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PROPRIETE INTELLECTUELLE

In April 20283, one year after the call for contributions we announced in a flash[1], the European Commission presented a
draft reform of the Supplementary Protection Certificates (SPCs)[2] . Concerning SPCs for medicinal products, this
project consists of two proposals, one providing for the creation of a unitary SPC (Unitary SPC Proposal[3] and the
other for the recasting of Regulation (EC) No 469/2009 and No 2019/933 concerning the supplementary protection
certificate for medicinal products (Recast Proposal)[4]. Twin regulatory proposals have been made concerning SPCs for
plant varieties.

Our analysis here focuses solely on the proposals concerning SPCs for medicinal products.

Presented in plenary session by the German Social Democrat Tiemo Wolken, and discussed beforehand in the
Committee on Legal Affairs (JURI), these proposals were adopted by the European Parliament on February 28 by a very
large majority[5] , with a few minor amendments.

The gestation period for the unitary CCP, the future little brother of the fledgling unitary patent, is well underway.

With the European elections just a few weeks away, and the Council of the European Union yet to make its position on
this reform project public, what are the issues surrounding these two proposals?

EUIPO to become examining body for national and unitary SPC applications

The proposals provide that the European Union Intellectual Property Office (EUIPO) will examine the SPC applications
based on basic patents[6] relating to medicinal products which have obtained a valid marketing authorization (MA) from
the European Medicines Agency (EMA)[7] .

At the end of its examination, the EUIPO will issue a reasoned examination opinion[8] .

The grant of national SPCs will remain the responsibility of the national offices of the member states, but they will be
bound by the examination opinion of the EUIPO[9]. In the case of unitary SPCs, the EUIPO itself will grand the SPC
directly[10].

In response to concerns about the EUIPO's lack of expertise in patents, SPCs and, more generally, medicinal products
[11], the Parliament stipulated in the recitals of both proposals that the examiners in charge of the examination (one
EUIPO examiner and two examiners from national offices) will have relevant expertise and sufficient experience in the
assessment of supplementary protection certificates'[12]. This requirement is reiterated in the articles concering the
'Examination panels' in both proposals. However, the criteria used in these articles to assess whether the
expertise/experience is “relevant” and “sufficient” appears to have been set rather low, as these articles merely stipulate
that the Office must ensure 'in particular, that at least one examiner has a minimum of five years of experience in the
examination of patents and supplementary protection certificates'[13]. In other words, a panel made up of one examiner
with 5 years' experience in patents and SPCs and two examiners with less than 5 years' experience could be
considered sufficiently experienced as a whole...

As the French Patent & Trademark Attorneys Institute (CNCPI) pointed out in its comments to the Commission[14], it is
"vital to ensure a high-quality examination", as 'the economic stakes attached to each certificate application are very
high'". Unfortunately, it is to be feared that the Parliament's amendments will not be sufficient to ensure this high quality...
It is to be hoped that the Council will raise the standards.

Third-party comments, opposition and appeals against EUIPO decisions

During the examination phase before the EUIPO, third parties will be able to submit observations[15]. This possibility for
third parties to submit observations before the SPC is granted was strongly criticized by the German Federal Council
(Bundesrat) before the Parliament[16] .

Opposition will be possible within two months of publication of the EUIPO examination opinion[17] .

EUIPO decisions will be subject to appeal to the EUIPO Boards of Appeal and subsequently to the General Court of
the European Union and possibly ultimately before the Court of Justice as for the EU trademark and design

proceedings.

Consideration of CJEU case law on SPCs



In the explanatory memorandum to the Recast Proposal, the Commission stated: 't was noted that there were no
relevant recitals in Regulation (EC) No 469/2009 that could assist in interpretation of Article 3. Accordingly, certain
recitals concern the conditions in Article 3 for the grant of SPCs, and incorporate the case law of the Court of Justice.
The aim is to ensure consistency. In particular the judgements in cases C-121/17 and C-673/18 interpret Article 3(a)
and 3(d) of Regulation (EC)No 469/2009, respectively, and should be considered settled case law. This is also the
case for judgement C-471/14, whereby the date of the first marketing authorisation in the Union, within the meaning of
Article 13, is the date on which notification of the decision granting the authorisation was given to the addressee of the
decision".

The explanatory memorandum to the Unitary CCP Proposal contains a similar indication.

The incorporation of CJEU case law into the legislation is indicative of a fundamental trend, pushing the Commission to
provide extensive detail in its proposals.

Going one step further, Parliament has amended several recitals to bring them even more into line with CJEU case law.

Thus, in recital 16 of the Unitary PCC Proposal and recital 8 of the Recast Proposal, the Parliament very precisely
endorsed the case law of the CJEU on the notion of "product protected by a basic patent in force'[18] (amendments in
bold):

“One of the conditions for the grant of a certificate should be that the product is protected by the basic patent, in
the sense that the product should fall within the scope of one or more claims of that patent, as interpreted by the
person skilled in the art in light of the description and drawings of the patent, on the basis of that person’s
general knowledge in the relevant field and of the prior art at the filing date or priority date of the
basic patent. This should not necessarily require that the active ingredient of the product be explicitly identified in
the claims or, in the event of a combination product, this should not necessarily require that each of its active
ingredients be explicitly identified in the claims, provided that each active ingredient is specifically identifiable
in the light of all the information disclosed by that patent, on the basis of the prior art at the filing date or
priority date of the basic patent.”

The Parliament also took into consideration a comment from the German Federal Council (Bundesraf)[19], which
criticized the imprecise wording of recital 9 concerning the issue of a new SPC for a product composed of a
combination of active substances if one of these substances had already been the subject of an SPC. According to the
Bundesrat, the wording proposed by the Commission could lead to a contradiction with the case law of the CJEU, in
particular in its Actavis v. Sanofi ruling[20]. Following examination by the Parliament, recital 9 of the Recast Proposal and
recital 17 of the Unitary SPC Proposal now read as follows (amendments in bold):

To avoid overprotection, it should be provided that no more than one certificate, whether national or unitary, may
protect the same product in a Member State. Therefore it should be required that the product, or any therapettrcatty
equivatent derivative such as salts, esters, ethers, isomers, mixtures of isomers, complexes or biosimilars, should
not have already been the subject of a prior certificate, efther-atorre—or-mcombmation—with—one—or-more—acichtronal
active-ingredients, whether for the same therapeutic indication or for a different one.

By codifying the current state of CJEU case law, the legislator appears to aim at stabilizing the legal landscape and
preventing further reversals on these established points. Indeed, since the series of Yissum-Neurim-Santen rulings, we
know that the CJEU can make 180-degree reversals...

Next steps

Since the European elections will be held from June 6 to 9, the current European Parliament has set its priorities for
finalizing certain legislative proposals before the transfer of its mandate to the newly-elected Parliament. Generally
speaking, a change of Parliament means that it cannot be taken for granted that all dossiers will be taken up by the new
Parliament.

With regard to the proposals analysed here, on which the current Parliament has taken a position, the legislative process
should continue after the elections, even if the next Parliament is governed by a different coalition. In any case, this is the
announcement made by the current Parliament, which, in its press release of February 28, 2024, states that: "The
dossier will be followed up by the new Parliament after the European elections on June 6-9'21] .

In addition, the current Parliament has announced that it is ready to start discussions with the Council within the
framework of trilogues, once the latter has also finalized its position. Trilogues are inter-institutional negotiations between
representatives of the three institutions (European Parliament, Council of the European Union, European Commission)
with a view to reaching a provisional agreement on a legislative proposal.

To our knowledge, no information on the Council's position on these two proposals has yet been made public. The
Council is currently examining them in its working group on intellectual property[22] .

Once a provisional agreement has been reached in the trilogues, the proposals will return to the Parliament and the
Council for formal approval. The final version will then be published in the Official Journal of the European Union.



It can be deduced from these various factors that the European elections should not prevent the legislative process
relating to these proposals from following its course, but that the current draft of the proposals is undoubtedly bound to
evolve before their publication in the Official Journal of the European Union.
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