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 CJEU JUDGMENT AS TO WHAT 
CONSTITUTES A MARKETING 
AUTHORISATION UNDER 
THE PLANT PROTECTION 
PRODUCTS SUPPLEMENTARY 
PROTECTION CERTIFICATE 
REGULATION 
 In only its second judgment as to the 
interpretation of the plant protection products 
supplementary protection certifi cate (SPC) 
regime, as established by Regulation 1610 / 96, 
the Court of Justice of the European Union 
(CJEU) has held that a provisional marketing 
authorisation for a plant protection product 
qualifi es as a marketing authorisation under 
the Regulation. 

 Its judgment, given on 11 November 2010 
in Case C – 229 / 09, concerned a challenge, 
referred to the CJEU by the German Federal 
Patent Court, to the validity of an SPC for a 
plant protection product granted to Bayer 
Cropscience AG in relation to the herbicidal 
active ingredient iodosulfuron. The basis for 
the challenge lay in the fact that the SPC had 
been granted on the basis of a provisional 
marketing authorisation under Article 8(1) of 
Directive 91 / 414 concerning the placing of 
plant protection products on the market, 
rather than on the basis of a full marketing 
authorisation under Article 4 of Directive 
91 / 414, and that Article 3(1)(b) of Regulation 
1610 / 96, setting out the conditions for 
obtaining an SPC, required that  ‘ a valid 
authorisation to place the product on the 
market as a plant protection product has 
been granted in accordance with Article 
91 / 414 / EEC or an equivalent provision of 
national law ’ . In his Opinion of 17 June 
2010, the Advocate General recommended 
that the CJEU fi nd that a provisional 
marketing authorisation under Article 8(1) of 

Directive 91 / 414 did not count for this 
purpose but the CJEU disagreed and found 
that it did. In so deciding, it looked not only 
at the literal wording of Article 3(1)(b) of 
Regulation 1610 / 96 but also at the  ‘ overall 
scheme and objectives of the system of which 
it is part ’ . Having found a functional 
equivalence between the criteria set out in 
Articles 4 and 8(1) of Directive 91 / 414 it 
found no need to interpret Article 3(1)(b) of 
Regulation 1610 / 96 in such a way as to 
exclude products, which had been granted a 
provisional marketing authorisation under 
Article 8(1) of Directive 91 / 414. It drew 
support for its interpretation from other 
provisions of Regulation 1610 / 96, including 
Article 13(3), by which  ‘ for the purposes of 
calculating the duration of the certifi cate, 
account shall be taken of a provisional fi rst 
marketing authorisation only if it is directly 
fl owed by a defi nitive authorisation 
concerning the same product ’ . 

 The wider relevance of this decision for 
the medicinal products SPC Regulation 
469 / 2009 is limited because of the 
considerable differences that exist as between 
the regulatory systems for medicinal products 
and plant protection products. Thus, there is 
no equivalent in the medicinal products 
regulatory system to a provisional marketing 
authorisation for plant protection products. 
Thus,  ‘ conditional marketing authorisations ’  
under Regulation 507 / 2006 on the 
conditional marketing authorisation for 
medicinal products for human use are merely 
a particular type of marketing authorisation 
granted under Article 14 of Regulation 
726 / 2004 laying down community procedures 
for the authorisation and supervision of 
medicinal products for human and veterinary 
use and establishing a European Medicines 
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Agency (EMA), and so on their face are 
marketing authorisations that qualify under 
Article 3(b) of the medicinal products SPC 
Regulation 469 / 2009 (referring to marketing 
authorisations under Directive 2001 / 83), 
having regard to Article 13(1) of Regulation 
726 / 2004, by which a marketing authorisation 
granted under Article 14 confers the same 
rights and obligations for each Member State 
as one granted by that Member State in 
accordance with Article 6 of Directive 
2001 / 83 on the Community Code relating 
to medicinal products for human use.   

 BROCCOLI AND TOMATO 
BREEDING METHODS 
DEPRIVED OF PATENT 
PROTECTION  –  DECISION 
OF EPO ENLARGED BOARD 
OF APPEAL OF 9 DECEMBER 
2010, REFERRALS G 2 / 07 
AND G 1 / 08 
 On 9 December 2010, the Enlarged Board of 
Appeal (EBA) of the European Patent Offi ce 
(EPO) gave judgment on the patentability of 
certain plant breeding methods. The EBA 
ruled that breeding methods consisting of the 
sexual crossing of plants and subsequent 
selection could be excluded from patentability 
as being  ‘ essentially biological processes ’  under 
Article 53(b) European Patent Convention 
(EPC) even if technical steps were involved 
in the breeding method. 

 In case G 2 / 07, the opposed patent EP 
1 069 819 concerned  inter alia  methods for 
breeding of certain broccoli plants allegedly 
having a cancer prevention effect. In the 
claimed method, molecular markers were used 
for the selection of specifi c hybrids. This was 
considered to be a routine step in modern 
breeding processes. 

 In case G 1 / 08, the opposed patent 
EP 1 211 926 concerned breeding methods for 
tomatoes having a low water content, which 
are easy to process industrially. These tomatoes 
have become known as so-called  ‘  wrinkled 
tomatoes  ’ . The claimed breeding method 
involved a step of allowing the fruit to remain 

on the vine past the point of normal ripening. 
Furthermore, it encompassed a screening step 
for determining the reduced fruit water 
content as extended by preservation of the ripe 
fruit and wrinkling of the fruit skin. 

 The patents were opposed by competitors 
of the patentees. The EPO Technical 
Board of Appeal referred certain questions 
to the EBA concerning the exclusion from 
patentability of  ‘ essentially biological 
processes ’  for the production of plants 
pursuant to Article 53(b) EPC. 

 According to Rule 26(5) EPC 2000, a 
process for the production of plants is 
 ‘ essentially biological ’  if it consists entirely 
of natural phenomena such as crossing or 
selection. The EBA came to the conclusion 
that the provision of a technical step in a 
process based on sexual crossing of plants 
and subsequent selection would not cause the 
claimed invention to escape the exclusion of 
patentability should that step only serve to 
perform the breeding process. 

 The EBA held that the clear intention of the 
legislator by choosing the expression  ‘ essentially 
biological ’  could not be ignored, given that 
the wording of the provision had remained 
unchanged over time. The mere fact of using 
a technical device in a breeding process should 
not be suffi cient to give the whole process a 
technical character. Processes for the production 
of plants based on the sexual crossing of whole 
genomes and on the subsequent selection of 
plants in which human intervention served to 
enable, or assist, the performance of process 
steps otherwise based on biological forces, 
would remain excluded from patentability 
pursuant to Article 53(b) EPC. 

 The EBA indicated that the exclusion 
under Article 53(b) EPC would not apply if 
the additional technical step in itself 
introduced a trait into the plant ’ s genome or 
modifi ed such trait within a genome, without 
being the result of merely mixing the genes 
of the plants chosen for selection. The 
technical step must be performed within the 
steps of sexually crossing and selection. 
Additional steps dealing, for example, with 
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EWCA Civ 1283) the meaning of the words 
 ‘ that person ’  in Section 41(2) Patents Act 
1977 in the context of a long-running dispute 
over an inventor ’ s entitlement to 
compensation from his employer where the 
patent has been of outstanding benefi t to 
the employer. In 1984, Professor Shanks, 
while working for Unilever UK Central 
Resources Ltd ( ‘ CRL ’ ), invented a device, 
which draws into itself by capillary action a 
precise volume of fl uid to enable rapid 
chemical and biochemical measurements to be 
made in relation to that fl uid. The invention 
is widely used in blood glucose monitor 
sensor strips, which are used by diabetics. 
The rights to the invention and the resulting 
patents were assigned by CRL to Unilever 
Plc for a nominal consideration and Unilever 
Plc eventually exploited the patents by 
licensing, from which it received royalties 
of  £ 23 million by the time of expiry of the 
patents. Professor Shanks contended that had 
Unilever Plc exploited the patents earlier and 
on a wider scale the royalty income would 
have been US $  1 billion. 

 The relevant provisions of the Patents Act 
1977 are as follows:  

 41(1) An award of compensation to 
an employee under section 40(1) or 
(2) above in relation to a patent for an 
invention shall be such as will secure for 
the employee a fair share (having regard 
to all the circumstances) of the benefi t 
which the employer has derived, or may 
reasonably be expected to derive, from the 
patent or from the assignment, assignation 
or grant to a person connected with the 
employer of the property or any right in 
the invention or the property in, or any 
right in or under, an application for that 
patent. 

 41(2) For the purposes of subsection (1) 
above the amount of any benefi t derived 
or expected to be derived by an employer 
from the assignment, assignation or grant of 
 (a) the property in, or any right in or 

the preparation of the plants to be crossed, 
or with the further treatment of the plants 
resulting from such crossing and selection 
process, would not suffi ce. These measures 
such as genetic engineering techniques would 
 per se  be patentable, however, respective 
claims should not include the sexual crossing 
and selection process. 

 The EBA further emphasised that when 
determining the presence of an  ‘ essentially 
biological process ’  it was not relevant whether 
a technical step was new or known, whether 
it was trivial or a fundamental alteration of a 
known process, whether it could occur in 
nature or whether it would provide the 
essence of the invention. 

 There was no discussion by the EBA of 
ethical or moral considerations of the patenting 
of natural material. In patent law, it is 
acknowledged that micro-organisms, plants, 
biological material including genes and even 
animals are generally patentable as technical 
inventions in certain circumstances. In relation 
to plants and animals, this is explicitly stipulated 
in Recital 29 of the Biotechnology Directive 
98 / 44 / EC. Any technical teaching, which can 
be reproduced by the person skilled in the art 
can be an invention generally subject to patent 
protection (Federal Court of Justice, decision of 
27 March 1969, IIC 1970, 136  –  Red Dove). 

 In summary, in cases G 2 / 07 and G 1 / 08 the 
EBA provided some guidelines as to whether 
and when a process for the production of plants 
is considered to be  ‘ essentially biological ’ . 
However, the question whether the exclusion 
under Article 53(b) EPC applies will continue 
to be decided on a case-by-case basis.   

 UNITED KINGDOM: UNILEVER 
PLC  &  OTHERS V SHANKS: 
EMPLOYEE INVENTION 
COMPENSATION TO BE 
MEASURED BY REFERENCE 
TO ACTUAL BENEFITS TO 
EMPLOYER RATHER THAN 
HYPOTHETICAL BENEFITS 
 The Court of Appeal (Longmore and Jacob 
LJJ and Kitchin J) recently addressed ([2010] 
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under, a patent for the invention or an 
application for such a patent; or 
 (b) the property or any right in the 
invention to a person connected with him 
shall be taken to be the amount which 
could reasonably be expected to be so 
derived by the employer if that person 
had not been connected with him.  

 As the Court of Appeal noted, the above 
statutory provisions are not entirely well 
drafted, but it concluded that it is clear that 
the whole statutory scheme is built round a 
paradigm case, where the inventor worked 
for the same company as received all the 
benefi t of the invention. On that basis, the 
Court of Appeal concluded that the words 
 ‘ that person ’  in Section 41(2) mean the actual 
assignee with its actual attributes, rather than 
some other hypothetical assignee. As the 
judgment (in passing) noted that Unilever 
had conceded that the  ‘ amount which could 
reasonably be expected to be (so) derived ’  by 
CRL from the assignment to the  ‘ actual 
assignee ’  Unilever Plc was  £ 23 million, the 
Court of Appeal expressed its hope that 
the parties would now agree on a  ‘ fair share ’  
of that amount.   

 SPAIN: FOUR RECENT 
JUDGMENTS OF THE 
ADMINISTRATIVE CHAMBER 
OF THE SUPREME COURT 
 Spain, at the time of its accession to the EPC, 
made a reservation to that Convention under 
Article 167.2a, which excluded chemical and 
pharmaceutical products from being patentable 
in Spain until 7 October 1992. Before that 
date, applicants of EP Patents   with product 
claims had to fi le a special set of process 
claims for the Spanish validations of those 
patents. 

 On 4 November 2010, the Administrative 
Chamber of the Spanish Supreme Court gave 
judgment in four cases, and admitted the 
insertion of new product claims in European 
Patents when done as a revision of the 
translation of those patents. 

 The facts of the four cases are essentially 
the same. The holders of several patents 
with process claims requested the insertion of 
new product claims in applications intended 
to amend the translation of the patents. The 
Spanish Patents and Trade Marks Offi ce 
(SPTO) published the revision of the 
translation of those patents. Shortly afterwards 
and following an  ex offi cio  examination, the 
SPTO revoked these decisions, maintaining 
that the revision of the patents was 
unacceptable. At the same time as the 
decisions were revoked, several generic 
companies appealed the administrative act 
that ordered the publication of the revised 
translations. Finally, the SPTO issued a 
decision concerning all the patents involved, 
which stated that the introduction of product 
claims through a revision of the EP translation 
was not possible. 

 The SPTO decision was appealed at the 
Administrative Courts by at least two 
patentees in four different proceedings. 
The Administrative Court of First instance 
(Tribunal Superior de Justicia) decided against 
the patentees; however, the decisions were 
subsequently overturned by the Supreme 
Court. 

 The main statements from the Supreme 
Court in these judgments are:   

   1.  It is possible to introduce new product 
claims in a patent granted as a process 
patent. This applies to all kind of patents, 
not only patents subject to the reservation 
under Article 167 EPC. 

   2.  The SPTO must verify the content of the 
EP ’ s translations (and revisions to the EP 
translation) to check its accuracy and, in 
case of EP translation ’ s revisions, it must 
also check whether or not the extensions 
of the corrected translation stay within the 
scope of the text of the EP. Once these 
requirements are examined, the SPTO is 
obliged to publish the corrected translation 
in the appropriate statutory manner. 

   3.  The reservation contained in Article 167 
EPC must be interpreted in the sense that 
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biological medicinal products containing 
monoclonal antibodies (mAbs) and the second 
on immunogenicity assessment of mAbs 
intended for  in vivo  clinical use. 

 The fi rst set of draft guidelines, for 
 ‘ biosimilar ’  products containing mAbs, 
recommend that for non-clinical studies, 
a risk-based approach should be taken to 
evaluate mAbs on a case-by-case basis in 
order to decide on the choice and extent 
of such studies. For clinical development, 
the guidelines noted that a comparative 
pharmacokinetic study is integral. It was 
also noted that although specifi c Committee 
for Medicinal Products for Human Use 
(CHMP)   guidance exists on the clinical 
conditions that are licensed for mAbs, 
deviations from disease-specifi c guidelines 
issued by the CHMP may be warranted 
(but must be fully scientifi cally justifi ed). 
Extrapolation of clinical effi cacy and safety 
data to other indications of the reference 
mAb not specifi cally studied during the 
clinical development of the biosimilar mAb 
may also be possible based on the result 
of the biosimilar exercise evidence and 
suffi cient justifi cation. Finally, it is stated that 
post-authorisation follow-up may have to 
exceed routine pharmacovigilance and may 
require standardised environments. 

 The CHMP ’ s existing guidelines 
 ‘ Immunogenicity Assessment of 
Biotechnology Derived Therapeutic proteins ’  
are, in principle, applicable to mAbs. 
However, specifi c aspects of immunogenicity 
are exclusively or primarily relevant to 
mAbs and these are addressed in the second 
set of draft guidelines. These provide an 
overview of approaches that may be 
helpful in predicting and reducing unwanted 
mAb immunogenicity, the clinical 
consequences of such immunogenicity 
and problems experienced with screening 
and confi rmatory assays in its assessment. 
The guidelines recommend taking a 
risk-based approach as a starting point from 
which immunogenicity testing can be 
designed. However, it is emphasised that 

it does not have any effect after its 
expiration. In the case of Spain, this 
interpretation allows product claims for 
patents applied for before 7 October 1992. 

   4.  The entry into force of TRIPS (in Spain, 
1 January 1996) meant that it was possible 
to admit pharmaceutical product claims in 
new patent applications in cases where it 
had not been previously possible. 

   5.  The administrative procedure foreseen in the 
Spanish regulation for amending a translation 
of the validation of a European Patent is a 
suitable procedure to fi le new product 
claims. 

   6.  According to the Supreme Court, neither 
Article 70(4) EPC nor Article 12 Royal 
Decree 2424 / 1986, Implementation 
Regulation for EPC in Spain, clarifi es the 
limits of the right to submit a corrected 
translation of an EP application or EP 
patent. According to the Supreme Court, 
the purpose of the amendment of translations 
is not limited to the correction of possible 
errors or inaccuracies of the translation. 

   7.  There is no time limit for fi ling revisions 
of EP translations and therefore it is 
possible to fi le new product claims in EP 
patents while the patent is in force.   

 One of the four judgments includes an 
explicit order to the SPTO to publish the 
revision of the translation. 

 There is a huge expectation among Spanish 
patent experts regarding the consequences of 
these Supreme Court decisions.   

 EUROPEAN UNION: NEW 
DRAFT GUIDELINES ON 
SIMILAR BIOLOGICAL 
MEDICINAL PRODUCTS 
CONTAINING MONOCLONAL 
ANTIBODIES (MABS) 
AND IMMUNOGENICITY 
ASSESSMENT OF MABS 
INTENDED FOR  IN VIVO  
CLINICAL USE 
 On 26 November 2010, the EMA released 
related draft guidelines, the fi rst on similar 
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due to the diversity of risk factors and 
the variety of mAbs and mAb-related 
products, the recommendations set out 
cannot be generalised. Therefore, an 
assessment must be based on the identifi cation 
of risk factors inherent to the particular 

mAb in question, the fi nal drug product 
and the patient population to be 
treated. 

 The deadline for comments to be 
submitted to the EMA on both sets of 
guidelines is 31 May 2011.                  
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