 
substance manufactured at that site under 
Article 117(1)(e) of Directive 2001/83.  

   
 
 



 

In its judgment of 7 March 2013 (Case T-539/10, 
Acino AG -v- Commission), the European General 
Court dismissed the marketing authorisation holder's 
action seeking to annul the Commission's decision. In 
doing so, the court underlined the Commission's large 
margin of discretion under Articles 116 and 117 of 
Directive 2001/83 which allows it to take action as 
soon as there is serious and conclusive evidence 
casting reasonable doubt on the qualitative and 

quantitative composition of the medicines in question. 
The court considered the established GMP 
shortcomings in the present case a sufficient basis for 
the Commission's decision: even though these 
shortcomings do not automatically impact on the 
product's composition, there is a potential risk of 
change of composition and therefore harm to public 
health which justifies regulatory action under the 
precautionary principle. 

 

AG confirms that the sale of medicines  
drawn off in different containers should be 
authorised
In her Opinion of 31 January 2013, 
Advocate General (AG) Sharpston found, 
considering the provisions and objectives of 
both Regulation 726/2004 and Directive 
2001/83, that a marketing authorisation is 
required not only for the initial placing of a 
medicinal product on the market, but also 
for any subsequent modification of the 
product, which includes any changes to the 
container format in which it is sold.  

The question was brought before the European  
Court of Justice in a preliminary reference from a 
German court (Case C-535/11, Novartis Pharma -v- 
Apozyt) on whether EU rules allow Apozyt to sell in 
Germany, without a marketing authorisation, the 
prescription medicines Lucentis® and Avastin® in a 
container different from that in which they are 
originally placed on the market by the respective EU-
wide marketing authorisation holders Novartis and 
Roche Pharma AG.  

According to the AG, Apozyt does not benefit from any 
of the Directive's exceptions to the marketing 
authorisation requirement. In particular, Apozyt 
cannot rely on the exception for medicines prepared in 
pharmacies, i.e. by or under the supervision of a 
pharmacist, in accordance with a medical prescription 
(Art. 3(1) and (2) of the Directive). The AG interpreted 
this exception restrictively stating that it is not 
sufficient for the preparation to be performed on a 
non-industrial basis, but that the involvement of a 
pharmacist is required. Responding to concerns 
expressed by Ireland, the AG noted that the commonly 
performed "drawing off" procedures at hospital 
pharmacies should thus in principle benefit from this 
exemption.  

The court's final ruling in this case is still pending. 
Note: The Italian competition authority has opened a 
cartel investigation involving Novartis and Roche for 
alleged market-sharing in respect of Lucentis® and 
Avastin®.

 

New actions before the European courts
This section of the newsletter looks at some 
of the key cases introduced before the 
European Court of Justice and the European 
General Court and recently reported in the 
Official Journal of the European Union1. 

Transparency – Legal action against 
EMA release of clinical trial data  

US pharmaceutical companies AbbVie and InterMune 
Inc. have started separate legal proceedings seeking 
the immediate suspension and annulment of the EMA's 
decision to release clinical trial data in response to 
third party requests (Cases T-29/13 and T-44/13, 

AbbVie -v- EMA and Case T-73/13, InterMune UK and 
Others -v- EMA). The fear of the companies is that 
commercially sensitive data is disclosed not only to 
independent researchers, but also to competitors, 
giving them an unfair competitive advantage.  

These are the first legal actions brought by the 
industry opposing the EMA's enhanced transparency 
policy. After the EMA's lack of transparency was 
criticised by the European Ombudsman in 2010, it 
committed to greater openness and a more proactive 
approach to transparency. The EMA is working towards 
the proactive publication of clinical trials data (after 
the marketing authorisation procedure has ended). 

   
 
 



 

Since November 2010, the EMA has been releasing 
clinical trial reports on third party demand.  

Aarhus internal review procedure 

Environmental NGOs have introduced two further 
actions in the area of plant protection products 
challenging the legality in both cases of the 
Commission's negative reply to their requests for 
internal review under the Aarhus rules.  

In the first case, environmental NGOs are seeking the 
annulment of the Commission's refusal to perform an 
internal review of the temporary Maximum Residue 
Limits (MRLs) for plant protection products residues 
established by Regulation 149/2008 (Case T-574/12, 
PAN Europe and Stichting Natuur en Milieu -v- 
Commission).  

The NGOs essentially claim that EFSA and the 
Commission infringed EU law by using the highest 
national MRL as a basis for the temporary EU MRLs, 
without assessment of a complete dossier and without 
assessment of any possible cumulative effects.  

The Commission did not reject the NGOs' request for 
an internal review as inadmissible, but dismissed the 
substance of the NGOs' claim on the basis that the 
MRL Regulation (396/2005) does not require a 
complete assessment of a complete MRL dossier to set 
temporary MRLs. 

In a separate action, environmental NGOs are 
challenging the legality of the Commission's decision 
rejecting as inadmissible their request for internal 
review of the EU approval of the plant protection 
substance bifenthrin (Case T-8/13, ClientEarth e.a. -v- 
Commission).  

The NGOs claim that the Commission should have 
complied with the General Court's landmark judgment 
of last year which confirmed NGOs' principal right to 
request an internal review of general EU acts (see our 
January 2013 newsletter). A Commission appeal 
against this judgment is pending. 

Supplementary protection certificates 
(SPCs) 

Last month saw two more preliminary references 
brought before the Court of Justice relating to 
supplementary protection certificates or "SPCs" (see 
also our January 2013 newsletter). 

In the Georgetown University case (C-484/12, 
Georgetown University -v- Octrooicentrum Nederland)  

the question is whether separate SPCs can be granted 
for different medicinal products which are all based on 
the same basic patent. The answer to this will depend 
to some extent on whether the court adopts a strict 
literal approach to Article 3(c) of Regulation 469/2009 
(which states that SPCs can be issued only once for a 
given active ingredient but does not extend that 
limitation to the basic patent) and how open it is to a 
broader contextual and purposive reading of the 
Regulation. 

The second case concerns the interface between 
Regulation 1610/96 on SPCs for plant protection 
products (PPPs) and Directive 91/414 which regulates 
the authorisation of PPPs (now replaced by Regulation 
1107/2009) (Case C-477/12, Hogan Lovells 
International LLP -v- Bayer CropScience K.K.). The 
question raised is essentially whether an SPC can be 
granted on the basis of an "emergency" PPP 
authorisation granted by Member States for a 
maximum of 120 days (the same possibility exists 
under Article 53 of Regulation 1107/2009).  

A similar question was brought before the European 
Court of Justice as a result of a national dispute 
between the same parties in 2010. By judgment of 11 
November 2010, the European Court confirmed that 
SPCs can be granted on the basis of a provisional PPP 
marketing authorisation granted by Member States 
under the Directive's transitional regime, on the basis 
that Member States issuing such authorisations still 
carry out a safety and efficacy assessment, even if 
there is a greater margin of uncertainty compared to 
the assessment underlying a final authorisation (Case 
C-229/09, Hogan Lovells International LLP -v- Bayer 
CropScience AG).  

The court may come to a different conclusion in 
respect of national emergency authorisations for non-
approved uses or non-approved substances, where 
the assessment by Member States is arguably even 
more limited, although they are required to 
safeguard the protection of human health and the 
environment (see Commission Guidance of 1 
February 2013 on emergency authorisations, 
SANCO/10087/2013).  

Data protection for fixed combination 
medicinal products  

Pharmaceutical company Teva is challenging the EMA's 
refusal to validate a marketing authorisation 
application for its generic version of a fixed dose 
combination product (Case T-547/12, Teva Pharma -v- 
EMA) because the latter would still benefit from data 
exclusivity.  
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The Commission Notice to Applicants (NTA), Volume 
2A, Chapter 1 Marketing Authorisation (November 
2005) expressly states that fixed combination 
medicines within the meaning of Article 10b of 
Directive 2001/83 are regarded as new and unique 
product which do not fall within the scope of the global 
marketing authorisations for the individual active 
substances and therefore benefit from an independent 
period of data and market exclusivity.  

Teva takes the opposite view, arguing that a fixed 
combination product should be regarded as belonging 

to the same global marketing authorisation as the 
earlier marketing authorisations for the individual 
substances. Although the NTA guidelines are not 
legally binding, the European courts typically attach 
significant importance to them when interpreting the 
Directive. 

Note: 
1 Undertakings with an interest in direct actions can request 

permission to intervene before the court within six weeks of the 
Official Journal publication. There is no possibility for intervention in 
case of requests for preliminary rulings. 
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