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DEFINITIONS

Competent authority

Conditional Marketing

Authorisation

Generic medicine

Innovative medicine

Medicinal product

Marketing Authorisation
Marketing Authorisation

Holder

Reference medicine

Supplementary Protection

Certificate

Unitary Patent

PE 753.104

A medicines regulatory authority in the European Union.

The approval of a medicine that addresses unmet medical needs of
patients on the basis of less comprehensive data than normally required.
The available data must indicate that the medicine’s benefits outweigh its
risks and the applicant should be in a position to provide the

comprehensive clinical data in the future.

A medicine that is developed to be the same as a medicine that has
already been authorised. Its authorisation is based on efficacy and safety

data from studies on the authorised medicine.

A medicine that contains an active substance or combination of active

substances that has not been authorised before.

A substance or combination of substances that is intended to treat,
prevent or diagnose a disease, or to restore, correct or modify
physiological functions by exerting a pharmacological, immunological or

metabolic action.

The approval to market a medicine in one, several or all European Union

Member States (depending on the authorisation procedure).

The company or other legal entity that has the authorisation to market a

medicine in one, several or all European Union Member States.

A medicine already on the market that serves as a benchmark for the

authorisation of a generic or biosimilar version of that medicine.

A means of extending the term of patent exclusivity for a new medicine
for a fixed period from the date of the first marketing authorisation in a

European Union Member State.

An intellectual property right that provides patent protection in EU
Member States that are party to the Agreement on a Unified Patent Court
(AUPC) through a single application to the European Patent Office. It is

formally known as a European patent with unitary effect.
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Unified Patent Court An international court set up through the Agreement on a Unified Patent
Court to deal with legal infringement and validity claims for European

patents, with and without unitary effect.

Unitary  Supplementary An intellectual property right that extends the duration of a patent in a
Protection Certificate Member State by up to five years, granted at European level

simultaneously for all countries that have ratified the AUPC.
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EXECUTIVE SUMMARY
Background to the study

On 27 April 2023, the European Commission published a set of legislative proposals concerning the
Supplementary Protection Certificate for medicinal products. Specifically, this concerns proposals for
a:

e Regulation on the unitary supplementary protection certificate for medicinal products, and

e Recast of the Regulation on the SPC for medicinal products, introducing a new centralised
procedure for the granting of national SPCs, as well as amendments to the current and
remaining national procedure for the grant of national SPCs.

These proposals follow the introduction of the Unitary Patent and of the Unified Patent Court,
stemming from the Agreement on a Unified Patent Court (AUPC), and intersect with various EU policy
and legislative developments in the pharmaceutical space.

The JURI Committee for the European Parliament commissioned a team of experts, led by Technopolis
Group, to conduct an analysis of the proposals and assess their potential impacts on access to
medicines in the European Union. This document presents the results of that study. It aims to assist
Members of the European Parliament in their assessment of the proposed Regulations.

The current SPC system

The Supplementary Protection Certificate (SPC) system was introduced by Regulation in the European
Union in 1992. Its main purpose is to provide additional protection to patent holders for up to 5.5 years
after the end of the basic patent, thereby allowing pharmaceutical companies more time to recover
their research investment. This protection is crucial as the extensive testing and lengthy regulatory
processes before medicinal products can be marketed eat into the patent’s term. The SPC system aims
to encourage pharmaceutical research and development, make the EU an attractive location for R&D
investments, harmonize the internal market, and create a homogeneous SPC system.

To be eligible for an SPC, a product must have a basic patent in force, have a marketing authorisation
in the EU, not have received a previous SPC, and be the first product with marketing authorisation in
the EU. The duration of an SPC is calculated by subtracting five years from the time between the patent
filing date and the marketing authorisation date, capped at a maximum of five years. An extension of
this with six more months is possible for products for which an agreed paediatric investigation plan has
been completed. The average duration of SPC protection is approximately 3.5 years. Whilst the
conditions for granting are regulated at the EU level, SPC applications are currently submitted to
national patent offices which assesses the application and grants or rejects it.

Despite the SPC Regulation's uniform criteria, national interpretations and practices vary across
Member States. This includes differences in granting SPCs, their scope, expiry dates, and the availability
of third-party observations. Transparency also differs among Member States, affecting the publication
of SPC information. This situation leads to duplication of work, high costs, and inefficiencies.
Furthermore, the territorial limitations of SPCs are seen as misaligned with the new unitary patent
system. To address these issues, the Commission is proposing the introduction of a unitary SPC and
amending the SPC Regulation.

Proposal for a new SPC system

The commission has explored five different policy options, ultimately settling on a combination of two
of the options: 1) a centralised procedure resulting in the grant of national SPCs in some or all Member
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States, and 2) a unitary procedure resulting in the grant of a single SPCin the Member States where the
basic unitary patent is in place. An application combining these two options will also be possible. The
current route of granting purely national SPCs will remain for nationally authorised products. Thus, with
the proposed additions, there will effectively be four routes to obtaining an SPC in the EU.

The unitary SPC

The introduction of the unitary SPC is motivated by that of the unitary patent. It follows that a unitary
SPC can be granted only for products protected by a unitary patent as the basic patent. This ensures
that the patent claims are identical across all Member States. A second condition is that the marketing
authorisation must have been granted through the EMA centralised procedure. All other requirements
remain the same as under the current Regulation. The duration of a unitary SPC s calculated the same
way as for a national SPC.

Applicants must apply for a unitary SPC with the EU Intellectual Property Office (EUIPO) within six
months of receiving marketing authorisation or after unitary effect has been attributed to the basic
patent. Applications can be filed in any official EU language. Application fees, as well as other possible
fees (e.g., appeals or renewals), must be paid to the EUIPO.

Once an application has been filed, the EUIPO first assesses the formal admissibility of the application.
Next, a central examination panel performs a substantive examination, focusing on eligibility
conditions for a unitary SPC. During this time, third parties, including Member States, can provide
written observations on the application's validity. The examination panel considers these observations
but is not obliged to incorporate them into their decision. If the panel finds conditions are met, a
positive examination opinion is issued; if not, a negative opinion is issued. The examination opinion is
translated into all official EU languages.

Third parties can initiate an opposition procedure within two months after the publication of a positive
examination opinion. Opposition applications are examined by an opposition panel and decided on
within six months. The panel’s decisions may be further appealed at the central level.

Once all processes for assessment, opposition, and appeal have been completed, the EUIPO decides
whether to grant or reject the unitary SPC application. A unitary certificate confers the same rights and
limitations as the basic patent in all Member States where the basic patent has unitary effect.

After granting, third parties still have the possibility to have an SPC invalidated, but only if it can be
demonstrated that specific conditions have not been, or are no longer, met. An action for a declaration
of invalidity must be filed before the EUIPO. Appeal against a decision to (not) declare an SPCinvalid is
possible at different levels, including the Boards of Appeal and the European General Court.
Counterclaims for invalidity can also be filed before the Unified Patent Court (UPC).

The centralised SPC application

Alongside the unitary SPC, the Commission is proposing a second route based on a centralised
assessment of applications, with a binding opinion issued by the examination authority. Centralised
SPCs can be applied for using a European patent without unitary effect as the basic patent, provided
the product has been authorised through the EMA's centralised procedure. Unlike unitary SPCs, which
are automatically valid in all countries participating in the unitary patent court, centralised SPCs may
be valid in only one or several Member States, depending on the countries mentioned in the SPC
application. Purpose of the centralised examination is to simplify the examination process and reduce
legal uncertainty.

12 PE 753.104
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Analogous to the unitary SPC application, centralised SPC applications must be submitted to the EUIPO
within six months of receiving marketing authorisation or after granting the basic patent. Applications
may be filed in any official EU language. The application content is similar to that for unitary SPCs but
includes a requirement to specify the Member States for which certificates are sought under the
centralised procedure. Application fees and possible procedural fees are payable to the EUIPO.

The EUIPO assesses applications for each designated Member State. It's possible that the application
may fulfil requirements for some but not all Member States, leading to a mix of positive and negative
examination opinions. As with the unitary SPC, substantive examination is performed by the central
examination panel, with provisions for filing written observations. The panel issues a binding opinion.
If this opinion is positive, the formal granting of the certificates is handled by the competent national
authority in each applicable Member State, following their respective national rules and procedures.
Member States can only decline issuing a certificate if material circumstances have changed since the
centralised application was filed.

Similar opportunities for opposition and appeal exist as for the unitary SPC. However, as separate
examination opinions are issued for each Member State to which the application refers, separate
proceedings must also be initiated for each opinion.

For centralised SPCs there is no provision for filing a declaration of invalidity at the EUIPO. Instead, such
proceedings must occur under the national law of the authority that granted the SPC and the territorial
scope of decisions on invalidity is limited to that jurisdiction.

Combined SPC applications

The SPC proposals include a third option, which effectively combines the unitary SPC route with the
centralised application. This option exists as not all EU Member States participate in the AUPC. Under
the combined application procedure, the SPC applicant must follow procedural routes and opposition
and appeal options for each of the two streams, i.e. the unitary SPC route to obtain an SPC for those
Member States that have ratified the AUPC, and the centralised non-unitary SPC route to obtain
national SPCs for those Member States that have not.

National SPCs

The proposals allow for the continued existence of purely national SPCs in much the same form as
currently. The procedure will, however, remain available only for products that a) have not been
authorised through the centralised marketing authorisation procedure or b) are protected by a
national patent. It is expected that, over time, this route will become largely obsolete.

Examination authority

The EUIPO has been put forward as the central examination authority for both unitary SPC applications
and centralised applications. For this, it must create a new SPC division, develop guidelines for practice
and appoint Boards of Appeal. It must also set up an examination panel, including qualified examiners
sourced from national patent offices or other competent authorities in two Member States. In the
composition of the panels geographic balance and workloads will be considered.

Intersection with the EU general pharmaceutical legislation

The SPC proposals were published alongside another major piece of legislative reform: the proposals
for revision of the EU general pharmaceutical legislation. The proposals for this intersect with the SPC
proposals at several points:
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e The 'sunset clause’ states that a marketing authorisation ceases to be valid if a medicine is not
placed on the Union market within three years of authorisation or if the medicine is no longer
actually present for three consecutive years. A marketing authorisation also needs to be
renewed after the first five years on the basis of a re-evaluation of the risk-benefit balance.
Triggering of the sunset clause or failure to renew the authorisation automatically results in
invalidation of the SPC. The current proposal for revision of the legislation intends to abolish
both clauses entirely. Conditions relating to market placement will instead become associated
with the duration of regulatory protections. While this change may allow SPC protection to
persist even if a product is not launched and enable strategic use of the system by innovators
to delay generic entry, the conditions for such use are rare. Moreover, new provisions in the
legislation may counteract such system manipulation.

e The proposed revisions intend to better balance incentives for innovation with conditions for
access and affordability, as well as better direct innovation to areas of greatest unmet medical
need. To do so, it is introducing changes to its system of regulatory protections, making their
duration conditional upon fulfilment of various criteria, including for market availability. Such
changes may shift the relative economic value of different forms of market protection,
potentially increasing the importance of SPC protection to innovators. They may also
encourage wider market launch and thus incentivise patent holders to apply for SPCs in a
greater number of countries, if not already covered by a unitary SPC.

e Changes to the conditions under which a waiver can be obtained from paediatric investigations
may result in a very small increase in the number of products eligible for the paediatric SPC
extension.

e The revision foresees expansions to both the mandatory and the optional scope for the
centralised procedure for marketing authorisation. However, as currently most innovative
products are already authorised through this route, this change is expected to have very little
impact on the number of products eligible for the unitary or centralised non-unitary SPC routes.

e The Commission intends to introduce a transferable data exclusivity voucher to reward the
development of priority antimicrobials. The voucher will extend regulatory protection by 12
months and is available for no more than 10 products over 15 years. This extension is most
valuable for products that would otherwise no longer be protected by any other form of market
protection, including an SPC, and is therefore of little consequence to the SPC proposals.

Potential impacts

Harmonisation and administrative simplification

One of the primary objectives of the proposals is to reduce divergence in granting decisions among
Member States. By introducing a unitary SPC and centralised assessment most differences in decision
outcomes would be eliminated, although some inherent differences may persist due to national factors
like patent types or marketing authorisations.

The proposals also aim to improve the quality of SPC certificates by centralising assessments and
relying on a shared pool of expertise. While this can enhance the rigour of examinations, criteria like
geographical balance among examiners could pose challenges in maintaining high standards.

The likelihood of litigation under the new system depends on several factors. While centralisation could
lead to higher-quality assessments and less litigation based on erroneous evaluations, the proposals
introduce new procedures for opposition, appeal, and invalidation, that may increase the use of legal
proceedings and concomitant costs.

14 PE 753.104



The potential impact of the unitary Supplementary Protection Certificate on access to health technologies

Administratively, the new system simplifies the application process for unitary SPCs by allowing a
single point of application and payment to the EUIPO. However, for non-unitary SPCs, the situation
remains complex as separate examination opinions for each country could lead to parallel opposition
and appeal proceedings. The introduction of a procedure for the declaration of invalidity by third
parties before the EUIPO might also add complexity to the system and increase litigation.

Cost implications

The Commission has estimated the cost implications of the proposals in an impact assessment. This
study has not independently examined the validity of these estimates. According to the Commission,
there will be no impact on the EU budget as the system will be self-funded from application fees. The
estimated EUR 1.5 million needed to set-up the EUIPO’s new functions will be financed from the EUIPO'’s
accumulated budgetary surplus. Recurring annual costs related to administrative processing,
examination, appeals, and system maintenance are expected to be around EUR 1.8 million.

Additional costs to applicants from higher application fees would typically be offset by savings on
maintenance fees and agent/attorney fees and reduced translation costs, resulting in a net cost saving.
However, for applicants seeking SPC protection in a relatively limited number of countries, the new
system could increase costs rather than produce savings.

Access to medicines

Access to innovative medicines is to a large extent determined by national market characteristics, such
as market size, availability of treatment alternatives and economic factors regarding pricing and
reimbursement. These factors lead to strategic decision-making by marketing authorisation holders
about where and when to launch a product. It is unclear how intellectual property rights, including
SPCs, and regulatory protections factor into this decision making, particularly as these are largely
identical in all EU Member States. It is therefore unlikely that current divergence in national practices
involving SPCs have played a significant role in the observed unequal access to innovative medicines
in the EU. Whilst administrative simplification may be helpful in making the EU a more attractive market
as a whole, the introduction of the unitary SPC and the centralised assessment will do little to address
underlying market factors. It is therefore not expected that the SPC proposals will significantly impact
access to innovative medicines. Proposed revisions to the EU general pharmaceutical legislation may
prove more relevant as a way of promoting equitable access to innovative medicines.

Concerning access to generic and biosimilar medicines, the SPC proposals may have some more
consequences even though the criteria that determine which products are eligible for some form of
SPC protection will remain largely the same. The duration of SPC protection is similarly not affected by
the proposals. The main impact that may be expected results from the territorial scope of protection
for unitary SPCs. At present generic entry is allowed from the moment the patent and any remaining
regulatory protections have expired, even if the reference product remains under SPC protection
elsewhere. However, the introduction of the unitary SPC would bring any country that has ratified the
AUPC automatically within the territorial scope of protection, including those countries where at
present SPC protection is often not sought. This could mean that generic entry remains prohibited even
when the reference product is itself not on the market. This may present a risk of further hindering
access to medicines in countries where access is already problematic. However, such markets may
remain unattractive even for generic manufacturers as long as SPC protection remains in other markets.

The new SPC system would increase the number of opportunities for generic manufacturers to oppose
or appeal granting of an SPC. If this results in fewer SPCs being granted, timely access to generic
medicines may increase, but the magnitude of this impact is uncertain. A further possible benefit of the
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proposed system is that centralised invalidation proceedings will synchronize access to generic
medicines among AUPC countries.

Transparency of information

The SPC proposals mandate the creation of public registers of both applications and certificates to
enhance transparency. These registers aim to provide open access, enabling third parties to access
information without charge. A separate, restricted, database will contain any supporting
documentation provided by applicants and third parties. This move towards publicly accessible
registers is significant, particularly for generic manufacturers. Currently, obtaining information on SPC
status across Member States is cumbersome and not readily available. A centralised register will
simplify this process, although some concerns have also been raised about the possible misuse of the
register to facilitate the prohibited practice of patent linkage.

Impact on healthcare budgets

The impact of the SPC proposals on Member States' healthcare budgets is closely linked to their effects
on access to generic and biosimilar medicines. The proposals could have both positive and negative
impacts on such access, depending on various factors. They may improve transparency and legal
certainty for generic manufacturers, facilitating market entry. However, the introduction of the unitary
SPC could also delay generic entry in some countries. The Commission estimated that this delay could
cost countries up to EUR 37 million annually. The Commission suggests these costs could be offset by
investments in research and development, but this is uncertain.

Regarding access to innovative medicines, administrative simplification may encourage marketing
authorisation holders to enter more markets. If so, this may raise costs to the health system through
inclusion of the medicines into the package of reimbursed care. However, improved availability of
innovative medicines is generally considered a positive development and national authorities still have
the autonomy to decide what treatments they will fund.

Recommendations

A set of recommendations has been developed, focusing narrowly on the unitary SPC and the
centralised assessment for SPC applications. Considerations concerning the SPC system more generally
were not within the scope of this study. Recommendations were formulated from the perspective of
the Pharmaceutical Strategy for Europe, in particular focusing on the strategy’s objectives to ensure
access to affordable medicines for patients and support competitiveness, innovation and sustainability
of the EU's pharmaceutical industry.

The recommendations offered are aimed at Members of the European Parliament to allow them to seek
clarification from the Commission on certain points or suggest amendments to the proposals.
Specifically, it is recommended:

e To monitor, in negotiations on the proposals for revision of the EU general pharmaceutical
legislation, the status of provisions aimed at increasing access to medicines in all Member
States. If such provisions are weakened, alternative provisions could be considered linking
eligibility for grant of an SPC to marketing obligations.

e Tomonitor, following the Regulations entering into effect, whether parties that obtain a unitary
SPC certificate use this right to block generic access in participating countries where the
reference product has not been offered for or placed on the market.

e To assess, based on results from the previous recommendation, the necessity of adding a
clause that unitary SPC protection applies only in markets where the holder of the unitary SPC
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has offered the product to the market within a specified time of the SPC protection taking
effect.

e To review the necessity for the multitude of opposition and appeal procedures available and,
where justified, reduce these. In particular, the added value of the central application for
declaration of invalidity at the EUIPO should be carefully considered, given that there is already
a possibility to invalidate the unitary SPC before the Unified Patent Court.

e To allow applicants to convert an SPC application into a centralised SPC application for those
countries where the conditions for a unitary SPC are not fulfilled.

e Torequest the Commission to update and further explain its estimates for the set-up costs for
the EUIPO. Additionally, the Commission together with the EUIPO could outline an action plan
for development of the needed capacity at the EUIPO to ensure the continuity and quality of
the system, including a risk management plan.

e To request clarity from the Commission on the levels of compensation to NPOs resulting from
the transfer of responsibilities to the EUIPO.

e To request further clarification from the European Commission on how it intends to balance
assurance of the highest quality standards in the examination with geographic balance.

e Toconsider whether SPC examiners should be precluded from serving on the Boards of Appeal.

e To request further clarification from the Commission on how it has prepared its cost estimates
for applicants, including underlying assumptions about the frequency of use of procedures. If
estimates must be revised upwards, carefully consider the impact of this on SMEs.

PE 753.104 17



IPOL | Policy Department for Citizens' Rights and Constitutional Affairs

1. GENERAL INFORMATION

1.1. Background to this study

In the European Union (EU or ‘the Union’), medicinal products can be temporarily protected from direct
competition by multiple forms of market protection. One of these is the so-called Supplementary
Protection Certificate (SPC), which effectively grants the holder an extension of the patent protection
by a maximum of 5 years. The conditions for granting of an SPC and the rights conferred by the SPC
have been laid down in a European Regulation (Regulation (EC) No 469/2009". This Regulation has in
recent years been the subject of several evaluative studies, leading to recommendations for its revision.
In parallel to these developments, in 2020 the European Commission (EC or ‘the Commission’)
presented a new Action Pan on Intellectual Property to strengthen the EU’s economic resilience.

Against this backdrop, on 27 April 2023, the Commission published a set? of proposals for a:

e Regulation on the unitary supplementary protection certificate for medicinal products® (‘the
unitary SPC proposal’); and

e Recast of the Regulation on the SPC for medicinal products, introducing a new centralised
procedure for the granting of national SPCs* (‘the recast proposal’), as well as amendments to
the current and remaining national procedure for the grant of national SPCs.

These two proposals are in this report jointly referred to as ‘the SPC proposals’. The proposals follow
the introduction of the Unitary Patent (UP) and of the Unified Patent Court (UPC) through the
Agreement on the Unified Patent Court (AUPC), which entered into force on 1 June 2023. They also
intersect with various EU policy and legislative developments in the pharmaceutical space, including
the EU Pharmaceutical Strategy® and the revision of the EU general pharmaceutical legislation®.

1.2. About this study

This study offers an overview of the content of the SPC proposals and provides insight into their
potential impacts on access to medicinal products’. The analysis aims to assist Members of the
European Parliament in their assessment of the proposed Regulations.

' Regulation (EC) No 469/2009 of the European Parliament and of the Council of 6 May 2009 concerning the supplementary
protection certificate for medicinal products.

2 Two further proposals were published that are similar in nature to those here discussed but that specifically deal with
plant protection products.

3 Proposal for a Regulation of the European Parliament and of the Council on the unitary supplementary certificate for
medicinal products, and amending Regulation (EU) 2017/1001, Regulation (EC) No 1901/2006 as well as Regulation (EU)
No 608/2013, COM(2023) 222.

4 Proposal for a Regulation of the European Parliament and of the Council on the supplementary protection certificate for
medicinal products (recast), COM(2023) 231.

> The pharmaceutical strategy for Europe was published in 2020 (European Commission, 2020c).

5 Proposals for a new Directive and a new Regulation, jointly making up the EU general pharmaceutical legislation, were
published on 26 April 2023 (European Parliament & European Council, 2023a, 2023b).

7 In the Request for Proposals for this study, the phrase ‘access to health technologies’ was used. However, health
technology is a broader concept that does not align with the scope of protection conferred by an SPC (which applies only
to medicinal or plant protection products). Therefore, in the remainder of this report the phrases ‘access to medicinal
products’ and ‘access to medicines’ have been used instead.
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The scope of this analysis covers the potential impact on access to medicines for human use® resulting
from the introduction of the newly proposed SPC regime. Aspects that have been excluded from the
analysis are:

e Plant protection products: the Commission simultaneously published two parallel SPC
proposals pertaining to plant protection products (European Commission Directorate-General
for Internal Market, 2023a, 2023b). However, this study focuses only on medicinal products.

e Medical devices or other forms of health technology that do not fall under the scope of
protection of the SPC Regulation.

e Other changes to the EU Intellectual Property framework affecting medicines, such as the
Proposal for a Regulation on compulsory licensing for crisis management (Directorate-General
for Internal Market, 2023)°.

e Potential, but as yet unknown, changes to other aspects of the pharmaceutical system,
resulting from either EU legislation or from national legislation and policies. Some
consideration has been given to changes that have been proposed to the EU general
pharmaceutical legislation.

This report principally focuses on changes in the SPC system compared to the present situation, that is:
on the introduction of the unitary SPC procedure and the new centralised assessment procedure for
the granting of national SPCs. While the already existing national procedure for the grant of national
SPCs is retained under the new proposals (but with a much narrower scope of application than in its
current format, where it is the only procedure available for the grant of a SPC), this study will discuss
the national procedure only to the extent that it is relevant for the purposes of the present report.

1.3. Methodology and limitations

The analysis presented in this paper is based on a conceptual assessment of potential impacts rather
than on empirical data, as the SPC proposals have not yet been adopted and implemented. The
reasoning has been derived from a literature analysis of the current system of SPCs and various
proposed models for a (unified) SPC, as well as position papers, summarised responses to public
consultations submitted to the European Commission and relevant legislative proposals.
Conversations with a limited number of experts in the field have aided the study team in identifying
and interpreting key documentation, but no stakeholder consultation was conducted.

Although the proposals provide a detailed framework for the new SPC system and its implementation,
several important uncertainties remain:

e Whether the proposals will undergo further revisions.
e When the finalised Regulations will come into force.

e How the Regulations, including any safeguard provisions, will be interpreted, and
implemented.

8 Although the Regulations would apply to medicinal products for both human and veterinary use, the impact on veterinary
medicinal products has not been explored specifically.

9 This proposal provides for the scope of the Union compulsory licence, covering both patents and SPCs. The Union
compulsory licence would apply equally to national patents, European patents and European patents with unitary effect
and will extend to the SPC “where such protection is granted when the patent expires during the duration period of that
compulsory licence. [...] It should also apply to a supplementary protection certificate in isolation where the licence is
granted after the expiry of the patent” (Directorate-General for Internal Market, 2023).
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Whether the Regulations will lead to national court proceedings, for instance regarding the
division of powers between Member States and the EU.

Whether the UPC system will encounter legal problems.
Whether additional Member States will ratify the AUPC.

What impact recently proposed changes to regulatory protections in the revision of the EU
general pharmaceutical legislation would have.

To what extent pharmaceutical innovators will use the Unitary Patent system and the
associated Unitary SPC.

When the EUIPO will be ready to perform its new duties as outlined in the SPC proposals,
including organisational, logistical, and procedural considerations, as well as potential issues
with associated computer systems.

All such factors may affect the likelihood, size and even direction of the potential impacts discussed in
this paper. Throughout this paper, these factors have been considered to the extent deemed relevant
and possible without delving too far into speculation.

It is also worth noting that some of the potential impacts on access to medicines resulting from the
introduction of a unitary SPC are not expected for some time, given the start date of the unitary
patent'. It is therefore possible that, during this time, there may be changes in the way medicines are
developed, approved, or financed that could impact access to medicines or place SPCs in a different
policy context. Such changes have not been considered for this study.

In the absence of underlying empirical data and without further consultation with stakeholders, any
assessment of potential impacts presented in this paper solely reflects the opinions and estimations of
the study authors.

10

The unitary patent system entered into force on 1 June 2023. From that point, and for the very large majority of patents,
some time will elapse before applications and grants for unitary patents commence. While a unitary SPCs has to be applied
for within 6 months of the granting of the relevant marketing authorisation for the medicinal product protected by the
basic patent, the SPC itself will not come into force until the end of the legal duration of the basic patent: after 20 years.
Impacts on administrative elements and the rigour of assessment may become more apparent prior to this point in time.
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2. THE PHARMACEUTICAL SYSTEM IN THE EU

To better understand the role that intellectual property protection, and in particular the SPC, play in
the innovation of and access to medicines, it is helpful to briefly reflect on the composition and
characteristics of the pharmaceutical value chain that connects between research and the moment a
patient is dispensed their medicine.

2.1. Pharmaceutical research and innovation

The development of innovative medicines is a lengthy, complex process involving many parties. It
begins with basic research to understand disease mechanisms and identify potential targets for
medicines. This research is often done by universities and research institutes and is publicly funded.
Once a promising target is identified, compounds that interact with these targets are synthesised or
isolated. These compounds undergo further development to optimise their impact. These steps may
happen at public organisations but often are done by private companies with large compound libraries
and high through-put screening capabilities.

The best lead compounds are then subjected to multiple rounds of development to optimise their
interaction with the target and filter out suboptimal leads (“lead optimisation”). Candidate medicines
will be examined in cell and animal models to assess their activity against the disease, toxicity, and
behaviour in the body. This preclinical development helps determine the suitable form and dosage for
human use.

The most resource-intensive and complex stage is testing the medicine in humans, first in healthy
volunteers and then in patients. These clinical trials are usually conducted by private research
organisations contracted by pharmaceutical companies, but often also involve public (academic)
hospitals. It is typically on the basis of the clinical trial results that a regulator decides whether a
medicine is sufficiently effective and safe to be admitted onto the market." The entire development
process, from lead identification to completion of clinical trials, takes around 14 years on average, with
an additional 1 to 2 years for assessment and approval (Kalindjian et al., 2022)."?

"It is not always be possible, for instance in the case of very rare diseases, to conduct large scale (Phase 3) clinical trials. In
such cases, a regulator may decide to (conditionally) approve a medicine on the basis of data generated in the preclinical
phase and from early clinical trials.

12 Shorter timeframes are possible through separate mechanisms for accelerated assessment for products of major interest
for public health and therapeutic innovation. For instance, during the COVID-19 pandemic, the timeframe for candidate
vaccines was substantially reduced, with clinical trials and marketing approval being finalised within less than 12 months.
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Figure 1: Stages of medicinal product development
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While the above describes the typical linear model of medicinal product development, other routes are
becoming more common. For instance, new research into already existing medicines may show that
these medicines can also be used for treatment of other conditions than those for which the medicine
was developed, a process known as repurposing or repositioning. In this case, the initial stages of the
development process can be skipped and only (pre-)clinical testing is required. Consequently, the
development costs for a repurposed medicine can be substantially lower than for entirely new
chemical entities.

2.2. Therole of intellectual property

Development of new medicines is very costly, with costs increasing sharply in later stages of the
process. The total capitalised costs for development for a single approved medicine are thought to be
between EUR 2.2 billion and EUR 3.0 billion (Kalindjian et al., 2022). A large part of these costs is incurred
during the clinical trial stage. Although the costs for conducting clinical trials depend strongly on,
among other factors, the numbers of patients and research sites involved, estimates put these in the
range of EUR 45 million to EUR 210 million (DiMasi et al., 2016; Moore et al., 2020).

Pharmaceutical development also carries a high risk of failure: the large majority of compounds that
are identified in the early development stages never make it to market. This risk, linked with the
progressively high investments needed at subsequent stages of the development process, means that
most new medicines are brought to market by large pharmaceutical companies. Nonetheless, small
and medium-sized enterprises (SMEs) play an increasingly important role in the pharmaceutical R&D
ecosystem, particularly in discovery, preclinical and early-stage clinical development.’

Because of the high investment need and the substantial risk of failure, it is important for product
developers that they can recoup their investments through the profitable sale of successfully
developed products. Patents and other forms of market protection play a key role in this because they
give the company a (temporary) exclusive right to sell their product, free from direct competition.

3 For instance, the SME BioNTech SE played a crucial role in the development of a COVID-19 vaccine (in Europe marketed
under the name Comirnaty). For this, it entered into a partnership with Pfizer Inc to carry out clinical trials, and to gain
access to the manufacturing and commercialisation capabilities of the latter.
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Practically all new active substances'* are under patent protection when they come to market. Patent
protection is usually sought during the stages of lead optimisation or preclinical development.
However, the holder of the patent need not be the same party that takes the compound through
further stages of development: it is not uncommon for pharmaceutical companies to license-in the
rights to develop and manufacture a medicine from the patent holder. In this case, the patent holder
may receive milestone payments during the development process and, if the product is successfully
brough to market, royalties derived from sales. It is thus possible that a patent on a medicine is still held
by a university or SME but that the product is produced and sold by a large pharmaceutical company.

Whilst patents are arguably the most important form of intellectual property for pharmaceutical
companies, in the EU other forms of market protection exist that have been introduced with the
intended aim of incentivising innovation. The following sections provide an overview of all the different
forms of market protection that can apply to medicinal products marketed in the EU.

2.2.1. Patents

The primary form of market protection for medicines is the basic patent. A patent protects an
innovation and grants the holder a time-limited market exclusionary right in exchange for access to
the underlying intellectual property once the patent expires. To obtain a basic patent, an applicant
must demonstrate that the invention, which is to solve a technical problem, is new, i.e., not something
already known. In addition, it must involve an inventive step, i.e., show that the proposed solution is
not obvious to an expert in the field. Eventually, it must be possible to commercially exploit the
invention, and the invention must not be something that is on a list of subject matter that is by
definition not patentable (such as scientific discoveries). Lastly, the invention must be enabled,
meaning that it must be disclosed in such a way that a person skilled in the art (which is the abstract
reference person who studies inventions) can carry out the invention without undue burden or
inventive skill. For instance, lack of any experimental data in the patent application may (but that will
not always be the case) lead to a refusal to grant the patent, because the invention in the patent
application is not sufficiently disclosed.

If these criteria are fulfilled, the granted patent provides its holder with exclusion rights, meaning that
it can forbid, for instance, the sale or importation of products that contain the invention for a limited
period of time. The maximum time limit (term) is 20 years. To keep the patent valid, patent holders
must pay annual renewal fees that increase with the running time of the patent. This provides an
incentive not to hold patents until the end of their maximum term. For this, and other reasons, patents
in most technology fields are often not kept for the full 20 years. However, the specific characteristics
of the pharmaceutical market, such as that a product may be granted authorisation to enter the market
only towards the later phases of the patent term, make it more likely that the patent is maintained for
the full term. In the EU, medicinal products can be protected by either a national or a European patent
with or without unitary effect. The following sections provide an overview of these three patent types.

4 A’new active substance (NAS)’ is: “a chemical, biological or radiopharmaceutical substance not previously authorised in a
medicinal product for human use in the EU; an isomer, mixture of isomers, a complex or derivative or salt of a chemical
substance previously authorised in a medicinal product for human use in the EU but differing significantly in properties
with regard to safety and/or efficacy from that chemical substance previously authorised; a biological substance
previously authorised in a medicinal product for human use in the EU, but differing significantly in properties with regard
to safety and/or efficacy which is due to differences in one or a combination of the following: in molecular structure, nature
of the source material or manufacturing process; a radiopharmaceutical substance which is a radionuclide, or a ligand not
previously authorised in a medicinal product for human use in the EU, or the coupling mechanism to link the molecule
and the radionuclide has not been authorised previously in the EU” (European Commission Health and Food Safety
Directorate-General, 2019).
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a. National patents

National patents are assessed and granted by each Member State separately and need to be
maintained - through payment of annual renewal fees — nationally. They can be litigated in national
courts.

b. European patents

Since 1978, the European Patent Convention allows the European Patent Office (EPO) to assess and
grant a ‘European patent’ on behalf of all participating countries. After granting, a European patent falls
apart in a ‘bundle’ of national patents that then need to be individually validated in each of the EPO
Member States to remain in force.' In recent years, the number of applications for European patents
on pharmaceuticals has risen sharply: from between 5,000 and 6,000 annually in the period 2013-2016
to over 9,000 in 2021 and 2022 (European Patent Office, 2023).

In 2013, a special form of the European patent was introduced by means of two EU Regulations’,
accompanied by the Agreement on a Unified Patent Court (AUPC)."” These introduced the so-called
European Patent with unitary effect, or unitary patent. The unitary patent entered into force on 1 June
2023, together with the AUPC.

Table 1: Types of basic patents for medicinal products in Europe
Assessment Granting body | Geographic scope of | Payment of costs Litigation
body patent registration
National patents  National body National body One Member State Annual renewal Court at
in Member in Member fees paid per Member State
State State country level
European patent European Granted by In each country Annual renewal Unified Patent
without unitary Patent Office EPO, validated individually after a fees paid per Court (unless
effect (‘European by national common granting country post opted-out) /
patent’) body in procedure, in up to 39 grant Court at
Member States countries'® Member State
level
European patent European European Registered in up to 25 Annual renewal Unified Patent
with unitary effect Patent Office Patent Office Member States'® fees paid for all Court
(‘'unitary patent’) simultaneously countries in one

transaction

Source: The authors based on their knowledge and (EP & C Patent Authorities, 2023; European Commission, 2022).

15 Art. 2(2) European Patent Convention, https://new.epo.org/en/legal/epc.

16 EU Regulation on implementing enhanced cooperation in the area of the creation of unitary patent protection (Regulation
No 1257/2012) and the EU Regulation on implementing enhanced cooperation in the area of the creation of unitary patent
protection with regard to the applicable translation arrangements (Regulation No 1260/2012).

7 Agreement on a Unified Patent Court, OJ C 175, 20.6.2013, p. 1-40.

18 Currently, these are the 27 European Union Member States plus several other countries (e.g., Norway, Switzerland, and
Turkey).

9 Only in participating Member States. Currently, these are: Austria, Belgium, Bulgaria, Cyprus, Czech Republic, Denmark,
Estonia, Finland, France, Germany, Greece, Hungary, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, the Netherlands,
Poland, Portugal, Romania, Slovakia, Slovenia, Sweden. Coverage by the unitary patent also depends on whether the AUPC
has been ratified: currently 17 out of 25 countries which are signatories to the AUPC have done so. See:
https://www.epo.org/applying/european/unitary/unitary-patent.html.
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The Commission reasons that the unitary patent will make it possible to obtain patent protection in all
Member States party to the AUPC through a single application to the EPO, with the aim to make “access
to the patent system easier, less costly and legally secure”, and eliminate the complexity of the current
system (European Parliament & European Council, 2012). As the unitary patent procedure came into
force during the writing of this study, the success of these aims cannot yet be determined.® All EU
Member States, apart from Croatia and Spain, have signed the AUPC. Out of these 25 countries, at the
time of analysis 17 had also already ratified the AUPC.?' Figure 2 indicates which Member States have
signed, or signed and ratified, the AUPC and which of these countries are also part of the European
Patent Convention.

Figure 2: Member States: European Patent Convention and AUPC?*
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[l EPC Member & UPCA signed
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["] non-EU EPC Member

Created with mapchart.net

Source: The authors, based on (European Patent Office, 2022; Unified Patent Court, 2023)
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According to a statement on the website of the UPC, the “Court has 23 cases, consisting of 6 protective measures (more
specifically, 4 applications for provisional measures; 2 applications to preserve evidence), 3 Revocation actions and 14
Infringement actions. The Court also received 236 protective letters.” Statement 29 June 2023, see https://www.unified-
patent-court.org/en/news/communication-7th-upc-administrative-committee-meeting-26-june-2023 (last visited 13 July
2023).

Signature of an international treaty signifies the intention to comply with the treaty, and is non-binding. Ratification of an
international treaty signifies the country in question will be bound by the treaty after national approval is given
(procedures for this differ per country) and is binding.

EPC Member & AUPC ratified: Austria; Belgium; Bulgaria; Denmark; Estonia; Finland; France; Germany; ltaly; Latvia;
Lithuania; Luxembourg; Malta; the Netherlands; Portugal; Slovenia; Sweden.

EPC Member & AUPC signed: Cyprus; Czechia; Greece; Hungary; Ireland; Romania; Slovakia.

EU EPC Member: Croatia, Spain, Poland.

Non-EU EPC Member: Albania; Iceland, Liechtenstein; Monaco; Montenegro; North Macedonia; Norway; San Marino;

Serbia; Switzerland; Turkey; United Kingdom. Non-EU countries part of the EPC cannot join the UPC or the UP. European
patents issued by the EPO need to be ratified in each country individually.
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Figure 3 illustrates how a unitary patent procedure progresses: a European patent will be granted by
the EPO, and after granting, the applicant can request unitary effect. Once a European patent is
granted, the patent has two pathways: as a unitary patent in AUPC countries or, for those Member
States which have not ratified the AUPC, validated into the respective Member State?. There is,
therefore, a single European Patent examination procedure (and opposition/appeal procedures)
managed by the EPO, which can culminate in the grant of a European patent split into various territorial
scopes.

The entry into force for the unitary patent concurs with the start of operations by the Unified Patent
Court (UPC), an international court set up to deal with legal infringement and validity claims for unitary
(exclusive jurisdiction) and European patents.>* However, the UPC has no jurisdiction over European
patents that have been opted-out from unitary effect by the patent holder before any action has
already been brought before the UPC.%

The unitary patent is different from the European patent without unitary effect in that the patent will
be registered in all participating Member States simultaneously, as opposed to requiring individual
Member States to grant or validate the patent. Box 1 summarises the key differences between
European patents with and without unitary effect, whilst Figure 3 shows the routes for obtaining a
traditional European patent (in grey) or, alternatively, for obtaining a European patent with unitary
effect (in blue).

2 Here the European patent becomes a national patent after grant and needs to be validated into each European Patent
Court Member State. Otherwise the patent lapses.

24 Shared jurisdiction with national courts during the transitional period of seven years, which may be extended with another
period of seven years (Art.83(1) AUPC.

25 Art. 83(3) AUPC.
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Box 1: Difference between a traditional European patent and a European patent with unitary
effect

In line with Art. 2(2) of the European Patent Convention, a traditional European patent, once granted, falls apart in a bundle
of national patents. The European patent then becomes a national patent in each of the designated countries and will need
to be validated in line with national procedures and requirements. Renewal fees must also be paid at the national level.
The European patent system has a centralised examination and grant procedure at the European Patent Office, and there
are central Opposition and Appeal proceedings. Decisions by any of these instances affect the European patent for the
entire territory of the Member States of the European Patent Convention (currently 39). Invalidity proceedings of a
European patent post-grant, and if not already subject to a central Appeal procedure, will need to be litigated at the
national court level, as are infringement claims, injunctive relief, etc.

A unitary patent is also a European patent and is filed for in the same way as a traditional European patent. However, after
granting of the patent, the applicant may request unitary effect within one month after grant of the European patent. That
is why the official denomination is “European Patent with unitary effect” (EPUE). The unitary effect means that the unitary
patent becomes subject to a single renewal fee and that it can be revoked in one court action before the Unified Patent
Court for the whole of the territory.? The patent no longer needs to be validated in each country designated in the
European patent application, apart from those that do not take part in the enhanced cooperation unitary patent system
where national validation will still be required. A unitary patent is subject to the same examination procedure, and central
Opposition and Appeal proceedings as a traditional European patent.

Unlike the traditional European patent, a unitary patent can become the subject of central infringement and invalidity
claims at the Unified Patent Court (which may issue injunctive relief for the entire territory). This court has exclusive
jurisdiction over unitary patents, with the exclusion of national jurisdictions, but only for legal issues which are listed under
the exclusive competences in the AUPC (Art. 32 AUPC). Some legal issues, such as compulsory licensing, arguably also
entitlement proceedings (who has in fact the rights to the invention claimed in the patent application), and probably also
independent claims relating to Standard Essential Patents (SEPs) and FRAND licensing terms, remain at the level of national
jurisdictions.

Figure 3: Overview of procedures for obtaining a European patent

@ European Patent Office National Patent Offices

Search & examination
procedure

Bundle
National patent Country A

—  Grant phase = —T—» National validation — National patent Country B

3 months after grant

Request for unitary effect

3w s e g

National patent Country Z

Source: The authors. Top = Procedure resulting in a traditional European patent. Bottom = Procedure resulting in European
patent with unitary effect (in blue).

2% According to the legal framework upon which the unitary patent system has been built, patents can only have unitary
effect in those Member States that have ratified the AUPC (at the time of writing this includes 17 Member States).
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2.2.2. Additional forms of market protection

For most other patent-protected innovations, patent expiration marks the point where competition
may emerge and, as a result, prices begin to fall.”’ Medicines, however, can be protected further by
several other forms of market protection offered by the EU legislative framework.

e Supplementary Protection Certificate (SPC): SPCs for medicinal products offer patent
holders up to five years of additional protection against generic competition after expiration
of the basic patent, with a possible one time ‘paediatric extension’ of six months, subject to
compliance with an approved Paediatric Investigation Plan (PIP)(European Commission,
2009; European Parliament & European Council, 2006). The certificate was introduced to
compensate for the loss of effective patent protection term incurred between patent filing and
regulatory approval (See section 2.1). The SPC is at the heart of this analysis and will be
explained in more detail in Chapter 3 of this report.

e Data exclusivity and market protection: The current EU general pharmaceutical legislation
grants marketing authorisation holders an eight-year period of data exclusivity and a further
two years of marketing protection®, starting from the moment of global marketing
authorisation? (European Parliament & European Council, 2004). As long as the product is
under data exclusivity, no applicant for another marketing authorisation may refer to the
submitted data supporting the regulatory assessment. Regulatory agencies may not validate
any application for a generic, hybrid or biosimilar version of the referenced product. After this
period, developers of such products may refer to the data to support their own applications,
but their products may still not be allowed on the market even after having been authorised
by virtue of an additional two years of market protection. A further one year of market
protection can be obtained if, during the first eight years, the marketing authorisation holder
obtains an authorisation for one or more new therapeutic indications previously assessed to
deliver significant clinical benefits compared to existing therapies.*° This system of consecutive
regulatory protections is often referred to by the ‘8+2+1’ formula. In a recent proposal for
revision of the EU general pharmaceutical legislation, important changes have been proposed
to the duration and conditions for obtaining these forms of protection (see Section 5.2.2).

e Orphan market exclusivity: To incentivise the development of new medicines for rare
diseases (‘orphan medicines’), the European Orphan Regulation offers developers of

27
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In other innovation-driven sectors, it is not uncommon even for price reductions to precede patent expiry as a result of
competition from other innovations that are not covered by the patent (i.e. that use alternative technologies) or because
the natural product life cycle is shorter than the term of the patent. However, for medicines, this is not usually the case.

Art. 14(11): “Without prejudice to the law on the protection of industrial and commercial property, medicinal products for
human use which have been authorised in accordance with the provisions of this Regulation shall benefit from an eight-
year period of data protection and a ten-year period of marketing protection, in which connection the latter period shall
be extended to a maximum of 11 years if, during the first eight years of those ten years, the marketing authorisation holder
obtains an authorisation for one or more new therapeutic indications which, during the scientific evaluation prior to their
authorisation, are held to bring a significant clinical benefit in comparison with existing therapies.”

The Global Marketing Authorisation (GMA) contains the initial authorisation and all variations and extensions thereof, as
well as any additional strengths, pharmaceutical forms, administration routes or presentations authorised through
separate procedures, including in different Member States within the EU, and under a different name, granted to the
holder of the initial authorisation. Where a product is initially authorised nationally and, subsequently, an additional
strength, pharmaceutical form, administration route or presentation is authorised through the centralised procedure, this
is also part of the same GMA (Article 6(1) second subparagraph of Directive 2001/83/EC).

Directive 2001/83/EC additionally allows one year of exclusivity on the data submitted to support authorisation for a new
therapeutic indication for a well-established substance, or for a change in classification, provided significant new tests or
trials were carried out (Articles 10(5) and 74(a) respectively).
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designated orphan medicinal products®' a ten-year period of market exclusivity during which
the European Medicines Agency (EMA) will not consider any other application for a similar
medicine for the same condition, unless considered safer, more effective, or otherwise clinically
superior (European Parliament & European Council, 1999)32. The period can be extended by
two years if results from all studies agreed in a Paediatric Investigation Plan (PIP) have been
submitted (European Parliament & European Council, 2006). If a medicine is approved for use
in more than one orphan indication, separate periods of orphan market exclusivity can be
granted for each indication. Under the proposed revisions to the EU general pharmaceutical
legislation, changes are foreseen also to the duration and conditions for obtaining orphan
market exclusivity (see Section 5.2.2).

e Paediatric SPC extension: To encourage further research supporting the development of
medicines suitably adapted for use in children, the Paediatric Regulation** obliges
pharmaceutical developers to submit a Paediatric Investigation Plan, outlining plans to
conduct the necessary studies to assess whether and how the product may be suitable for
children use. The PIP is requested by, and must be agreed with, the EMA. The obligation for a
PIP may be waived for products where such studies are not deemed relevant or appropriate. In
exchange for completing all agreed investigations and making the results available, developers
receive a six-month extension of the SPC*>. Orphan medicines are excluded from the right to
the paediatric SPC extension. Instead, developers of designated orphan medicines for which a
PIP has been completed may receive a two-year extension of the orphan market exclusivity, as
indicated above. It is, however, still possible to obtain a paediatric SPC extension on a product
that has previously been designated as an orphan medicine, if its orphan designation has either
expired or been withdrawn.

31
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In the EU, a medicine can receive a designation as an orphan medicinal product if, after evaluation, it is considered to meet
the following criteria: 1) it must be intended for the treatment, prevention or diagnosis of a disease that is life-threatening
or chronically debilitating; 2) the prevalence of the condition in the EU must not be more than 5 in 10,000 or it must be
unlikely that marketing of the medicine would generate sufficient returns to justify the investment needed for its
development; 3) no satisfactory method of diagnosis, prevention or treatment of the condition concerned can be
authorised, or, if such a method exists, the medicine must be of significant benefit to those affected by the condition.

Art.8(1): (1) “Where a marketing authorisation in respect of an orphan medicinal product is granted pursuant to Regulation
(EEC) No 2309/93 or where all the Member States have granted marketing authorisations in accordance with the
procedures for mutual recognition laid down in Articles 7 and 7a of Directive 65/65/EEC or Article 9(4) of Council Directive
75/319/EEC of 20 May 1975 on the approximation of provisions laid down by law, regulation or administrative action
relating to medicinal products(7), and without prejudice to intellectual property law or any other provision of Community
law, the Community and the Member States shall not, for a period of 10 years, accept another application for a marketing
authorisation, or grant a marketing authorisation or accept an application to extend an existing marketing authorisation,
for the same therapeutic indication, in respect of a similar medicinal product.”

Art. 37: “Where an application for a marketing authorisation is submitted in respect of a medicinal product designated as
an orphan medicinal product pursuant to Regulation (EC) No 141/2000 and that application includes the results of all
studies conducted in compliance with an agreed paediatric investigation plan, and the statement referred to in Article
28(3) of this Regulation is subsequently included in the marketing authorisation granted, the ten-year period referred to
in Article 8(1) of Regulation (EC) No 141/2000 shall be extended to twelve years. The first paragraph shall also apply where
completion of the agreed paediatric investigation plan fails to lead to the authorisation of a paediatric indication, but the
results of the studies conducted are reflected in the summary of product characteristics and, if appropriate, in the package
leaflet of the medicinal product concerned.”

Regulations (EC) No 1901/2006 and No 1902/2006.

Art. 26(3): “For products falling within the scope of the requirement to submit paediatric data, if all the measures included
in the agreed paediatric investigation plan are complied with, if the product is authorised in all Member States and if
relevant information on the results of studies is included in product information, a reward should be granted in the form
of a 6-month extension of the supplementary protection certificate ...". Importantly, the grant of the extension is not
conditional upon the results of these investigations themselves. Thus, the extension can be granted even if the results
show that the medicine is not suitable for paediatric use.
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The multitude of protections available in the EU and the ability for some of these to co-exist creates a
complex landscape of exclusive rights (Figure 4). It is important to understand, though, that while the
different forms of exclusivity complement each other, their scope of protection narrows: the protection
provided by the basic patent in the first 20 years has the widest scope, whilst the scope of subsequent
SPC protection and regulatory protections is more limited to specific contexts (visualised below by the
width of the boxes for each form of protection).

Figure 4: System of intellectual property and regulatory protections on medicinal
products in the EU
Patent application {t=0) GMA {t=10v) End of patent Ife {t=20y) Expiry SPC{t=25v)
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Base patent on substance X

GMA =Global Marketing Authorisation
MA = Marketing Authorisation
ME  =Market exclusivity
B MP  =Market protection
MP-NI =1 YR additional MP for registered new indication with significant Market exclusivity orphan indication 2 (10 YR)
clinical benefit
PE  =Paediatric Extension
PED =2 YR additional ME for compliance with agreed PIP
SPC  =Supplementary Protection Certificate

Source: Adapted from (de Jongh et al., 2018) taking recent case law into account (CJEU C-673/18 - Santen).

2.3. Access to medicinal products

After a medicine has been successfully developed and patented, it cannot immediately be placed on
the EU market. Instead, a medicine must go through a sequence of processes and decisions aimed at
ensuring their quality, safety, and efficacy?®, and bringing the right product to the right person at the
right time.

Firstly, all medicines require a marketing authorisation before they can be placed on the market. To
obtain a marketing authorisation, pharmaceutical companies must provide clinical evidence and other
information to a designated competent authority.?” On the basis of that evidence, the authority
evaluates the quality, safety, and efficacy of the product before deciding whether to grant a marketing
authorisation. In the EU, there are several pathways for obtaining a marketing authorisation system and
the authorisation can apply to one, several, or all Member States (Table 2).

36 Efficacy refers to the capability of a medicine under ideal conditions (controlled), whereas effectiveness refers to the
capability of a medicine in normal clinical conditions (not controlled).

37 A competent authority means an organisation that has the legal power to perform a designated function. With regards to
the authorisation of medicines in the EU market, this function can be fulfilled by either a national authority or by the
European Medicines Agency.
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For innovative medicines, by far the most common authorisation route nowadays is the ‘centralised
procedure’.® This route is mandatory for several classes of medicines®, including all oncology
medicines, vaccines, orphan medicines, ATMPs* and medicines derived from biotechnology
processes, and optional for others*'. Under the centralised procedure, the assessment is performed by
the EMA, in consultation with experts, healthcare professionals and patients. The authorisation is valid
in all Member States. Currently, the European Commission issues an average of 88 centralised
marketing authorisations per year (European Commission, 2023b).

Alternatively, companies may apply for authorisation in one or more Member States through a national
procedure. The application is then assessed by a national competent authority rather than by the EMA.
A medicine not yet authorised in the EU can be authorised in several Member States simultaneously
through the decentralised procedure. An authorisation issued in one Member State can also be
recognised in another without the need to repeat the scientific assessment by use of the Mutual
Recognition Procedure. This process can be repeated to obtain authorisation in multiple Member
States. Most generic and non-prescription medicines in the EU are assessed and authorised through a
national route.

Table 2: Marketing authorisation pathways in the EU

Source: European Medicines Agency*

Assessment / Scientific Granting body Product scope Geographic scope
evaluation

Centralised European Medicines European Commission Mandatory for some All EU Member
marketing Agency products; optional for States, Iceland,
authorisation others Norway, and
(CMA) Lichtenstein
Decentralised Reference Member National body Optional for products Concerned
marketing State® which do not require Member States
authorisation CMA and have not yet
been authorised in any
Member State
Mutual Recognition of a pre- National body Optional for products Reference
recognition existing national which do not require Member State +
marketing CMA Concerned
authorisation by one or Member States
more EU countries*
National National body National body Optional for products One Member
marketing which do not require State
authorisation CMA

38 Authorisation of medicines. European Medicines Agency. https://www.ema.europa.eu/en/about-us/what-we-
do/authorisation-medicines#national-authorisation-procedures-section.

3% Annex to Regulation 726/2004. These include products derived from biotechnology; advanced therapy medicinal
products; medicinal products for human use which contain an active substance authorised in the Union after 20 May 2004
and which are intended for the treatment of AIDS, cancer, neurodegenerative disorders, diabetes, auto-immune diseases
and other immune disfunctions, and viral diseases; and orphan medicinal products.

40 Advanced therapy medicinal products (ATMPs) are medicines for human use that are based on genes, tissues or cells.

41 Art. 3(2): “2. Any medicinal product not appearing in the Annex may be granted a marketing authorisation by the
Community in accordance with the provisions of this Regulation, if: (@) the medicinal product contains a new active
substance which, on the date of entry into force of this Regulation, was not authorised in the Community; or (b) the
applicant shows that the medicinal product constitutes a significant therapeutic, scientific or technical innovation or that
the granting of authorisation in accordance with this Regulation is in the interests of patients or animal health at
Community level.”

42 https://www.ema.europa.eu/en/about-us/what-we-do/authorisation-medicines.

4 Under decentralised marketing authorisation, an application for marketing authorisation is submitted simultaneously in
several EU countries (‘Concerned Member States), one being chosen as the ‘Reference Member State’.

4 This requires the product to have received marketing authorisation in at least one Member State.
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Once a marketing authorisation has been obtained, the marketing authorisation holder (MAH) can
decide to launch a product on the market. This still, however, does not mean that the product will
immediately become available in each EU country. Medicines are still subject to pricing and
reimbursement decisions, which may involve processes to evaluate their cost-effectiveness. These
processes differ in each country but are often made up of an assessment of relative effectiveness and
cost (Health Technology Assessment, HTA), price setting, and negotiations with insurers or
procurement agencies. The HTA system aims to assess a medicine’s added value and, in the context of
rationalisation of health expenditures, enable the public system to prioritise medicines that offer the
best value for money. This assessment can lead to the conclusion that, despite having been authorised,
a medicine is not reimbursed in a particular country. This can create access problems for patients in
that country. In addition, commercial strategies and profit considerations can result in delays for some
countries, or even instances where a product is never placed on a particular market.

Lastly, products that are on the market and reimbursed by the national system may still not always
reach patients. This could be due to prescribing behaviours, procurement contracting or insufficient
availability (e.g., due to shortages). It is, thus, important to note that access to medicines is influenced
by many processes, behaviours, and factors at different levels (Figure 5).

The combination of these factors leads to a situation where, across the Union, there are large
differences in the availability of medicines and the length of time for products to reach patients
between different Member States (Newton et al., 2022). These factors are largely independent from
intellectual property rights and regular protections, although there is undeniably a link between the
existence of market protections on the one hand and price setting and competition on the other.

Figure 5: Factors influencing access to medicines

Patient level

Local level

National or regional
level

Global level Innovation & product development

Source: (De Jongh et al., 2021).

Even with the current movement in the direction of greater cooperation and harmonisation between
EU Member States, a division of responsibility and powers between Member States and the Union for
certain steps in the above pharmaceutical chain will remain. While IP is an important component of
protecting and encouraging innovation, its effects on access to medicines always needs to be
considered in the context of such other factors.
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3. THE SPC SYSTEM: PAST, PRESENT AND FUTURE

3.1. The Supplementary Protection Certificate

The normal period for a basic patent for medicinal products is 20 years. However, as noted previously,
medicines cannot be immediately placed on the market after patent applications have been filed or, in
most cases, even after patents have been granted because of the extensive testing requirements to
demonstrate effectiveness and safety for marketing authorisation. This creates an effective “loss” of
patent protection. To address this loss, SPCs were introduced in the European Union in 1992 through
Council Regulation (EEC) No 1768/92, which has since been replaced by Regulation (EC) No 469/200945
(‘the SPC Regulation’).

The SPC Regulation reasons that the loss of time between the start of patent protection and obtaining
marketing authorisation results in a total period of effective protection that is insufficient to cover the
research investment made by pharmaceutical companies. It thus sets out to provide ‘adequate
effective protection’ by ensuring that a patent holder can enjoy a maximum of 15 years of exclusivity
once the product obtains marketing authorisation. Patent holders can receive up to 5.5 years* of extra
protection in the form of the SPC, providing them with longer exclusivity rights on their product and
delaying competitors from creating generic versions of the same product (European Commission,
2023b; Hu et al., 2020). SPC durations are capped to reflect other interests at stake, such as public
health. An SPC takes effect immediately after the end of the term of the basic patent. It can apply to
medicinal products (human and veterinary) as well as to plant protection products.

A supplementary protection certificate is a sui generis intellectual property right that extends by up
to 5 years the effect of a patent in a Member State (European Commission, 2020a).

The stated objectives of the SPC system include encouraging R&D in new active ingredients at a global
level, making the EU an attractive location for R&D (preventing ‘delocalisation’ outside the EU), creating
a homogenous SPC system, and harmonising the internal market (Barton, 2022; European Commission,
2020a).

There are some exemptions to SPC rights, such as the Bolar exemption*” and the SPC manufacturing
waiver*, SPCs fall under the scope of compulsory licensing (Directorate-General for Internal Market,
2023).

3.1.1. Features of the existing SPC system

The SPC Regulation lays down the conditions for obtaining an SPC, the rights and obligations it confers
on the holder of the SPC and the processes that govern the application, assessment and granting as
well as the procedures that exist for opposing and invalidating SPCs. The Regulation also specifies the
respective responsibilities of all parties that play a part in the SPC system. Further clarification on the

4 Regulation (EC) No 469/2009 of the European Parliament and of the Council of 6 May 2009 concerning the supplementary
protection certificate for medicinal products.

4 Up to 5 years of ‘reqular’ SPC extension plus six months paediatric extension.

47 The Bolar exemption allows manufacturers to prepare generic products for clinical trials prior to the expiration of the term
of the basic patent or the SPC of the innovator product.

4 The SPC manufacturing waiver allows generic products to be manufactured during the SPC term for export (outside of the
EU) or storing purposes, under certain circumstances.
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interpretation of the SPC Regulation has come from case law by national courts and the Court of Justice
of the European Union (CJEU).

a. Product eligibility

The SPC Regulation lays down the general conditions determining whether a medicinal product*® can
be protected by an SPC. To be eligible, a product*’:

e Must be protected by a basic patent that is in force;

e Must have been granted a marketing authorisation somewhere in the EU;

e Must not have been protected by an SPC before; and

e the marketing authorisation must be the first authorisation in the EU to place the product on
the market as a medicinal product.”’

b. SPC duration

The duration of an SPC is calculated by establishing the time between the patent filing date and the
marketing authorisation date, minus five years.>? The remaining time provides the duration of the SPC,
subject to a maximum of five years. This means that SPCs are not available for products where the
difference between the patent filing date and the marketing authorisation date is less than 5 years. The
average duration of SPC protection has been estimated at 3.5 years (European Commission, 2020a,
2023b).

c. Applications and assessment

Although the conditions for granting of an SPC have been laid down in an EU Regulation that applies
equally in all EU Member States, the assessment and process of granting of an SPC thus far have been
national decisions. Applications are submitted to a national patent office, or similar authority, in each
of the Member States where protection is sought. Applications have to be submitted within six months
of the marketing authorisation date, or if the marketing authorisation is issued prior to the grant of the
patent, within six months after the grant of the patent. Each national patent office will award a
certificate or reject the application based on their assessment of the application, and by applying and
interpreting the provisions of the SPC Regulation, which has become part of domestic law. If awarded,
the SPC is only valid within that Member State. Figure 6 summarises the different processes and
procedures that make up the current SPC system.

d. Opposition, appeal and invalidation of an SPC

Under the current SPC system, Member States have several further legal proceedings at their disposal
to contest decisions of the national patent offices or similar authorities. Some of these exist in certain
Member States, but not in others. Under the current system, there is a therefore a lack of harmonisation
as to the means of redress for both applicants and third parties.

4 A medicinal product is defined by the SPC regulation (Article 1) as ‘any substance or combination of substances presented
for treating or preventing disease in human beings or animals and any substance or combination of substances which
may be administered to human beings or animals with a view to making a medical diagnosis or to restoring, correcting or
modifying physiological functions in humans or in animals.’

50 As defined in Art. 3(1) of Regulation 469/20009.

51 For a concise overview of what those requirements exactly entail, see (de Jongh et al.,, 2018).

52 Art. 13(1): “The certificate shall take effect at the end of the lawful term of the basic patent for a period equal to the period
which elapsed between the date on which the application for a basic patent was lodged and the date of the first
authorisation to place the product on the market in the Community, reduced by a period of five years.”
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During the examination of an application, many EU jurisdictions allow for the submission of so-called
written observations. This means that, prior to grant, any third party can make written submissions
about the (un)desirability of an SPC being granted in a specific case. National patent offices are not
under an obligation, though, to take those observations into account in their assessment of the SPC
application.

No EU Member State jurisdiction currently provides for an opposition procedure,* which would
prototypically be a procedure where, once the SPC has been granted, any third party can oppose the
grant of an SPC within a certain period of time. Although Denmark provides for an administrative re-
examination procedure that can be requested by any third party, it has emphasised that this is not
formally an opposition procedure (Mondrup Pedersen & Justesen, 2021).

For cases where the SPC application is rejected, applicants can, depending on the national jurisdiction,
file an internal administrative appeal at the national patent office. Against any such decision of an
Appeal Board within the national patent office, an appeal is possible to the courts (for both the
applicant and the national patent office). In some jurisdictions, no internal administrative appeal exists,
or it can be forfeited, which then leaves the option to appeal the decision to refuse the grant of an SPC
to the competent national courts. From thereon, the case might make its way into appeal, and where
necessary, a referral to the CJEU for a preliminary ruling in accordance with the TFEU®. This is an ex
parte procedure®, limited to the SPC applicant and the national patent office.

For cases where the SPCis granted, any third party can try to invalidate it in the national courts, typically
by means of a separate invalidation action. In a situation where a third party would have been sued for
patent or SPC infringement, a counterclaim for invalidity may also be filed. From thereon, once again,
the case can move into appeal and where necessary also to the CJEU. These are typically inter partes*
proceedings.

As the commercial stakes are typically very high with medicinal products, appeal proceedings are very
common. Nonetheless, most cases do not rise to the level of the CJEU and proceedings here are an
exception.

53 In line with Art. 19(2) SPC Regulation 469/2009, according to which "Notwithstanding paragraph 1, the procedure for
opposition to the granting of a certificate shall be excluded.”

5 Art. 267 of the TFEU: “The Court of Justice of the European Union shall have jurisdiction to give preliminary rulings
concerning: (a) the interpretation of the Treaties; (b) the validity and interpretation of acts of the institutions, bodies,
offices or agencies of the Union. Where such a question is raised before any court or tribunal of a Member State, that court
or tribunal may, if it considers that a decision on the question is necessary to enable it to give judgment, request the Court
to give a ruling thereon. Where any such question is raised in a case pending before a court or tribunal of a Member State
against whose decisions there is no judicial remedy under national law, that court or tribunal shall bring the matter before
the Court. If such a question is raised in a case pending before a court or tribunal of a Member State with regard to a person
in custody, the Court of Justice of the European Union shall act with the minimum of delay.”

55 In an ‘ex parte’ proceeding, the case is limited between an applicant on the side, and the authority responsible for taking
a decision on the other side.

5 ‘Inter partes’ proceedings are those where the applicant and third interested parties (such as, for instance, alleged patent
or SPCinfringers) are involved and present arguments.
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Figure 6: Current processes and procedures available in the SPC system
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3.1.2. National differences in the SPC system

Despite the SPC Regulation setting out uniform eligibility criteria for the granting of SPCs, Regulations
469/2009 and 1610/96 still allow for a degree of national interpretation®” (European Commission,
2020a). This is a common feature of European law, as harmonised legal provisions always need to be
applied by a national court to a specific set of facts, and in doing so, slightly varying interpretations of
the same statutory text will inevitably occur. It is the role of the CJEU to provide further clarity, where
necessary, on the intended interpretation.

As a result of these differing national interpretations and practices, elements of the application of the
SPC Regulation have remained divergent across Member States. For example:

e Some Member States have granted SPCs where others have refused identical applications®®
(this was the case for 26% of medicinal products between 2004 and 2014 (European
Commission, 2020a)).

e SPCs have been granted with a different scope by different Member States.

e SPC expiry dates vary across Member States, seen for 80% of products which had SPC
protection approved between 2004 and 2014 (Mejer, 2017). Different expiry dates were
attributable to Member States issuing different decisions in 26% of products, while in 58% of
products it was due to the authorisation data reported in the applications (Mejer, 2017).

e The share of pending or rejected SPC applications varies substantially between Member States
(European Commission, 2020a).

Further variations concerning the interpretation of the SPC Regulation can be found around the type
of products that are covered. For instance, countries like Denmark, France, Italy, Poland, Portugal, Spain,
and the United Kingdom (UK) do not consider medical devices to fall within the jurisdiction of SPC
Regulation, while Germany and the Netherlands do. Third-party observations are allowed in some
countries but not in others: at least 18 Member States do, but others do not (e.g., Greece and Lithuania)
(European Commission, 2023b; Piachaud-Moustakis, 2023a).

The transparency of SPC systems also differs by Member State: a 2020 survey of National Patent Offices
found that publication of information can take between a couple of days to over a year, and only 14
offices publish information in English in addition to their official language (European Commission,

57 National authorities may still grant SPCs without verifying that the substantive conditions laid down in paragraphs (c) and
(d) of Article 3 of the SPC Regulation.

58 For example, the combination Zetia (ezetimibe) plus Lipitor (atorvastatin) was rejected for an SPC in France, while it was
granted an SPCin Belgium (Piachaud-Moustakis, 2023b).
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2023b). About half do not provide online access to SPC application documents (European Commission,
2023b).

Other factors also contribute to a fragmented SPC system. A public consultation held by the European
Commission in 2017 saw stakeholders raise differences in granting procedures; in availability and/or
training of SPC examiners; in the length of examination; in outcomes from examinations; and in
outcomes of court proceedings (European Commission, 2020a; Max Planck Institute for Innovation and
Competition, 2022; Piachaud-Moustakis, 2023b). The complexity of the system in the EU (e.g., the
legislation and case law, difficulties interpreting the SPC Regulation, and the absence of uniform
expertise in the national agencies) as well as the increasing complexity of products (e.g.,
biotechnology) further contribute to divergence (European Commission, 2020a; Papadopoulou, 2018,
2022).

The Commission has stated that fragmentation in the system results in higher levels of bureaucracy,
reduction in innovation and availability of new medicines and limit access to affordable generics due
to uncertainties for generic manufacturers (European Commission, 2020a). The underlying argument
is that fragmentation in the system can create additional costs, arising from redundant granting
procedures, monitoring, litigation etc. This would affect patent holders (especially SMEs), start-ups, and
generics makers as well as public authorities, and in doing so undermine the efficiency of the SPC
system.

Further concerns relate to the lack of unitary SPC protection for the new unitary patent (see Section
2.2.10), as the current system would only allow for patent term extension through national SPCs; the
suboptimal transparency of SPC information in the current system; and the high costs and
administrative burden for SPC applicants (European Commission, 2022). In the absence of a unitary
SPC, patent holders would only be able to extend a unitary patent by applying for national certificates
in each Member State, a time and resource intensive activity.

There has been a considerable amount of case law around the SPC Regulation at the European Court
of Justice to reflect on the interpretation of aspects of the Regulation. This has already led to somewhat
of a convergence of practices and has reduced uncertainty (European Commission, 2023c).
Nonetheless, the Commission sees scope for further reducing this divergence through the introduction
of a unitary certificate and a centralised assessment procedure (see Chapter 4).

3.1.3. Trends in SPC applications in the European Union

Data on SPC applications show three trends, starting from their first use in the early 1990s to now?*.

1. Anincrease in the total number of SPC applications across the EU Member States. The total number of
annual SPC applications across all the EU Member States increased between 1994 and 2013, from
nearly 507 in 1994 to 1,518 in 2013 (Mejer, 2017). In 2021, about 1,459 SPC applications were filed
in the EU-27 (European Commission, 2023b). This increase is, in part, attributable to the increased
number of Member States over this period and the establishment of the EMA introducing
centralised marketing authorisations. Evidence suggests that products with central authorisation
often have a broader geographic SPC protection scope (i.e., protection in more countries) than
nationally approved medicines: on average, products with a centralised marketing authorisation
have a 70% larger geographic scope than medicines approved nationally (Mejer, 2017).

59 The data presented in this section may include both SPCs for medicinal products and plant protection products. However,
the majority of the SPCS are for medicines: the European Commission estimates nearly eight times more SPCs are applied
and granted for medicinal products than for PPPs (European Commission, 2023a).
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2. Variations between the number of applications across Member States. Since 1993, between 25 and
81 SPC applications were filed annually per Member State (European Commission, 2023b; Mejer,
2017). Between 2014 and 2021, the highest number of applications was seen in Germany (an
average 81 of per year), followed by Italy (76), Spain (76) and France (75), while smaller
jurisdictions, such as Croatia (32) and Malta (25), had a much lower average number of applications
(European Commission, 2023b).

3. An increase in the number of new medicinal products obtaining an SPC. The proportion of new
medicinal products obtaining an SPC in at least one Member State increased from 75% in the
1990s to 86% in 2017 (European Commission, 2020a). SPC applications covering the same product
were submitted in an average of 10 EU Member States at the end of the 1990s, increasing to 20
Member States in 2014 (European Commission, 2023b; Mejer, 2017).

3.1.4. Evaluation of the SPC system and rationale for change

Based on the aforementioned observations, as well as findings from impact assessments (European
Commission, 2020a, 2023b) and inputs provided by stakeholders (European Commission, 2022), the
Commission has concluded that the national level administration and granting of SPCs is the main
shortcoming of the system, undermining its effectiveness and efficiency and resulting in duplication of
work and high costs (European Commission, 2020a, 2022, 2023c).

Additionally, it argues that the current SPC system, under which the territorial scope of an SPCis limited
nationally, is misaligned with the unitary patent system, which grants patent titles with unitary effect
covering a territory extending far beyond a single Member State (European Commission,
2023c)(European Commission, 2022; Max Planck Institute for Innovation and Competition, 2022). The
Commission aims to address these issues by introducing a unitary SPC and amending the SPC
Regulation in other parts. The next chapter describes the proposals that the Commission has been
brought forward for this purpose.
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4. PROPOSAL FOR A NEW SPC SYSTEM IN THE EU

4.1. Reasoning and options

In light of the identified issues around the current SPC regime (Section 3.1.2) and the need to offer a
unitary SPC to accompany the unitary patent, the Commission has extensively explored the possibility
of introducing a unitary SPC. In 2022 the Commission published a call for evidence for an impact

assessment on this issue (European Commission, 2022). Its aims were to:

e Increase legal certainty around the procedure for granting SPCs,

e Provide unitary SPC protection to accompany unitary patents,

e Make SPC-related information more transparent, clear, and accessible,

e Reduce the cost and burden of obtaining/maintaining SPC protection.

For this, the Commission developed five policy options (European Commission, 2023c). These increase
in the level of action or responsibility placed at EU level and in the degree of mandatory issuance of

SPCs.

Table 3 presents each of these options and their identified drawbacks or advantages.

Table 3:

Policy options considered for a unitary SPC

_ Description (European Commission, 2023b) Drawbacks and advantages

Option 0 No policy change

Option 1 Guidelines for the application of the current SPC  As these guidelines would have been non-
regimes. This option would provide common binding, adherence levels could vary and, thus,
guidelines/recommendations to national patent this option may not fully solve the issues
offices (NPOs) on the application of the SPC identified around the current regime.
Regulation, building on their experience and the
case law of the CJEU. These guidelines would also
recommend common rules for the publication and
accessibility of SPCinformation in national registers.

Option 2 Mutual recognition of national decisions. This A lack of predictability - the designated NPO
would enable applicants to file an SPC application = may not apply the regulations as other countries
with a designated NPO, known as the reference would, possibly encouraging applicants to
office, whose decision would be recognised by all engage in ‘forum shopping'.
other NPOs.

Option 3 Centralised filing and examination of SPC The non-binding nature of option 3 allows NPOs
applications, resulting in a nonbinding opinion. This  to re-examine the centralised decision, thus may
would create a central authority for filing SPC result in a system where fragmentation and
applications in the EU, which would examine divergence could persist.
applications and issue an opinion on whether or not
to grant an SPC. NPOs could follow this opinion or,
alternatively, conduct their own examination.

Therefore, the decision on granting SPC protection
would be kept at the national level. Only holders of
a European patent - and, for medicinal products, of
a centralised marketing authorisation — could use
this system.
Option 4 Centralised filing and examination of SPC Selected as basis for the centralised SPC
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applications, resulting in a binding opinion. This is
identical to option 3, but NPOs would have to follow
the opinion. Therefore, while decisions on granting
SPC protection would still be taken by national
offices, the outcome of these decisions would be
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_ Description (European Commission, 2023b)

Option 5 A ‘unitary SPC' complementing the unitary patent.
The central authority, in addition to examining
applications, would grant a ‘unitary SPC' to
applicants with a European patent with unitary
effect. The unitary SPC would be valid only in the
territory of the (initially 17) Member States party to
the UPCA.

Drawbacks and advantages

Examination Opinion for those Member States
where there is no unitary patent protection.

Selected as basis for the 2023 unitary SPC
proposal because, together with option 4 (in
case of a combined procedure with the
centralised SPC procedure), it combines the
advantages of a ‘one-stop-shop’ SPC procedure
with obtaining unitary SPC protection in
countries where the corresponding unitary
patent takes effects, and a de facto uniform title
by virtue of the binding Examination Opinion for
those Member States where there is no unitary
patent protection.

Source: Adapted from (European Commission, 2023c) Note: The descriptions are taken verbatim from the SPC proposals.
UPCA refers to the Agreement on the Unified Patent Court, in other places of this report referred to as the AUPC.

4.2, Preferred options

The model outlined by the Commission for the revision to the SPC system combines options 4 and 5 (

Table 4): a centralised procedure resulting in the grant of national SPCs in some or all Member States
(option 4), and a unitary procedure resulting in the grant of a single SPC in the Member States where
the basic unitary patent is in place (option 5). An application combining these two options will also be
possible. The result of this is the grant of a unitary SPC in AUPC Member States and of national SPCs in
other Member States. The current route of granting purely national SPCs will also remain for nationally
authorised products. However, when a product is granted a centralised marketing authorisation, the
applicant only has the choice between the unitary SPC application or the centralised procedure but

not the national procedure.

Thus, with the proposed additions, there will effectively be four routes to obtaining an SPC in the EU.
The main characteristics of each of these routes are explained in the following sections.
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Table 4: Overview of proposed procedures for obtaining an SPC
- Assessment body Granting body Type of SPC Geographic scope
Centralised EUIPO National Patent Offices = Binding opinion from Member States
EUIPO; National SPCs designated in the
procedure .
granted application
Unitary EUIPO EUIPO One SPC granted; All Member States
immediately applicable covered by unitary
procedure
patent
Combined EUIPO EUIPO + National One SPC granted for All Member States
procedure Patent Offices AUP; Mem.bgr States; covered by unitary
Binding opinion from patent + any other
EUIPO; National SPCs Member States
granted for other designated in the
Member States application
National National Patent Office National Patent Office Purely national SPC Member State where
the certificate was
procedure
granted

Source: (European Commission, 2023c)

4.3. The unitary SPC

4.3.1. Characteristics of the unitary SPC

For the introduction of a unitary SPC for medicinal products, the Commission relies on the legal basis
of Article 118 of the Treaty on the Functioning of the European Union (TFEU).%° The proposal requires
that the basic patent® is a unitary patent and the marketing authorisation invoked for the SPC
application must be one granted under the EMA centralised procedure. The requirement for an
underlying unitary patent ensures that the patent’s claims are identical for all Member States. By
contrast, traditional European patents fall apart in a bundle of national patents that, once granted, may
have slightly different scope of protection in different Member States, whilst national patents have a
purely national territorial scope (see Section 2.2.1). Both traditional European patents and national
patents consequently can lead to some degree of variation. For that reason, it is not desirable to accept
them as the basic patent for a unitary SPC. Relying on these would also increase the workload of patent
examiners to check whether the product is patented in all applicable Member States.

The requirement for a centralised marketing authorisation also differs from the current situation, which
accepts national authorisations as a base for the application. However, allowing a unitary SPC to be
based on national authorisations would complicate the examination of applications and could run into
issues arising from potential differences between the individual national authorisations.

Beyond these two specific requirements, the conditions that must be fulfilled for granting of a unitary
SPC are the same under this proposal as under the current Regulation, meaning that the product
cannot already have been the subject of a certificate, nor of a unitary certificate, and that the

6 Art. 118: “In the context of the establishment and functioning of the internal market, the European Parliament and the
Council, acting in accordance with the ordinary legislative procedure, shall establish measures for the creation of European
intellectual property rights to provide uniform protection of intellectual property rights throughout the Union and for the
setting up of centralised Union-wide authorisation, coordination and supervision arrangements. The Council, acting in
accordance with a special legislative procedure, shall by means of regulations establish language arrangements for the
European intellectual property rights. The Council shall act unanimously after consulting the European Parliament.”

61 Basic patent means a (unitary) patent which protects a product as such, a process to obtain a product or an application of
a product, and which is designated by its holder for the purpose of the procedure for grant of a unitary certificate. See Art.
2(5) (European Commission, 2023c) and Art. 2(3) (European Commission Directorate-General for Internal Market, 2023c).
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authorisation on which the certificate is granted is the first authorisation to place the product on the
market as a medicinal product (Box 2).

As with the unitary patent, a unitary SPC would be valid with unitary title in all countries that participate
in the AUPC.

Box 2: Conditions for obtaining a unitary SPC

“1. A unitary certificate shall be granted by the [European Patent] Office on the basis of a basic patent if, in each
of the Member States in which that basic patent has unitary effect, at the date of the application, all of the
following conditions are fulfilled:

(a) the product is protected by that basic patent in force;

(b) a valid authorisation to place the product on the market as a medicinal product has been granted in
accordance with Regulation (EU) 2019/6, or with the centralised procedure under Regulation (EC) No
726/2004;

(c) the product has not already been the subject of a certificate, nor of a unitary certificate;

(d) the authorisation referred to in point (b) is the first authorisation to place the product on the market as a
medicinal product.

2. The holder of more than one patent for the same product shall not be granted more than one certificate or
unitary certificate for that product for any given Member State®. Where two or more applications, whether
national or centralised applications for certificates, or applications for unitary certificates, concerning the same
product and submitted by two or more holders of different patents are pending in a given Member State, one
certificate or unitary certificate for that product may be granted to each of those holders, where they are not
economically linked, by a competent national authority or by the Office, as applicable.”(European Commission,
2023¢)

4.3.2. Application procedure

Applicants must apply for a unitary SPC to the EU Intellectual Property Office (EUIPO) within six months
of receiving marketing authorisation for the product in question, or, where the authorisation is granted
before unitary effect is attributed to the basic patent, within six months after unitary affect has been
attributed to the basic patent (the role of the EUIPO is discussed further in Section 4.7). The proposal
foresees that applicants can file an application for a unitary SPC in any official EU language. As the
amount of text in an SPC application is small, and some of this text would not require translation, the
costs related to translation are expected to be small (European Commission, 2023c).

Applicants must pay an application fee, and possibly other fees (e.g., for appeals, or for renewals), to
the EUIPO (European Commission, 2023c). A proportion of these fees may be passed to the National
Patent Offices of the Member States, as appropriate, and to the National Patent Offices that participated
in the substantive examination (European Commission, 2023c). The fees to be charged by the EUIPO
will be published in an implementing act.

4.3.3. Assessment procedure

The assessment of the application for a unitary SPC follows a multi-step process (See Figure 7)
(European Commission, 2023c). The first step will be for the EUIPO to assess the formal admissibility of
the unitary SPC application. This means an assessment of whether the application received fulfils the

62 This provision is new compared to the current SPC Regulation (EC) No 469/20009. It is as yet unclear what the impacts of
this new provision may be and, in line with the agreed scope of this study, the issue has here not been further explored.
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basic criteria and that the application fee has been paid®. If these criteria are not fulfilled, the EUIPO
will request applicants to fulfil the requirements within a certain deadline. If that deadline is not met,
the application will be automatically rejected. Applicants can appeal a rejection.®* If the EUIPO finds
that the criteria for formal admissibility of the application have been fulfilled, the application will be
published by the EUIPO in a register.

The second step will be for a panel to perform a substantive examination, resulting in the publication
of an examination opinion. This examination will focus on the conditions for eligibility for a unitary
(SPC). During the examination period, third parties (including Member States) can provide written
observations on the validity of a unitary SPC application.®® Observations must be submitted within 3
months of publication of the application in the register and can be filed in any EU official language
(currently 24).%° The examination panel is under no obligation to take these written observations into
account, but can take inspiration from them prior to deciding on the outcome of the SPC application.
Where the results of this examination deem the conditions have been met, a positive examination
opinion will be issued®. Where it is deemed these have not been met, a negative examination opinion
will be issued. The examination opinion will be translated into the official languages of all designated
Member States.®®

At present, the receiving and assessment of applications is done by the relevant national authority in
each Member State. As previously noted, aspects of how this is done may vary from country to country
(see Section 3.1.2). By transferring these responsibilities to the EUIPO and a central examination panel,
the Commission hopes that administrative complexity and variation between countries can be
reduced. To this end, the EUIPO must develop guidelines for the conduct of the assessment and apply
these consistently to each application.

6 Art. 11: Examination of the admissibility of an application for a unitary certificate
“1. The Office shall examine the following:
(a) whether the application for a unitary certificate complies with Article 9;

(b) whether the application complies with Article 8;

c) whether the application fee referred to in Article 31(1) has been paid within the prescribed period.

2. Where the centralised application does not satisfy the requirements referred to in paragraph 1, the Office shall
request the applicant to take the measures necessary to satisfy those requirements, and shall set a deadline for such
compliance.
3. Where the fee referred to in paragraph 1, point (c), has not been paid or has not been paid in full, the Office shall
inform the applicant accordingly.
4.  If the applicant does not satisfy the requirements referred to in paragraph 1 within the deadline referred to in
paragraph 2, the Office shall reject the application for a unitary certificate.”

6 Art. 28: “Any party to proceedings under this Regulation, adversely affected by a decision of the Office, including the
adoption of an examination opinion, may appeal the decision to the Boards of Appeal.”

6 Art. 14(1): “Any natural or legal person may submit written observations to the Office concerning the eligibility for
supplementary protection of the product to which the application relates, in one or more of the Member States in which
the basic patent has unitary effect.”

% Art. 14(4): “Any observations by a third party shall be submitted in writing in one of the official languages of the Union and
state the grounds on which they are based.”

67 Art. 13: “(1) The Office shall assess the application on the basis of all the conditions in Article 3(1), for all Member States in
which the basic patent has unitary effect. (2). Where the application for a unitary certificate and the product to which it
relates comply with Article 3(1) for each of the Member States referred to in paragraph 1, the Office shall issue a reasoned
positive examination opinion in respect of the grant of a unitary certificate. The Office shall notify that opinion to the
applicant. (3). Where the application for a unitary certificate and the product to which it relates does not comply with
Article 3(1) in respect of one or more of those Member States, the Office shall issue a reasoned negative examination
opinion on the grant of a unitary certificate. The Office shall notify that opinion to the applicant.”

8 Art. 13(4): “The Office shall translate the examination opinion in the official languages of all designated Member States.
The Office may use verified machine translation to that effect.”
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4.3.4. Opposition and appeal

The proposal recognises the need for stakeholders to be able to oppose the application and
assessment during the assessment process. Therefore, any third party will be able to initiate an
opposition procedure during the two months after the publication of a positive examination opinion.
Opposition procedures can only be started if the third party believes the conditions for eligibility have
not been met. An opposition fee is levied on these applications.

An opposition panel will be set up to examine the opposition application. Examiners from national
offices may be involved in these opposition procedures, but these cannot be the same examiners from
the application assessment. An opposition may result in the examination opinion being amended (for
instance, that the examination opinion should now state that not all conditions for the grant of an SPC
have been fulfilled), or the opposition could be rejected. Decisions on opposition applications will be
taken within 6 months unless the case is deemed complex.

Once a decision in the opposition procedure has been taken, there are potentially three different
appeals procedures possible at the central level (this is to say, against the examination opinion of the
EUIPQ, as possibly amended during opposition). Further legal proceedings with the UPC are possible
only if the SPC has been granted.

After the opposition procedure has been finalised, any of the parties involved in the proceedings may,
if they feel adversely affected by the decision, file an appeal with the Boards of Appeal at the EUIPO
within two months.

Any decision taken by the Boards of Appeal at the EUIPO may be subject to a further appeal at the
European General Court®. Where the requirements have been met, an appeal to the judgement of the
European General Court will be possible to the CJEU.

These appeals will also be available to the applicant if the examination opinion of the EUIPO is negative,
i.e., it proposes to refuse the grant of a unitary SPC.

4.3.5. Decision on granting

After the completion of the assessment of either a unitary SPC application, and once the time limits for,
or the procedures for, opposition and appeal have expired / have been finalised, the EUIPO must
implement the examination opinion by either granting a unitary certificate or rejecting the application,
as applicable” (European Commission, 2023c). The unitary certificate shall confer the same rights as
conferred by the basic patent and shall be subject to the same limitations and the same obligations, in
all Member States in which the basic patent has unitary effect’’. The duration of a unitary SPC will be
calculated in the same manner as a national SPC (see Section 3.1.1).

Under the proposal, the decision to grant or reject an application must be published in a public register.
This register must serve as a single access point to provide information on applications, granted
certificates, and their status/expiry. For a fee, parties can request an extract from the register. This
register should be available in all official EU languages. A separate database will be kept by the EUIPO
to assist with administration of application, accessing necessary information for any proceedings,

8 A feature common to all administrative decisions taken by EU agencies.

70 Art. 18: “Grant of a unitary certificate or rejection of the application for a unitary certificate. After the period during which
an appeal or an opposition may be filed has expired without any appeal nor opposition being filed, or after a final decision
on the merits has been issued, the Office shall take one of the following decisions:

(a) where the examination opinion is positive, the Office shall grant a unitary certificate;
(b) where the examination opinion is negative, the Office shall reject the application for a unitary certificate.”
7o Art.5(1).
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communication with applicants and third parties, and producing reports and statistics. The proposal
does not provide further detail on what information will be in the database.

The full procedure from the initial application for a unitary SPC until the point of a decision on whether
to grant the certificate, including the possibilities for opposition and appeal prior to this decision, has
been summarised in Figure 7.
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Figure 7: Proposed procedure for obtaining a unitary SPC
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4.3.6. Post-grant invalidation and appeal

If all options for opposition and appeal at the level of the examination opinion are exhausted, and if a
decision has been made to grant a unitary SPC, third parties can start an action for a declaration of
invalidity before the EUIPO (European Commission, 2023c).”? This action will challenge the validity of
the certificate granted by the EUIPO and was, according to the Commission, introduced to ensure
consistency with the Charter of Fundamental Rights.”

Invalidity of a unitary certificate can be established if, a) the certificate was not granted in line with the
requirements or, b) the term of the basic patent has lapsed (e.g., due to unpaid renewal fees) before its
lawful term expires, or c) the basic patent is revoked or limited such that the eligibility criteria are no
longer fulfilled or, after the basic patent has expired, grounds for revocation exist which would have
justified such revocation or limitation.” One of these three conditions must exist in at least one
Member State for an application for declaration of invalidity to be filed. A related filing fee will need to
be paid. Examiners from national offices may be involved in these invalidity procedures. If the
application is considered admissible, it will be published in the register. Then, if an examination of this
application reveals one of the three conditions mentioned above is met, the unitary certificate can be
declared invalid.

The EUIPO’s decision on a declaration of invalidity can be appealed within two months at the Boards
of Appeal. The decision made by the Boards of Appeal can, in turn, be appealed at the European
General Court within two months, and a final appeal can be raised at the European Court of Justice.

The proposal provides yet another means to invalidate a unitary SPC by filing a counterclaim for
invalidity before the competent jurisdiction. In the case of the unitary SPC this is expected to be the
UPC”. The proposal dictates that either the interested party or the court shall inform the EUIPO of the

72 Art. 23: “(1) Any person may file with the Office an application for a declaration of invalidity of a unitary certificate. (2) An
application for a declaration of invalidity may only be filed on the grounds that one or more of the conditions set out in
Article 22 are not fulfilled for one or more of the Member States in which the basic patent has unitary effect.”

73 The Charter of Fundamental Rights of the European Union covers the personal freedoms and rights EU citizens have. EU
institutions and Member States must respect the rights in the Charter.

74 Art. 22: “The unitary certificate shall be invalid in any of the following events: (a) the certificate was granted contrary to
Article 3; (b) the basic patent has lapsed before its lawful term expires; (c) the basic patent is revoked or limited to the
extent that the product for which the unitary certificate was granted would no longer be protected by the claims of the
basic patent or, after the basic patent has expired, grounds for revocation exist which would have justified such revocation
or limitation.”

75 Art. 24 Unitary SPC proposal: "(1). A counterclaim for a declaration of invalidity may only be based on the grounds for
invalidity set out in Article 22. (2). The competent court of a Member State shall reject a counterclaim for a declaration of
invalidity if a decision taken by the Office relating to the same subject matter and cause of action and involving the same
parties has already become final. (3). If the counterclaim is brought in a legal action to which the holder of the unitary
certificate is not already a party, that holder shall be informed thereof and may be joined as a party to the action in
accordance with the conditions applicable before the competent court. (4). The competent court of a Member State with
which a counterclaim for a declaration of invalidity of the unitary certificate has been filed shall not proceed with the
examination of the counterclaim, until either the interested party or the court has informed the Office of the date on which
the counterclaim was filed. The Office shall record that information in the Register. If an application for a declaration of
invalidity of the unitary certificate had already been filed before the Office before the counterclaim was filed, the court
shall be informed thereof by the Office and stay the proceedings until the decision on the application is final or the
application is withdrawn. (5). Where the competent court of a Member State has given a judgment which has become
final on a counterclaim for a declaration of invalidity of a unitary certificate, a copy of the judgment shall be sent to the
Office without delay, either by the court or by any of the parties to the national proceedings. The Office or any other
interested party may request information about such transmission. The Office shall mention the judgment in the Register
and shall take the necessary measures to comply with its operative part. (6). The competent court hearing a counterclaim
for a declaration of invalidity may stay the proceedings on application by the holder of a unitary certificate and after
hearing the other parties and may request the defendant to submit an application for a declaration of invalidity to the
Office within a time limit which it shall determine. If the application is not made within the time limit, the proceedings
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counterclaim. If a declaration for invalidity relating to the same SPC has already been filed at the EUIPO,
the competent court shall stay proceedings until the EUIPO has taken a decision. On application of the
holder of the unitary SPC, the court can stay proceedings regarding the counterclaim for invalidity and
request the defendant (the party who filed the counterclaim for invalidity) to file for a declaration of
invalidity of the unitary SPC at the EUIPO within a time limit the court shall determine. Appeals against
any decisions made by the competent court will be possible in line with the appeal rules applicable to
the law of the competent court. In case of the UPC, that would imply an appeal to the Unified Patent
Court of Appeal, and where there would be a yet unanswered question of European law to be
interpreted, the case may be referred to the CJEU.

4.4. Centralised national (non-unitary) SPC

44,1, Characteristics of the centralised SPC

As not all medicinal products will be protected by a unitary patent, the proposals for the new SPC
system also foresee in a new option for a centralised, yet non-unitary, SPC. The legal basis for this
resides in Article 114 of the TFEU”¢ (European Commission, 2023c).

Under this option, an application for an SPC can be filed centrally by invoking a European patent
without unitary effect as the basic patent, if the product has been authorised under the centralised
marketing authorisation procedure. As with the unitary SPC, the choice for a European patent as the
basic patent is motivated by a desire to facilitate the examination process and reduce legal uncertainty
compared to a situation whereby national patents can be invoked. The traditional European patent still
allows for some degree of national variation in the claims, as noted previously. To avoid complications
arising from this, in principle, it would have been possible to introduce a requirement that in a
centralised SPC application all claims of the basic European patent must be identical for all Member
States in which the SPC s sought. However, in an explanation of the specific provisions of the proposal,
the Commission indicates that cases where there are two or more sets of claims from different Member
States are quite rare and therefore considers such a requirement unnecessary.

As with the unitary SPC, the use of the centralised marketing authorisation is similarly based on an
intent to minimise the examination workload and avoid complications arising from variations between
national marketing authorisations, including language issues.

Whereas a unitary SPC will be valid in all AUPC countries, a centralised certificate will be valid in one or
more Member States, depending on which are mentioned in the SPC application. Under the centralised
non-unitary SPC application, the grant of the SPC will be done by the national patent offices. Crucially,
though, this must be based on a binding opinion produced by the EUIPO.

44.2. Application procedure

Centralised applications for an SPC certificate must be lodged with the EUIPO?” This must be done
within six months of receiving marketing authorisation for the product in question, or, where the
authorisation is granted before the basic patent, within six months after granting of the basic patent.

shall continue; the counterclaim shall be deemed withdrawn. Where the competent court of a Member State stays the
proceedings it may order provisional and protective measures for the duration of the stay."

76 Art. 114(1): “[...] The European Parliament and the Council shall, acting in accordance with the ordinary legislative
procedure and after consulting the Economic and Social Committee, adopt the measures for the approximation of the
provisions laid down by law, regulation or administrative action in Member States which have as their object the
establishment and functioning of the internal market.”

77 Art. 20(3): “A centralised application shall be lodged with the European Union Intellectual Property Office established by
Article 2 of Regulation (EU) 2017/1001 (‘the Office’).

48 PE 753.104



The potential impact of the unitary Supplementary Protection Certificate on access to health technologies

As with the unitary SPC, the application may be filed in any official EU language. The contents of the
application are the same as for a unitary SPC, except for the additional requirement that the application
indicates in which Member States certificates are sought under the centralised procedure.

Application fees and possible other procedural fees must be paid to the EUIPO, analogous to the
provisions in the unitary SPC proposal. Since the implementing act under which the amount of fees
payable will be specified has not yet been developed, it is unknown how the costs for a centralised
application will compare to those for a unitary SPC. Since the centralised procedure results in the grant
of national certificates, any annual renewal fees must be paid directly to the national authority that has
granted the national certificate.

44.3. Assessment procedure

Once a centralised application has been received, the EUIPO will assess the application for each of the
designated Member States. Unlike with the unitary SPC application, it is possible that the outcome of
this is that the application fulfils the requirement in some but not all Member States designated in the
application. In this case, the EUIPO may issue a positive examination opinion for those countries where
the requirements are met and a negative opinion in those where this is not the case.

In all other respects, the process for examination of the application is the same as that for the unitary
SPC, with the substantive examination performed by the hereto designated examination panel. This is
also true for the possibility to file written observations.

44.4. Opposition and appeal

The initiation of an opposition after the publication of the positive examination opinion is allowed
during the examination of a centralised application in the same way as for unitary SPC applications.
The substantial difference though, is, that any opposition filed must be done so for each positive
examination opinion produced. Indeed, under the centralised non-unitary SPC application, the EUIPO
must produce a separate examination opinion for each Member State. It is very well possible that for
some Member States, all requirements will be fulfilled, whilst this may not have been the case for one
or more other member states. This could, for instance, be the case if the product has already been the
subject of an earlier marketing authorisation in one Member State 78, but not in another.

For each of those examination opinions that have become subject to an opposition, a decision taken
in opposition can become the subject of further appeals (with the Boards of Appeal at the EUIPO, the
European General Court, and where applicable the CJEU), identical to those for the unitary SPC
procedure (see Section 4.3.4). The only difference is that those procedures will need to be followed for
each of the separate examination opinions individually. As a consequence, it is possible that multiple
oppositions and appeals may ensue from a centralised non-unitary SPC application.

4405, Decision on granting

One of the main differences between the unitary SPC application and an application lodged through
the centralised procedure arises at the moment where the EUIPO has issued a positive examination
opinion. This opinion is transmitted (including translations) to the competent national authority in
each of the Member States designated in the application. As the EUIPO’s opinion is binding, those
national authorities are required to grant a national certificate in accordance with applicable national

78 As this would be in conflict with Art. 3(d): “A certificate shall be granted if, in the Member State in which the application
referred to in Article 7 is submitted and at the date of that application, all of the following conditions are fulfilled: [...] (d)
the authorisation referred to in point (b) is the first authorisation to place the product on the market as a medicinal
product.” (European Commission Directorate-General for Internal Market, 2023c)
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rules and procedures. The only possibility for Member States to decline issuing a certificate is if
“material circumstances, in that Member State, have changed since the filing of the centralised
application in respect of one or more of the conditions [...]". A negative examination opinion by the
EUIPO is equally binding and Member States must therefore also reject a national certificate.

Although the centralised procedure results in issuance of national certificates, any extensions to the
duration of those certificates (see Section 2.2.2) must again be filed centrally with the EUIPO.

44.6. Post-grant invalidation and appeal

Since the grant of non-unitary SPCs is legally done by national patent offices, any post-grant
invalidation proceedings must take place under the possibilities provided by the national law of the
authority that granted or refused the SPC, and by what is provided for in the SPC recast proposal. This
means that, for centralised non-unitary SPC procedures, there is no possibility to file for a declaration
of invalidity at the EUIPO. Instead, there is the possibility to file for a declaration of invalidity with the
national competent court, or with a competent national authority, if the national law provides for this.
Any judgement rendered by the national body may become subject to further appeals available under
the laws governing that jurisdiction.

To the extent that there may be an issue of interpretation of European law, for instance a provision
regarding the SPC regulation, there is the further possibility for a referral to the CJEU. The territorial
scope of decisions relating to a declaration of invalidity will be limited to the jurisdiction of the Member
State for which the national SPC has been granted.

Even though not explicitly stated in the proposals, to the extent allowed under the national law of the
competent national jurisdiction, there will additionally be the possibility to file a counterclaim for
invalidity of any nationally granted SPC” at the national competent court. Where in the unitary SPC
proposal proceedings in the counterclaim for invalidity may (have to) be stayed pending a case for
declaration of invalidity at the EUIPO (see Section 4.3.6), for nationally granted SPCs any provision to
stay proceedings in a counterclaim for invalidity must be decided under the law applicable to the
national court deciding the case at hand.

4,5. Combined application

The SPC proposals include a third option, which effectively combines the unitary SPC route with the
centralised application (European Commission Directorate-General for Internal Market, 2023c). This
option exists as not all EU Member States participate in the AUPC and can be used in cases where there
is 1) a unitary patent in effect in AUPC participating countries and 2) a traditional European patent,
without unitary effect, in other Member States. As with the two routes it combines, this option requires
the existence of a centralised marketing authorisation.

Under the combined application procedure, the SPC applicant must follow procedural routes and
opposition and appeal options for each of the two streams, i.e. the unitary SPC route to obtain an SPC
for those Member States that have ratified the AUPC (see Section 4.3), and the centralised non-unitary
SPC route to obtain national SPCs for those Member States that have not (see Section 4.4). &

7 Thus including SPCs granted after having proceeded through the centralised assessment as their formal granting has been
a national responsibility.

8 Art. 39: “(2) The combined application shall undergo a single centralised examination procedure as well as a single
opposition or appeal procedure, where it has been filed against an opinion or decision in respect of both the centralised
application and the unitary certificate application. (3) The Member States for which the basic patent has unitary effect
shall not be designated in the combined application for the parallel grant of national certificates. Any designation, in the
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The Commission intends for the combined application to follow the common procedures outlined in
the previous sections, with a single examination procedure as well as a single opposition and appeal
procedure.

One may expect that, unless all Member States join the AUPC, the combined application will become
the new norm.

4.6. National SPCs

The proposed recast of the SPC Regulation allows for the continued existence of purely national SPCs,
without centralised filing and assessment, in much the same form as it currently exists. The procedure
will, however, remain available only for products that a) have not been authorised through the
centralised marketing authorisation procedure or b) are protected by a national patent. It is expected
that, if an application fulfils the requirements for the centralised SPC procedure, any national
application for a certificate filed with a competent national authority is rejected by that authority. It is
expected that with the new SPC options available and a potentially further increase in the number of
innovative products that are covered by a centralised authorisation (see Section 5.2.3), this route will
become largely obsolete.

4.7. Examination authority

As discussed in the preceding sections, the proposal puts forward the EUIPO as the central examination
authority for both unitary SPC applications and centralised applications (and, by extension, combined
applications), herein supported by national offices. Other options considered included a virtual
authority comprising SPC experts from NPOs of Member States, the European Patent Office, the
European Medicines Agency, or a mutual recognition procedure implemented by NPOs (European
Commission, 2022, 2023b).

The choice for the EUIPO is not entirely self-evident as the agency currently deals with trademarks and
designs, but not with patents or SPCs. To implement its new responsibilities, the EUIPO will thus need
to set up a new SPC division and develop guidelines for practice (European Commission, 2023c). It will
also need to appoint dedicated Boards of Appeal. Although survey results showed minimal support
among originator and generic companies for designating the EUIPO as the central examination and
granting authority, the Commission's rationale for this selection is based on the EUIPO's existing status
as an EU agency and its integration into the EU legal framework (European Commission, 2023b).

To support the examination process, the EUIPO must set up an examination panel, consisting of a
member of the new EUIPO SPC Division and two qualified examiners. These examiners would be
sourced from national patent offices or other competent authorities in two different Member States.
The EUIPO will appoint any competent national authority, which will then designate (an) examiner(s)
to participate. Competent national authorities can be appointed as participating offices for five years,
with a possible extension of a further five years. According to the proposal, examination panels will
take geographic balance and workloads into account in determining its composition. While
recognising that the number of competent and qualified SPC examiners in national patent offices is
limited, the proposal justifies this staffing choice by referring to the relatively low numbers of SPC
applicationsin a given year (less than 100) (European Commission, 2023c). The proposal also states that
suitable criteria around qualification and conflicts of interested will need to be in place for the selection
of specific examiners.

combined application, of a Member State for which the basic patent has unitary effect shall be disregarded for the purpose
of the examination of the combined application.”
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The proposal furthermore will require the EUIPO to annually publish an overview of its SPC-related
work. This would need to include the number of examination, opposition, appeal, and invalidity
procedures, and which competent national authority participated in each.
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5. REVISIONS OF THE EU PHARMACEUTICAL LEGISLATIVE
FRAMEWORK

5.1. The EU pharmaceutical legislative framework

The SPC Regulation is part of a wider framework of EU legislation. This framework consists of a set of
legislative acts that govern various aspects of the pharmaceutical market. The mandate for the EU to
act in this space is derived from Article 168 of the TFEU, which makes matters of public health a
competence shared between the EU and its Member States (EUR-Lex, 2008). Member States retain full
autonomy over the organisation and financing of health care®', while EU action “shall be directed
towards improving public health, preventing physical and mental illness and diseases and obviating
sources of danger to physical and mental health”.

The TFEU gives the EU strong competences® to adopt “measures setting high standards of quality and
safety for medicinal products and devices for medical use”. These competences underpin a set of
legislative acts that cover, among other areas, the conduct of clinical trials; the assessment and
authorisation of medicinal products; manufacturing and distribution of medicinal products; packaging
and labelling; pharmacovigilance; and health technology assessment. The framework also includes
specialised legislation concerning medicines for treatment of rare diseases and for children that include
incentives to stimulate research and development.

In 2016, the Council of the European Union requested the Commission to prepare an overview of
existing EU legislative instruments and related incentives within the pharmaceutical framework to
analyse theirimpacts on innovation and availability and accessibility of medicines, and to develop ways
to redress the balance in the system (Council of the European Union, 2016). Following this request,
evaluations were conducted of the orphan and paediatric regulations, the SPC regulation and, most
recently, the EU general pharmaceutical legislation. Together, these evaluations have highlighted
various shortcomings in and challenges to the current system. These include issues of inequitable
access to medicines, insufficientinnovation in areas of unmet medical need, and a need to future-proof
the regulatory framework to cope with medical, scientific and technological advances.

On 25 November 2020, the Commission adopted a new Pharmaceutical Strategy for Europe (European
Commission, 2020b, pp. 5-6). The strategy aims to:

e Foster patient access to innovative and affordable medicines and fulfil unmet medical needs;

e Support the competitiveness and innovative capacity of the European pharmaceutical
industry;

e Develop EU’s open strategic autonomy and ensure robust supply chains, including in times of
crisis;

e Ensure a strong EU voice on the global stage.

81 Art. 168(7): “Union action shall respect the responsibilities of the Member States for the definition of their health policy
and for the organisation and delivery of health services and medical care. The responsibilities of the Member States shall
include the management of health services and medical care and the allocation of the resources assigned to them. The
measures referred to in paragraph 4(a) shall not affect national provisions on the donation or medical use of organs and
blood.”

8 Art. 168 (4c): “By way of derogation from Article 2(5) and Article 6(a) and in accordance with Article 4(2)(k) the European
Parliament and the Council, acting in accordance with the ordinary legislative procedure and after consulting the
Economic and Social Committee and the Committee of the Regions, shall contribute to the achievement of the objectives
referred to in this Article through adopting in order to meet common safety concerns: [...] (c) measures setting high
standards of quality and safety for medicinal products and devices for medical use.”
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It highlights a need for legislative changes that are aimed at directing more innovation to areas of
unmet need whilst placing greater obligations on product developers to ensure affordability and
availability of products that benefit from innovation incentives. It calls for changes of the regulatory
framework for assessment and authorisation of medicines to accelerate access.

Following a process of stakeholder consultations and preparation of an impact assessment, on 26 April
2023 the Commission published its proposal for a revision of the EU general pharmaceutical legislation.
Similar to the current arrangement, the proposed revision will consist of two legislative proposals:

e Anew Directive:
o repealing and replacing Directive 2001/83/EC and Directive 2009/35/EC; and
o incorporating relevant parts of the Paediatric Regulation (EC) No 1901/2006.

e A new Regulation:
o repealing and replacing Regulation (EC) No 726/2004;
o repealing and replacing the Orphan Regulation (EC) No 141/2000; and
o repealing and incorporating relevant parts of the Paediatric Regulation (EC) No
1902/2006

The previously separate regulations for orphan and paediatric medicines will thus become
incorporated into the new legislation to simplify the framework and increase coherence.
Box 3: Objectives of the proposed EU general pharmaceutical legislation

General objectives

e Guarantee a high level of public health by ensuring the quality, safety and efficacy of
medicinal products for EU patients;

e Harmonise the internal market for the supervision and control of medicinal products and the
rights and duties incumbent upon the competent authorities of the Member States.
Specific objectives
e Make sure all patients across the EU have timely and equitable access to safe, effective, and

affordable medicines;

e Enhance security of supply and ensure medicines are always available to patients, regardless
of where they live in the EU;

e Offer an attractive innovation-and competitiveness friendly environment for research,
development, and production of medicines in Europe;

e Make medicines more environmentally sustainable.

The proposal is pending approval by the European Parliament and will likely undergo further revisions
before it can take effect. It is as yet unknown what the finalised legislative text will look like or when
this will enter into force and take effect.

5.2. Intersection between the EU pharmaceutical legislation and the SPC
Regulation

The current proposal for the revision of the EU general pharmaceutical legislation is ambitious and
foresees rather significant changes to the current regulatory framework. It contains a number of
provisions that are relevant to consider in the context of the SPC proposals. Given the important
consequences these changes could have for the earning potential of pharmaceutical companies, the
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proposal is expected to be the subject of intense debate and lobbying. It is therefore not certain that
all of the proposed revisions will be implemented as presented. The analysis in the following sections
on this chapter is based solely on the current proposal and does not speculate on what changes may
still be introduced.

5.2.1. Abolishment of the renewal and sunset clauses

The ‘sunset clause’ is a provision in the EU general pharmaceutical legislation that states that a
marketing authorisation ceases to be valid if a medicine is not placed on the Union market within three
years of authorisation® or if the medicine is no longer actually present for three consecutive years®
(European Parliament & European Council, 2004). Likewise, a marketing authorisation needs to be
renewed after five years on the basis of a re-evaluation of the risk-benefit balance®. Once renewed, the
authorisation becomes valid for an unlimited period.?® Since the validity of an SPC is conditional upon
the existence of a valid marketing authorisation, triggering of the sunset clause or failure to renew the
authorisation results in automatic invalidation of the SPC.

The current proposal for revision of the EU general pharmaceutical legislation intends to abolish both
the renewal and the sunset clauses entirely to “avoid unnecessary duplication and a burden on
Marketing Authorisation Holders and regulators” (European Parliament & European Council, 2023b).?’
Instead, a marketing authorisation shall become valid indefinitely, unless this is limited to five years on
the basis of a scientific opinion concerning the safety of the product.?® Conditions relating to market
placement will no longer linked to the validity of the marketing authorisation but instead will become
associated with the duration of regulatory protections (see Section 5.2.2).

The abolishment of the renewal and sunset clauses could, at least in theory, have repercussions for the
availability of medicinal products through its intersection with the SPC system. Currently, if a marketing
authorisation holder fails to meet the requirements for market placement or maintaining the product’s
availability, the resulting triggering of the sunset clause will immediately lift SPC protection and permit
other companies to fill the gap in the market. The proposed changes, however, would allow the SPC
protection to remain in place even if the marketing authorisation holder does not enter the market or
withdraws its product. Generic products would thus continue to be barred from entering the market
whilst the SPC remains in effect, even if the reference product is not marketed (anymore) anywhere in
the EU.

8 Regulation (EC) No 726/2004, Art. 14(4): “Any authorisation which within three years of its granting is not followed by the
actual placing on the market of the authorised product in the authorising Member State shall cease to be valid”. For
centrally authorised medicines, the condition for market placement is considered fulfilled if the product is placed on the
market of even a single EU country.

8 Regulation (EC) No 726/2004, Art. 14(5): “When an authorised product previously placed on the market in the authorising
Member State is no longer actually present on the market for a period of three consecutive years, the authorisation for
that product shall cease to be valid."

8 Regulation (EC) No 726/2004, Art. 14(1): “Without prejudice to paragraphs 4, 5 and 7 a marketing authorisation shall be
valid for five years.” Art. 14(2): “The marketing authorization may be renewed after five years on the basis of a re-evaluation
by the Agency of the risk-benefit balance.

8 Regulation (EC) No 726/2004, Art.14(3): “Once renewed, the marketing authorization shall be valid for an unlimited period,
unless the Commission decides, on justified grounds relating to pharmacovigilance, including exposure of an insufficient
number of patients to the medicinal product concerned, to proceed with one additional five-year renewal in accordance
with paragraph 2”.

87 "Among the measures to reduce the regulatory burden are the abolishment of the renewal and the sunset clause. The simplification of
the structure of the scientific committees at the EMA should also reduce the regulatory burden for companies and simplify their
interactions with the EMA.” See p. 20, (European Parliament & European Council, 2023b).

8 Art.17(1):“[...] a marketing authorisation for a medicinal product shall be valid for an unlimited period”. Art. 17(2): “By way of derogation

from paragraph 1, the Commission may decide when granting an authorisation, on the basis of a scientific opinion by the Agency
concerning the safety of the medicinal product, to limit the validity of the marketing authorisation to five years.”
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The abolishment of the sunset clause appears to have been fuelled, at least in part, by the observation
that it has not been effective as a mechanism for stimulating broad market launch. The current clause
only requires launch in a single EU market within three years of granting of the marketing authorisation.
It neither prescribes how many additional markets need to be served, nor does it specify a timeframe
for further launches. As such, the requirement is easily met and does little to encourage launch in
commercially less attractive markets. Both under the current SPC system and under the newly
proposed system, validity of an SPC depends on the existence of a marketing authorisation but not on
actual market placement. As such, removal of this aspect of the sunset clause may have little to no
impact on the functioning of the SPC system.

Potentially more impactful is removal of the stipulation that the marketing authorisation will be
invalidated if the medicine has not been marketed for more than three years. In theory, manufacturers
of innovative medicines could use this to their advantage if they also have a newer, still patent-
protected, product in their portfolio that is under SPC protection and authorised for the same
indication as an older product. If they withdraw the older product from the market but maintain its
marketing authorisation, the continued existence of the SPC will prevent generic competition until the
end of the SPC’s lifetime whilst under the current sunset clause this SPC protection would be lifted
immediately. Since the original product has also been withdrawn from the market, patients must rely
on the newer product, effectively giving its authorisation holder access to a captive market. Crucially,
though, this hypothetical situation is based on a rather narrow set of conditions:

e The older product has more than three years of SPC protection left at the time the newer
product is authorised, and the SPC is the last form of protection to apply;

e The newer productis still under some form of market protection, most likely patent protection,
with a duration that exceeds that of the older product;

e The newer product is a full therapeutic substitute for the older product;
e Authorisations on the older and newer product are held by the same party;
e The party has no interest in further commercialisation of the older product.

It is hard to predict how often this situation could occur. However, it requires a combination of factors
several of which are already rather rare individually.®

Whilst market withdrawal is an important cause of unavailability of medicines, most product
withdrawals concern older products for which all forms of market protection have long expired (de
Jongh et al,, 2021). Importantly, the proposal for revision of the EU pharmaceutical legislation also
contains new provisions to protect security of supply. In case of a market withdrawal, a marketing
authorisation holder is required to declare the reasons for the withdrawal and provide the EMA with
information on the impact of the withdrawal on patients who are already being treated. If the product
is deemed critical, authorisation holders will be obliged to offer the authorisation for transfer to a third
party before withdrawal®® (European Parliament & European Council, 2023b). This obligation would
likely counteract such strategic use of the system.

8  For instance, as stated in Section 3.1.1b, the average duration of SPC protection is just 3.5 years.

9% Art. 24(4): “Where the marketing authorisation holder intends to permanently withdraw the marketing authorisation for a
critical medicinal product, the marketing authorisation holder shall, prior to the notification referred to in paragraph 1,
offer, on reasonable terms, to transfer the marketing authorisation to a third party that has declared its intention to place
that critical medicinal product on the market, or to use the pharmaceutical non-clinical and clinical documentation
contained in the file of the medicinal product for the purposes of submitting an application in accordance with Article 14
of [revised Directive 2001/83/EC].” (European Parliament & European Council, 2023b).
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5.2.2.

One of the main objectives of the revision of the EU general pharmaceutical legislation is to address
current inequities in the availability of medicines across the EU. As discussed in Section 2.3, there are
multiple factors that influence access to medicines, of which many are linked to differences in the size
and characteristics of national markets. The EU does not have competency to intervene in national
systems for decision-making on pricing and reimbursement of medicines, nor can it oblige marketing
authorisation holders to operate in specific markets. It can, however, incentivise market launch by
setting conditions on access to regulatory protection incentives offered by the EU legislative
framework.

Setting conditions on access to regulatory protections

a. Modulating regulatory data exclusivity and market protection

As discussed in Section 2.2.2, the current EU general pharmaceutical legislation offers developers of
innovative medicines regulatory protection in the form of 8 years of data exclusivity and up to 3 years
additional market protection (the ‘8+2+1’" system). The proposed revisions to the legislation foresee
substantial changes to this system. The impact assessment for the development of the revision of the
EU general pharmaceutical legislation explored several options for modulating the duration of
regulatory protection and setting additional obligations (Table 5)(European Commission, 2023a). The
options focused on dividing the regulatory protection period into a standard part and a conditional
part, with conditions aimed at incentivising innovation in areas of greatest need, improving the
generation of evidence and achieving more equitable access.

Table 5: Options considered for modulating regulatory protection

m

Standard 8 years DP + 2 years MP 6 years DE + 2 years MP 6 years DE + 2 years MP
regulation
protection
Conditional +1 year DE for UMN +2 years for UMN + 1 year for UMN
regulatf)ry +6 months DE for comparative ~ +2 years MP for medicines with + 6 months for comparative
protection trials no return on investment trials
+ 6 months DE if placed on + 2 years (or 1) DE if placed on
market in all Member States all EU markets within 2 years of
within 6 years of the authorisation and appropriately
authorisation and continuously supplied
Additional Obligation to place a centrally
obligations authorised medicine on the

market in the majority of
Member States (small markets
included) within 5 years

DE = data exclusivity; MP = market protection; UMN = Unmet Medical Need;

The current proposal for the revision is modelled most closely after Option C but with some changes.
It foresees in a standard data protection period of six years from the date of granting of the (initial)
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marketing authorisation (European Parliament & European Council, 2023a)°'. After this, there are
several conditional extensions of the data exclusivity protection period available:

e 24 months: If conditions for market availability have been met;
e 6 months: If the product demonstrably addresses an unmet medical need®
e 6 months: If the product contains a new active substance and comparative trials have

been conducted to support the initial authorisation application;

e 12 months: If the product is approved for an additional therapeutic indication with
demonstration of significant clinical benefit in comparison with existing therapies.

For a product that fulfils all of the above conditions, a cumulative duration of data exclusivity of ten
years can thus be reached. At the end of the data exclusivity period, a further two years of
(unconditional) market protection apply®. This means that the maximum duration of regulatory
protection has increased from 11 years under the current system to 12 years, but with much stricter
conditions for obtainment of that maximum duration. The expectation is that, for most products, the
total period of regulatory protection will decrease compared to the present situation.

The first condition, potentially extending the data exclusivity by two years, requires the product to be
“continuously supplied into the supply chain in a sufficient quantity and in the presentations necessary
to cover the needs of the patients in the Member States in which the marketing authorisation is valid.”
For centrally authorised products, this automatically means that the product must be supplied in all
Member States. Additional provisions clarify that the requirement is considered fulfilled also if a
Member State has provided a waiver or if a positive decision has been obtained regarding inclusion in
a positive list of products covered by the national health insurance system®* (European Parliament &
European Council, 2023a).

These proposed changes to the duration and conditions for data exclusivity are relevant in the context
of the SPC proposals because they may act as somewhat of a counterweight to the abolishment of the
sunset clause (see Section 5.2.1). Additionally, it potentially changes the relative importance of the

91 Art. 81(1): “The regulatory data protection period shall be six years from the date when the marketing authorisation for
that medicinal product was granted in accordance with Article 6(2). For marketing authorisations that belong to the same
global marketing authorisation the period of data protection shall start from the date when the initial marketing
authorisation was granted in the Union.”

92 Art. 83: “Medicinal products addressing an unmet medical need. (1) A medicinal product shall be considered as addressing
an unmet medical need if at least one of its therapeutic indications relates to a life threatening or severely debilitating
disease and the following conditions are met: (a) there is no medicinal product authorised in the Union for such disease,
or, where despite medicinal products being authorised for such disease in the Union, the disease is associated with a
remaining high morbidity or mortality; (b) the use of the medicinal product results in a meaningful reduction in disease
morbidity or mortality for the relevant patient population. (2) Designated orphan medicinal products referred to in Article
67 of [revised Regulation (EC) No 726/2004] shall be considered as addressing an unmet medical need. (3) Where the
Agency adopts scientific guidelines for the application of this Article it shall consult the Commission and the authorities
or bodies referred to in Article 162 of [revised Regulation (EC) No 726/2004].”

9 Art. 80(1): “The data referred to in Annex |, originally submitted with the view to obtaining a marketing authorisation shall
not be referred to by another applicant for a subsequent marketing authorisation during the period determined in
accordance with Article 81”. Art. 80(2): “A medicinal product concerned by a subsequent marketing authorisation referred
to in paragraph 1 shall not be placed on the market for a period of two years after the expiry of the relevant regulatory
data protection periods referred to in Article 81".

9 Art. 82(2): “To receive a prolongation referred to in Article 81(2), first subparagraph, point (a), the marketing authorisation
holder shall apply for a variation of the relevant marketing authorisation. [...] The application for a variation shall contain
documentation from the Member States in which the marketing authorisation is valid. Such documentation shall: (a)
confirm that the conditions set out in paragraph 1 have been satisfied in their territory; or (b) waive the conditions set out
in paragraph 1 in their territory for the purpose of the prolongation. Positive decisions adopted in accordance with Articles
2 and 6 of Council Directive 89/105/EEC shall be considered equivalent to a confirmation referred to in the third
subparagraph, point (a).”
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different forms of market protection, including the SPC. A 2018 analysis of the incentive and reward
system on medicinal products in the EU determined that regulatory protections are increasingly
commercially important and that they are often the last effective form of protection on a product
(Copenhagen Economics, 2018). If the average duration of data exclusivity is shortened, it becomes
more likely that this role is fulfilled by the SPC protection. However, given that regulatory protection
and SPC certificates are not mutually exclusive and that the two types of protection differ in their scope
of protection, there is no reason for patent holders to choose between these rather than reap the
benefits from both. Thus, whilst the relative economic value of the SPC may increase as a consequence
of the proposed changes, they are unlikely to impact on the number of SPC applications or on the
number of markets for which SPC protection is sought.

b. Modulating orphan market exclusivity

The proposed revision for the pharmaceutical legislation not only includes changes to the system of
regulatory protections for all medicines but also to the current system whereby designated orphan
medicines, upon authorisation, can obtain a 10-year period of market exclusivity. The changes similarly
seek to link access to the incentive to the value of innovation and to improved access. The impact
assessment again explored three separate options:

Table 6: Options considered for modulating orphan market exclusivity
-
Orphan market ~ Market exclusivity for orphan Market exclusivity abolished for Variable duration of market
exclusivity medicinal products maintained; = all orphan medicinal products exclusivity, depending on

+ 1-year transferable regulatory product type:
protection voucher for e 10yearsfor HUMN
products addressing HUMN e 9years for new active
substances

e 5years for well-
established use
applications

+ 1 year based on patient
accessibility in all relevant
Member States for HUMN and
new active substances

HUMN = High Unmet Medical Need

Source: (European Parliament & European Council, 2023b)

The proposal for the revised pharmaceutical legislation is based on Option C, which maintains market
exclusivity as an incentive for successfully developed orphan medicines but modulates the duration of
that exclusivity based on product characteristics. The current duration of 10 years will no longer be the
norm; instead, it will be reserved for a much smaller group of products for which it is deemed that they
address a ‘high unmet medical need’. For most other products, the duration will be shortened to 9 years
whilst for products that have been repurposes the duration is brought down even further, to just 5
years. The first two groups of products can benefit from one additional year of exclusivity if they are
made accessible in all relevant Member States. Although the proposal thus creates an option for up to
11 years of exclusivity, it places rather strict conditions on this and it is likely that, for the large majority
of products, the duration of exclusivity would be shortened by one year compared to the current
situation.

Analogous to the proposed modulation of the duration of data exclusivity, the proposed changes can
be expected to affect the relative importance of different forms of market protection. However, orphan
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market exclusivity is reserved for a relatively small number of products and is not mutually exclusive
with SPC protection. There is therefore no obvious reason why this change would directly impact a
patent holder’s decision to apply for an SPC certificate.

c. Paediatric SPC extension

In the impact assessment for the development of the proposal for the revision, various options were
considered with regards to the current 6-month SPC extension granted for completion of the PIP (Table
7).

Table 7: Options considered for modulating the paediatric SPC extension
-
SPC extension 6 months SPC extension No more SPC extension; 6 months SPC extension
maintained requirement for completion of maintained (no additional
For UMN: +12 months SPC PIP is maintained incentives)

extension OR 1-year
transferable regulatory
protection voucher

Source: (European Parliament & European Council, 2023b)

The current proposal is based on Option C, meaning that the duration of protection will remain the
same as before. However, the proposal would introduce some changes to the scope of products that
fall within the requirement of submitting a PIP.

Under the current regulation, the requirement for submission of a PIP can be waived for products or
classes of medicinal products if there is evidence, among other things, “that the disease or condition
for which the specific medicinal product or class is intended occurs only in adult populations”®
(European Parliament & European Council, 2006). In the evaluation of the Paediatric Regulation, it was
found that this clause is too broad and allows waivers to be granted for products that, based on their
mechanism of action, may be efficacious against a disease in children that is different from the one for
which it was initially designed for use in adults (European Commission Health and Food Safety
Directorate-General, 2020). This applies in particular to medicines that may be used in treatment of
children with cancer. The proposal has therefore amended this clause by specifying that the waiver can
be granted under such conditions unless “the product is directed at a molecular target that on the basis
of existing scientific data, is responsible for a different disease or condition in the same therapeutic area
in children than the one for which the specific medicinal product or class of medicinal products is
intended for in the adult population” (Art. 75. 1(b)(European Parliament & European Council, 2023b).

By further limiting the scope for granting of waivers, the number of medicinal products for which
submission of a PIP is required is likely set to modestly increase. Consequently, more products may
become eligible for a paediatric SPC extension. In the impact assessment for the development of the
proposed revision, the Commission estimates that the amendment to the waiver conditions will
translate into three additional PIPs per year and one additional SPC extension reward (European
Commission, 2023a). The proposal foresees in several other changes to the regulatory system for
paediatric medicines that are intended to accelerate access. These, however, are not expected to
intersect directly with the SPC proposals and are therefore here not further discussed.

% Art. 11(1b): “Production of the information referred to in point (a) of Article 7 (1) shall be waived for specific medicinal
products or for classes of medicinal products, if there is evidence showing any of the following:[...] (b) that the disease or
condition for which the specific medicinal product or class is intended occurs only in adult populations.”
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5.2.3. Expanding the scope for the centralised procedure

The proposal for revision to the EU pharmaceutical legislation foresees expansions to both the
mandatory and the optional scope for the centralised procedure for marketing authorisation
(European Parliament & European Council, 2023b). These changes are said to be necessary to adapt “to
the realities of the market and technological development as well as a need to ensure a centralised
assessment for certain categories of medicinal products.”

Theoretically, the expansion of the mandatory scope could impact on the type and volume of products
that meet the eligibility criteria for a unitary SPC certificate or for using the centralised SPC application
procedure (or the combined application) since these routes require the product to be covered by a
centralised marketing authorisation. However, as discussed in Section 2.3, most innovative products
nowadays are already authorised in the EU through the centralised procedure. Bringing products for
which the procedure was previously optional, yet common, into the mandatory scope may therefore
not have major impact on current practice.

The proposal expands the criteria for optional access to the procedure to include also generic and
biosimilar products. This expansion may have more substantial consequences for the number of
products that are centrally authorised. However, since such products are typically not protected by a
basic patent, they are unlikely to be eligible for SPC protection, regardless of the route of application
or the territorial scope of the certificate.
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Table 8: Product scope for the centralised procedure for marketing authorisation
= s
Mandatory e  Products derived from e High-technological medicinal
biotechnology; products, particularly those

e Advanced therapy medicinal resulting from biotechnological
products; processes;

e Orphan medicinal products; ® Priority antimicrobials;

e Medicinal products for human ® Orphan medicinal products;
use which contain an active e Paediatric use medicinal products;
substance authorised in the e Any medicinal product that
Union after 20 May 2004 and includes an active substance not
which are intended for the authorised before the last
treatment of AIDS, cancer, important change to the scope of
neurodegenerative disorders, the centralised procedure in 2004.
diabetes, auto-immune diseases
and other immune disfunctions,
and viral diseases.

Optional Any medicinal product not appearing in the e Medicinal products which,
Annex[...], if: although not belonging to the

e The medicinal product contains a categories of products to be
new active substance which, on authorised by the Union, are
the date of entry into force of nevertheless therapeutically
this Regulation, was not innovative;
authorised in the Community; or e Medicinal products which,

e The applicant shows that the although not innovative, may be
medicinal product constitutes a of benefit to society or to patients,
significant therapeutic, scientific including paediatric patients, if
or technical innovation or that they are authorised from the
the granting of authorisation in outset at Union level, such as
accordance with this Regulation certain medicinal products which
is in the interests of patients or can be supplied without a medical
animal health at Community prescription.

level.

Source: Current (European Parliament & European Council, 2004) and proposed (European Parliament & European Council,
2023b)

5.2.4. Introduction of a transferable data exclusivity voucher for antimicrobials

The Commission sees an urgent need to incentivise the development of new priority antimicrobials to
combat antimicrobial resistance. To this end, it is proposing the introduction of a transferable data
exclusivity voucher, which would grant its holder one year of additional data exclusivity (European
Parliament & European Council, 2023b). The holder of the voucher may use this exclusivity on any
product in its own portfolio or sell it on to another party for use on one of their products. This exclusivity
means that the voucher potentially holds very significant economic value. The voucher is therefore
bound to strict conditions and requirements, including obligations on supply and on transparency
regarding development costs. A maximum of 10 vouchers will be available over a 15-year period.

As with the proposed modulations to the system of regulatory protections, making their duration
contingent upon fulfilment of certain conditions (see Section 5.2.2), the transferable data exclusivity
voucher introduces changes to the relative importance of different forms of market protection. For
products where the regulatory protection would otherwise have ended 12 months or less before the
SPC protection, use of the voucher would extend the overall duration of market protection by a
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maximum of one year.?® The 2018 analysis of pharmaceutical incentives suggests that for around 10
percent of products the SPC is the last protection to expire, but does not provide data on how often
this falls within 12 months of the end of regulatory protection (Copenhagen Economics, 2018).

Although the (economic) impact of the transferable exclusivity voucher for priority antimicrobials may
be very substantial at product level, its intersection with the current SPC proposals will be minimal.
Even if the full number of available vouchers is issued, which may proof unlikely in view of the current
dearth of development in this area, no more than ten products could benefit from the extension.
Furthermore, because of the existence of concurrent forms of market protection, the extension of the
effective term of protection overall may be less than 12 months. For the relative value of different forms
of market protection in this system, it is largely irrelevant whether the SPC certificate has unitary effect
or not”.

% For instance, if the full period of regulatory protection (data exclusivity, including any conditional extensions + market
protection) ends 4 months before the SPC protection (including any paediatric extension), the transferable data exclusivity
voucher would allow the data exclusivity to be extended by 12 months. As a result, the last layer of protection (namely
the market protection) will end 8 months (12-4) after the end of the SPC protection.

9 The main potential difference arises from the date at which an SPC certificate was issued. For unitary SPC certificates, the
duration of both regulatory protection and SPC protection will be exactly equal in all AUPC countries. For certificates
without unitary effect, small variations in the date of issuance may continue to exist.
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6. POTENTIAL IMPACTS OF THE SPC REGULATIONS

For this study, the potential impacts of the proposed SPC regulations have been explored in four main
areas:

e Harmonisation of the SPC system and administrative simplification; from the perspective of SPC
applicants as well as that of public authorities tasked with all procedural tasks, from filing of the
application, to examination, granting and litigation;

e Costimplications to authorities and applicants;
e Access to medicines; considering both innovative and generic medicines;

e The costs on health care systems in EU Member States.

6.1. Harmonisation and administrative simplification

6.1.1. Divergence of granting decisions

One of the main objectives of the SPC proposals, and in particular of the introduction of the unitary SPC
and the centralised assessment, is to reduce any divergence that exists currently between Member
States in the implementation of the regulatory framework, including in granting decisions. Although
the Commission has indicated that existing case law has already substantially reduced different
interpretations of the SPC Regulation that have resulted in divergent outcomes of the examination of
applications, the proposed system would largely eliminate this possibility all together.

For all future SPC applications, except for those that are entirely national and which are expected to
become rare, the examination opinion(s) will be drafted by a single authority, i.e., the EUIPO. For the
unitary SPC, a single examination opinion will be prepared and for the centralised non-unitary SPC, a
series of examination opinions with one for each Member State. In the case of the unitary SPC this
means that the decision to grant a certificate or reject an application automatically leads to the same
outcome in all AUPC participating countries.

Under the centralised assessment for non-unitary SPCs, the formal granting of a certificate remains a
national responsibility, but the examination opinion issued by the EUIPO is binding: Member States do
not have the possibility to dismiss this opinion. It is nevertheless still possible that the conditions for
granting are fulfilled in some but not all Member States so that the EUIPO will issue diverging opinions
for different groups of countries, purely based on the varying national factual situations which may
affect the outcome of the SPC examination. This remaining divergence, however, does not stem from
different national interpretations of the regulatory framework but rather from inherent differences in
the fulfilment of underlying criteria (e.g., because the application is based on a national rather than a
European patent, or because in some jurisdictions there might be an earlier national marketing
authorisation for the product) and cannot be avoided.

It is worth noting that the SPC proposals do not allow for an application for a unitary SPC to be
converted into a centralised non-unitary application. Such conversion may be needed, for instance, if
national divergence in aspects of the application means that the application for a unitary SPC does not
meet all requirements in all AUPC Member States. Since for medicinal products a unitary SPC can only
be granted (or rejected) for the whole of the territory, in this case the entire application must be
rejected even in those countries where the criteria would be fulfilled. This differs from the proposal for
plant protection products, which allows to limit the territorial scope of a unitary certificate to fewer
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countries than the entire territory of the underlying unitary patent®® (European Commission
Directorate-General for Internal Market, 2023a). The justification for this is based on the fact that, for
plant protection products, there are no centrally granted authorisations. Therefore, the proposed
system builds in a form of flexibility to counter the situation where an authorisation would not have
been granted in one or more AUPC Member States, whilst it would have been granted for others. As a
result, the unitary SPC for a plant protection product might be territorially limited to those countries
only where an authorisation has been granted, whilst the unitary SPC for such plant protection
products would not be valid in those countries where a marketing authorisation has not been obtained.

6.1.2. Rigour of the assessment and quality of the SPC certificate

Differences in granting decisions between Member States may have been due, at least in part, to
varying levels of expertise and capacity within national patent offices. In evaluation studies, as well as
in the recital to the SPC proposals, it has been recognised that relatively few Member States have the
expertise required to conduct a substantive examination of the application and some countries
conduct only a minimal substantive examination. The introduction of a centralised assessment
removes the influence of this factor as all Member States will draw upon the same expertise.

At present, the EUIPO itself does not yet possess this expertise or capacity. It will therefore need to
invest in developing this capacity internally, as well as make effective use of the expertise already
present in national patent offices, by including national examiners in the examination and appeal
proceedings. Although the SPC proposals appear to recognise a need to select qualified and
independent examiners®, they also introduce additional selection criteria that could interfere with this
focus on quality. Specifically, the proposals indicate that in regard to the panel the EUIPO shall ensure
that:

e Thereis geographical balance amongst the participating offices;
e The respective workload of the examiners is taken into account;

e No more than one examiner employed by a competent national authority making use of the
exemption set out in Article 10(5) of Regulation [COM(2023) 231]".

Particularly the requirement for geographical balance may prove challenging. In the unitary SPC
proposal, the Commission explicitly recognises that, although qualified examiners can be found in
national patent offices, “competencies and skills in SPC matters are scarce”. Given the relatively small
pool of experts available, it may be difficult to achieve the desired geographical balance. If, on the other
hand, experts are nominated on the basis of their geographical location rather than on their
qualifications, this could risk lowering the standard of the examination.

The challenge is compounded by the fact that, according to the proposals, also members of the Boards
of Appeal may be drawn from among national examiners. This potentially creates a significant
bottleneck to setting up both an examination panel and a Boards of Appeal that are staffed with
sufficiently qualified, yet distinct examiners. The possibility of adding national examiners to the Boards

% Art. 25: “(1) Where the unitary effect of the basic patent is revoked while the application for a unitary certificate is still
pending, the holder of that application may, subject to a fee, request the conversion of that application into a centralised
application for certificates. (2) Where the unitary effect of the basic patent is revoked after the unitary certificate has been
granted, the holder of that certificate may, subject to a fee, request the conversion of that unitary certificate into national
certificates.”

9 See, for instance, under (26), p.18: “To ensure an optimal quality of the examination, suitable criteria should be laid down
in respect of the participation of specific examiners in the procedure, in particular as regards qualification and conflicts of
interest.”
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of Appeal furthermore raises some questions about the independence of this body. Although the
proposals indicate that these examiners “may not be the same examiners already involved in the
examination of the centralised applications or applications for unitary certificates”'*, one might argue
that proper independence requires that members of the examination panel and of the Boards of
Appeal are not drawn from the same pool.

Two extreme scenarios best illustrate the potential advantages and risks of the new assessment
procedure:

If the expertise of the EUIPO is sufficiently developed and the selection of national examiners
for the panelis done such that a high overall standard of expertise is achieved, the new system
should provide an examination procedure that is as rigorous, or more, as that of the current
‘best practice’ in any Member State. For countries that currently have limited or no expertise in
this area, the centralised assessment will therefore raise the ‘quality’ of SPC certificates granted,
meaning that there will be less ground to appeal an examination opinion or contest a certificate
once granted in court.

For SPC applicants, consequences may vary depending on the context. On the one hand, a
higher quality of the examination can increase legal certainty: once a certificate has been
granted, it is less likely that a court will rule to invalidate this due to incorrect interpretation of
the Regulation or incorrect evaluation of the application''. If this, in turn, means that third
parties are less likely to initiate actions for declaration of invalidity, developers may incur fewer
costs from litigation and are better able to benefit from the SPC protection. On the other hand,
applicants can also benefit from lower examination standards as this increases their likelihood
of still obtaining an SPC certificate even when there may be cause for refusal. In such instances,
more stringent examination could result in the denial of a certificate that currently could be
granted in certain countries.

Higher examination standards may result in fewer SPCs being granted overall. For generic
manufacturers, this creates space for bringing generic medicines to market earlier. Additionally,
a higher quality of certificates issued would reduce the need for generic manufacturers to
oppose the application or contest the certificate in court. This creates more certainty for generic
manufacturers about when they will be able to enter a market and allow them to prepare
accordingly.

By contrast, for countries where applications for SPC certificates are already subjected to
thorough examination, relinquishing this responsibility to the EUIPO’s examination panel can
pose a risk. If the examination standard of the centralised assessment does not reach the high
levels currently achieved in some Member States, those countries will face SPC protection
being granted for products for which they, under a national assessment procedure, would have
denied the application. Whilst the newly proposed system provides several avenues for third
parties to oppose the award of a certificate or initiate action for a declaration of invalidity, these
routes involve greater costs and efforts than if the initial examination had been done to the
currently existing standard in the first place.

Mirroring the first scenario, lowered examination standards can both benefit and hurt
developers. More SPCs may be granted initially, but in parallel the likelihood of contentious

10 |n accordance with Art. 166(5) of Regulation (EU) 2017/1001 (European Parliament & European Council, 2017).

19 A change to any of the underlying criteria that would affect the eligibility of the product and which occurs after the
examination opinion and award of the certificate could, of course, still give grounds for legal action and invalidation.
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certificates being litigated would increase. Generic manufacturers would be required to invest
more into proceedings to attack the certificates.

Overall, the SPC proposals hold the potential to level existing differences in the standards of
examination of SPC applications but whether that results in a sufficiently high standard will depend
primarily on the composition of the examination panel and on the expertise developed in-house by
the EUIPO. It is therefore important to ensure that any implementing acts provide well-considered
guidance on the composition and functioning of the examination panel, to safeguard the quality of the
examination opinions. At the level of the EUIPO, adequate investments will be needed to ensure that
the new SPC division is equipped to fulfil its responsibilities. Not only does this entail training or
recruiting staff with the required competencies but also developing the processes and systems needed
to support them in their duties.

The proposals offer no details on the duration of the term that examiners would serve on the
examination panel, nor on how many terms they could serve. For this, further an implementing act
must still be prepared.

6.1.3. Likelihood of litigation

One of the aims of the SPC proposals is to bring greater legal certainty around the procedure for
granting SPCs and, in doing so, reduce the need for litigation. There are several points to consider when
predicting whether these proposals are likely to achieve this aim.

e One potential source of litigation derives from the (lack of) rigour with which the examination
is conducted. Applicants, generic manufacturers, or third parties may feel that the examination
authority has not fully or correctly considered all relevant information and that therefore the
examination opinion is incorrect. If so, they have the opportunity to oppose the decision.
Section 6.1.2 raised the possibility that the centralised assessment, both for the unitary and
non-unitary SPC, will lead to a higher quality of the examination and thereby decrease the
likelihood that there are grounds for litigation (including opposition). Furthermore, by allowing
third parties to submit written observations during the assessment, there is a greater chance
that all relevant information is considered even though these observations may be disregarded
by the examination panel. This too could diminish the need for litigation. These expectations
assume that litigation is initiated only when a party sees genuine grounds for doing so and is
not done frivolously.

e At the same time, the proposals introduce various new procedures for opposition and appeal
against an examination opinion (see Sections 4.3.4 (unitary SPC) and 4.4.4 (centralised non-
unitary SPQ)), including the possibility for third parties to initiate an opposition. Since the EUIPO
is an EU agency, its decisions may be appealed at the Boards of Appeal and the European
General Court, and, where applicable, may be referred to the CJEU. Those procedures have
largely no equivalent under the current national system. Likewise, the application for a
declaration for invalidity of a unitary SPC and its corresponding appeal options, do not exist
under the current national system. Given the large economic interests in the pharmaceutical
sector, it is likely that all parties affected by a decision will make full use of the options at their
disposal to contest or defend an SPC certificate. This could well mean that the new SPC system
will in fact increase, rather than decrease the use of legal proceedings. If so, this will inevitably
lead to greater legal costs for all parties involved in these proceedings.

e A separate source of litigation currently stems from the fact that, thus far, decision-making on
the granting of SPC certificates has been an exclusively national responsibility. Different
national interpretations of the EU legal framework have triggered legal proceedings rising to
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the level of the CJEU. Whilst the new system will largely remove the possibility for divergence
of national interpretations, it will remain possible to have a case be referred to the CJEU when
there are questions over the EUIPO’s interpretation of the framework. However, as many of the
provisions of the SPC regulation have already been the subject of at times multiple referrals to
the CJEU, fewer provisions remain that may require interpretation. Whether the SPC proposals
will give rise to new issues that require interpretation by the CJEU is, as yet, uncertain. However,
as with any legislative change, it is probable that further legal clarification will be needed.

6.1.4. Administrative streamlining

Another of the proposals’ aims is to reduce the cost and burden of obtaining or maintaining SPC
protection. In the impact assessment, the Commission predicts that “a unitary SPC will also benefit
European industry in reducing internal time and resources needed for the SPCs filings on each
product.” The degree to which the new system will allow for administrative streamlining varies across
the different procedures.

a. Application for a certificate

Consistent with the proposals intentions, one may expect that filing an application for a unitary SPC
will be administratively a simpler procedure than the current system of filing parallel applications in
each of the national jurisdictions where SPC protection is sought. Fees for application and annual
renewal will also be paid directly to the EUIPO rather than to separate national patent offices. However,
given that at present not all Member States participate in the AUPC, it is likely that for many, or even
most, products the unitary SCP will be used alongside the centralised assessment in a combined
application. In these instances, it will remain necessary for applicants to participate in parallel
procedures and to deal not only with the EUIPO but with national patent offices or courts as well. Thus,
whilst the proposals will certainly support a degree of administrative streamlining of the application
procedure, some duplication will inherently remain as long as not all Member States participate in the
AUPC.

b. Procedures for opposition and appeal

The proposals introduce various procedures for opposition, appeal and invalidation, with some aspects
of the options varying between the different routes of application.

e For a unitary SPC, the new procedures represent a simplification compared to the current
situation by introducing a single point where such proceedings must be initiated, namely the
EUIPO. Under the current system, separate proceedings must be initiated in each applicable
jurisdiction with the corresponding national competent authority or court. Any decision
resulting from these proceedings has standing only in that jurisdiction. By contrast, any
decision regarding the granting, rejection or invalidation of a unitary SPC applies in all Member
States that participate in the AUPC. This could therefore significantly reduce the number of
procedures.

e For non-unitary SPCs that have been processed via the centralised assessment, the situation is
more complicated. Despite the assessment being done centrally, the EUIPO issues separate
examination opinions for each country included in the application. As a result, proceedings to
oppose or appeal an examination opinion at the EUIPO are also specific to that country and
multiple proceedings can occur in parallel. It is, as yet, unclear if, or how, the EUIPO might seek
to ‘bundle’ proceedings relating to examination opinions for different countries into a single
procedure. For such bundling to be legally permissible, the individual cases would need to
relate to the same facts and legal issue(s).
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e Although the Commission has stated that, under the combined application, there will be a
single opposition and appeal procedure (see Section 4.5), in practice this may not always be
possible. For example, a combined application may not meet the criteria for a unitary SPC
certificate but does fulfil the criteria for a centralised non-unitary SPC certificate in at least one
non-AUPC country. This could then simultaneously give rise to an appeal against the negative
opinion for the unitary SPC application and a third-party opposition against the positive
opinion for the centralised national SPC. How the EUIPO would bring these two proceedings
into a single procedure has not been specified and may, in fact, not be possible. Itis furthermore
not clear how a decision in one proceeding could feed into decision-making in the other.

c. Procedure for declaration of invalidity

Some new complexity may arise from the introduction of the option for third parties to file for
declaration of invalidation of a certificate before the EUIPO. It is somewhat unclear why the Commission
has deemed this necessary. The new system already includes multiple opposition and appeals
procedures relating to the examination opinion. Moreover, claims for invalidity can already be filed
with the competent court (for unitary SPCs, the UPC; for centralised non-unitary SPCs, national
competent courts, and the UPC if the basic patent underlying the SPC has not been opted out), as can
counterclaims for invalidity in, for instance, patent or SPC infringement proceedings.'® The added
value of this option, which may result in increased legal complexity and litigation, is therefore
debateable. This is even more so as any decision under the procedure for declaration of invalidity can
again be appealed at the European General Court, and where applicable to the CJEU. In the justification
for its inclusion in the proposal, the Commission refers to the Charter of Fundamental rights. It is
unclear, though, what rights the Commission believes would be violated by not including the
possibility. Even without the procedure, the possibility to invalidate an SPC for the entire territory at
the competent court (i.e., the UPC) would remain.

6.2. Costimplications

For any EU legislative proposal an impact assessment, including an estimation of the budgetary
implications, is mandatory, considering both one-off and recurring costs. Since the options selected for
the current SPC proposals are closely in line with those for which the impact assessment was
conducted’®, any cost estimates presented in this study are that of the Commission (European
Commission, 2023a). No independent evaluation of the accuracy or completeness of these estimates
has been conducted as part of this study and, where quantitative cost data have been included, this
has been done solely for the purpose of placing the study findings into more context.

6.2.1. Costs for the central examination authority (EUIPO)

The Commission states that, like the existing SPC regulatory framework, the proposals will “have no
impact on the EU budget, since the system will remain fully self-funded by applicants’ fees”. It
furthermore expects that the set-up costs for execution of the EUIPO’s new functions, including the
costs for new digital systems, can be financed from the EUIPO’s accumulated budgetary surplus
(European Commission, 2023c). The Commission estimates the set-up costs to be around EUR 1.5
million. This includes, for instance, the appointment of examiners; preparation of guidelines, work
instructions and templates; training of personnel; creation of an IT system and setting up the Boards of

192 Art. 32(1)(d) AUPC: "[The Court shall have exclusive competence in respect of:] (d) actions for revocation of patents and for
declaration of invalidity of supplementary protection certificates".

13 Specifically, the combined policy options 4 and 5 from the impact assessment.
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Appeal. After this, recurring costs associated with administrative processing, examination, appeals and
maintenance of systems are expected to total around EUR 1.8 million annually.

6.2.2. Application and maintenance fees

Whereas under the current system, applicants must pay an application fee to each national patent
office with which an application is filed, for applications for a unitary SPC and for centralised (non-
unitary) SPCs this must instead be paid directly to the EUIPO. The exact fees are still subject to
negotiation and must be laid down in an implementing act. Nonetheless, the impact assessment
provides some insight into the Commission’s intentions (European Commission, 2023a).

For applicants seeking SPC protection in all 27 Member States by use of a combined application, it
assumes a total filing fee of EUR 38,800, This is significantly higher than the total of EUR 8,800'® in
national application fees for the whole of the Union under the current system. The Commission expects
that these additional costs will be offset by savings on maintenance fees and agent/attorney fees,
resulting in a net saving of total costs of EUR 137,100 to applicants. It should be emphasised though
that this amount represents a theoretical upper limit rather than the most common scenario. At
present, applicants often do not seek protection in all 27 Member States and the fees proposed by the
Commission are substantially higher than those currently charged by national authorities'®. For
products for which an applicant seeks SPC protection in less than 10 Member States, the new system
may no longer produce savings but rather raise costs'”’.

The cost estimation for the impact assessment assumes that national patent offices may charge
applicants an annual maintenance fee for certificates issued after a centralised or combined application
procedure, but not an application fee for administrative processing of the certificate'®.

6.2.3. Translation costs

Importantly, as an EU Agency, the EUIPO must accept submissions in any of the official languages of
the Union and, in turn, make its decisions available to the public in all these languages. This requires a
significant amount of translation. To reduce the burden and costs of translation, the SPC proposals
state that the EUIPO will be permitted to use verified machine translation, if appropriate. This
permission applies to:

e Any documents and information submitted to the EUIPO, including applications for unitary
SPCs and centralised applications and written third-party observations;

e Publication of examination opinions;

e Publication of information in the register for (applications for) unitary certificates and
centralised applications.

14 Assuming coverage of all 27 Member States. From Table 13, p.70 “PO4+5 costs and savings to applicants for receiving
EU27 wide, five-year long SPC protection” of the impact assessment.

15 Table 3, p.37 “POO0 (baseline) costs and savings to applicants for receiving EU27 wide SPC protection” of the impact
assessment.

1% On average, EUR 326 per country for the SPC application and between EUR 1,060 and EUR 1,667 for annual renewals. From
Table 68, p.139 “SPC fee schedule per NPO in 2022 (EUR)” of the impact assessment.

197 The impact assessment (p.138) states that, in comparison to the baseline, the combination of PO4+5 “always produces
savings when ten or more Member States are covered. In case of the most common SPC duration of 3.5 years, the option
is beneficial for covering five or more Member States.”

198 Table 65, p.135 “Total costs for an applicant of obtaining a five-year-long SPC protection in the whole EU (EUR)” of the
impact assessment.
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With respect to filing of centralised SPC applications, the SPC proposals indicate that the amount of
text that would require translation is “extremely small” and would not pose a significant burden or cost
to applicants. In fact, the Commission forecasts that, compared to the baseline situation, translation
costs to applicants will decrease under the new system.

6.3. Access to medicines

6.3.1. Access to innovative medicines

Multiple factors influence whether patients in a given country can have access to a specific medicine.
In the case of innovative medicines that are still under some form of market protection, access depends
foremost on whether the marketing authorisation holder of the protected product has decided to place
the medicine on that market, since generic versions are not yet allowed. As discussed in Section 2.3,
such decisions are influenced by market characteristics, including market size and availability of
treatment alternatives, as well as by economic factors. Access also depends on whether public
authorities have admitted the product into the package of reimbursed care and on continuity of supply.

Whilst the existence of intellectual property rights and regulatory protections influences the conditions
under which a product can be launched, the relationship between market protection and market
launch decisions for innovative medicines is not clear-cut. A study published by the World Trade
Organization, using data from 70 markets, found that, at least in high income markets, “the introduction
of product patents has a positive effect on launch likelihood, especially for innovative pharmaceuticals”
(Watal & Dai, n.d.). This argument, derived from patents, could in principle be extrapolated to SPC
protection, although the effect is likely much smaller due to the more limited duration and scope of
SPCs compared to patents. Furthermore, the basic principles of the SPC system apply equally in all EU
Member States and therefore should not differentially influence market launch decisions.

Nonetheless, current national differences in the SPC system could in theory still affect the attractiveness
of a specific market. For instance, markets where innovators have a better chance of obtaining SPC
protection (or of effectively enforcing their SPCs) may be more commercially interesting, resulting in
higher levels of market launch and faster access. At the same time, in markets that are intrinsically more
commercially attractive and that, by consequence, see higher rates of market launch, innovators are
more likely to seek SPC protection. The direction of any causal relation between SPC protection and
market launch for innovative products is therefore difficult to establish empirically. It is probable that
other factors play a larger role in influencing market launch decisions and the speed of access than any
practical differences in the implementation of the SPC framework at national level.

In this light, it is questionable whether the introduction of the unitary SPC or of the centralised
assessment will have any significant impact on access to innovative medicines. Although the proposals
may help in further removing any divergence in the system and bringing Member States on more equal
footing with each other in regard to how and when SPCs are granted, they will not affect any of the
other underlying differences that contribute to unequal access. Rather, (some of) these factors are the
focus of provisions in the proposed revision to the EU general pharmaceutical legislation. These
revisions could, if successful, have substantially greater impact on promoting equitable access to
innovative medicines than the SPC proposals.

6.3.2. Access to generic and biosimilar medicines

By nature, the SPC system is designed to create a temporary block against competition by generic and
biosimilar medicines. The extent to which SPCs delay access is foremost determined by the following
factors:
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e Criteria for eligibility;

e The duration of protection conferred by the SPC;

e Therights conferred by the SPC;

e The number of markets in which a product is protected by an SPC.

All these factors are currently dictated by the existing SPC Regulation and are therefore, at least in
principle, the same in all Member States (European Commission, 2009). The SPC proposals foresee no
changes to either the duration of an SPC or to the rights it confers, irrespective of the route of
application followed.

The proposals do, however, introduce some changes to the eligibility criteria that could affect how
many and which products could be protected by an SPC. First, they contain new provisions for the
nature of the basic patent invoked (a unitary patent for the unitary SPC; a traditional European patent
for the centralised assessment) and a requirement that products have been centrally authorised by the
EMA (except for purely national SPCs). These provisions, however, are unlikely to fundamentally change
the nature or number of products in scope as, for any product that does not meet these requirements,
the existing route of nationally assessed and granted SPCs will remain available.

A potentially more impactful change is the specification that it will no longer be possible to obtain a
second SPC for the same product, even if based on a different patent (see Section 4.3.1). At present,
CJEU case law allows this, and it is not uncommon for the same product to be protected by more than
one patent.’® The new proposals may thus limit the number of SPCs that can be granted. This change
will apply to any SPC application, regardless of the route of application.

The biggest influence on access to generic and biosimilar medicines springing from these proposals
may come from the territorial scope of protection for the unitary SPC. At present, SPC applications are
often not filed in all EU Member States (see Section 3.1.3). The reason for not seeking SPC protection
may be that the product has not been launched in a specific market and that therefore an SPC holds
no commercial value there. Countries that see relatively few or late launches of innovative medicines
include, for instance, Malta, Cyprus, the Baltic states and some Eastern European countries (Newton et
al., 2022). This, in turn, correlates with the comparatively low numbers of SPCs applications filed in
those countries (European Commission, 2023b). In markets without this SPC protection, generic
competition is allowed from the moment the patent and any remaining regulatory protections have
expired, even if the reference product remains under SPC protection elsewhere. However, the
introduction of the unitary SPC would bring any country that has ratified the AUPC automatically within
the territorial scope of protection, including those countries where at present SPC protection is often
not sought. At least in theory, this could mean that generic entry remains prohibited even when the
reference product is itself not on the market. Without safeguards, this could present a risk of further
hindering access to medicines in countries where access is already problematic.

In this context, it is relevant to refer back to the changes the Commission is seeking to introduce in its
proposal for revision to the EU general pharmaceutical legislation (see Section 5.2.2) to incentivise
market launch in all Member States, including small markets. If adopted in finalised legislation, these
provisions could act as a safeguard to protect access to (generic) medicines in more vulnerable markets.
The current SPC proposals by themselves do not contain any provisions that would link SPC protection

19 For instance, a product could have been protected as part of a larger class of compounds in one patent, could have been
protected as such in another patent, could have been protected in the use for a different medical treatment in a third
patent and so forth. It has been estimated that around 14.8% of products have been subject to the grant of more than one
SPC (European Commission Directorate-General for Internal Market, 2018).
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to market launch obligations or require applicants to waive their rights to SPC protection in markets
where they will not launch.

It must also be recognised that the factors that prevent or delay launch of medicines in smaller and less
wealthy markets apply not only to innovative medicines but also to generic and biosimilar ones. Even
without SPC protection, these markets may not be sufficiently attractive by themselves to convince
generic manufacturers to initiate manufacturing and sales operations as long as they cannot yet supply
their product to larger and more profitable markets as well. The impact assessment prepared for the
SPC proposals predicts that “a more centralised SPC system would not significantly slow down entry of
follow-on products in smaller/lower income Member States, as these markets face delayed entries
anyway, due to other factors than SPC" (European Commission, 2023a) .

Beyond the here discussed factors that prescribe which products may benefit from SPC protection, for
how long and where, it is important to consider the possibilities for generic manufacturers to oppose
the grant of an SPC or contest it in court. These possibilities, if they result in refusal or invalidation of a
certificate, can pave the way for earlier generic entry where this might otherwise have been
unjustifiably prevented. The new SPC system introduces the opportunity for generic manufacturers to
formally oppose a certificate prior to granting. One may assume that at least a share of all SPCs granted
under the current system might have been rejected had there been an opportunity for third-party
opposition. This assumption is somewhat supported by the observation that a (small) number of SPC
certificates have been invalidated following court proceedings. It is, however, not possible to state in
how many of these cases the certificates were invalidated due to issues that might hypothetically have
been prevented by an opposition proceeding, should this option have existed. Without such data, the
prediction that the new option for third-party opposition may result in fewer certificates being granted
and could speed up generic access remains speculative.

One further consideration for the SPC proposals’ impact on access to generic medicines lies in the
possibility to file for invalidation of a certificate after it has been granted. At present, legal proceedings
to invalidate must be filed nationally before the competent court in the jurisdiction where the
certificate has been granted. Since a ruling in one Member State has no legal standing in another, it is
possible for a certificate to have already been invalidated in one country but to remain under litigation
in another, even if the basis for the proceedings is the same in both countries. Under the new unitary
SPC system, this situation will no longer be possible since such proceedings will take place centrally
before the EUIPO (in the case of an application for declaration of invalidity), or at the UPC (in case of a
claim or counterclaim for invalidity of the SPC, or even the underlying patent). A decision on
(declaration of) invalidity will take simultaneous effect in all AUPC countries, bar further appeals, thus
enabling (or restricting, depending on the outcome) generic entry in all such countries at the same
time. As such, this new system may bring increased equity of access to generic medicines among AUPC
countries.

6.4. Transparency of information

Under the SPC proposals, all applications for SPC certificates (including those that have been granted
as well as those refused well as any decisions for refusal) must be published in a register. For unitary
certificates, there will be a single centralised register that is to be developed, kept and maintained by
the EUIPQ™® (European Commission, 2023¢; European Commission Directorate-General for Internal

no Recital (35): “To ensure transparency, a register should be set up that can serve as a single access point providing
information on applications for unitary certificates as well as granted unitary certificates and their status. The register
should be available in all official languages of the Union.” Further details regarding the contents of the Register are described in
Art. 35 (European Commission, 2023c).
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Market, 2023c). Likewise, any certificates under the centralised procedure must be included in a
register, alongside those certificates being included in national registers in the jurisdictions where they
have been formally granted (European Commission Directorate-General for Internal Market, 2023c).
The proposals do not specify whether these are separate registers, but the information that must be

contained in the registers is largely the same™".

The creation of registers is done in the interest of transparency and the information may therefore be
accessed by any third party free of charge. Alongside the register(s), the EUIPO will maintain an
electronic database containing all documentation provided by applicants and third parties in respect
to SPC applications, but access to the information in this database will be restricted.

The creation of a publicly accessible register containing information not only on the status of on SPC
certificate but also on the underlying patent and marketing authorisation could add real value,
including to generic manufacturers. Currently such information is difficult to access, and generic
manufacturers cannot easily or freely obtain an overview of the status of SPC protection in all Member
States. Rather, this information must be retrieved on a country-by-country basis and may not be easily
accessible in the public domain. A centralised register will therefore greatly facilitate such overviews
for generic manufacturers, but also may hold value for researchers and evaluators of health and
intellectual property policy.

Although the introduction of a public register responds to a need expressed by different parties,
including the generics industry, it carries some degree of risk as it may be used also by public authorities
to inform decision-making on marketing authorisation of generic medicines. Such ‘patent linkage’,
whereby approval is linked to the patent (or SPC) status of the reference product, is not allowed under
the EU general pharmaceutical legislation (The European Commission, 2009). Despite this, the practice
has continued to exist (Medicines for Europe, 2019). Thus, whilst any use of the register to inform
marketing authorisation decisions for generic medicines would be in direct contravention of EU law,
the register creates conditions that may facilitate this.

6.5. Impact on healthcare budgets in Member States

Against a backdrop of ageing populations, rising demand for health services and rising prices for
innovative therapies, across the whole of the European Union countries are under pressure to ensure
that health budgets are contained. Generic and biosimilar medicines play an important role in
maintaining the affordability of health care systems, by introducing alternatives that are considerably
cheaper than the reference medicine.

Any impacts from the SPC proposals on the health care budgets in Member States are therefore closely
associated with their impacts on access to generic and biosimilar medicines. As discussed previously
(see Sections 6.3.2 and 6.4), the SPC proposals may have both positive and negative consequences for
such access, depending on country characteristics as well as product characteristics. On the one hand,
they may facilitate generic entry by improving transparency of information and bringer greater legal
certainty for generic manufacturers as to when and where they may enter the market. On the other
hand, the introduction of the unitary SPC could lead to an expansion of the geographic territory where
products are protected by an SPC and thereby risk further delaying generic entry in some countries
(see Section 6.3.2). The Commission has recognised this risk in its impact assessment for the proposals
(European Commission, 2023a). Using a hypothetical scenario, it estimated the additional expenditure

" For centralised assessment applications, the register must additionally contain information on the designated Member
States for which SPC protection is requested and on the particulars of certificates granted in each of the designated Member States.
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countries would incur as a result of having to purchase the original medicine rather than a generic
version as long as the reference product remains under SPC protection''%. The total estimated impact
across all countries amounts to EUR 37 million per year. Whilst the impacts may be negligible in some
countries, for others they could reach up to 0.5% of pharmaceutical spending in a year. The
Commission, rather optimistically, argues that the additional costs may be re-invested into R&D for new
therapies and thereby produce “a neutral cost-benefit outcome”. There is, however, no certainty that
this will be the case, nor that any such investments translate into tangible benefits for patients or
society.

With regards to access to innovative medicines, uncertainties about the impact on healthcare budgets
likewise apply. Should the proposals achieve their intended aim of administrative simplification, this
could act as an incentive for marketing authorisation holders to enter more markets or enter them more
quickly. The reality remains, though, that launch decisions are typically informed by considerations
other than the costs or administrative hassle of filing for SPC protection in a specific country. Should
the SPC proposals somehow encourage greater access to innovative medicines, this may have some
budgetary impacts as it potentially increases the number of medicinal products available the health
care system can provide. However, in accordance with the TFEU®', Member States have full autonomy
over the allocation of resources to health services and are therefore free to decide not to admit a
particular medicine into the national package of reimbursed care. In general, increased access to
innovative medicines is considered a desirable outcome, provided these medicines offer benefit to
patients and are cost-effective, even if they contribute to increased costs.

"2 Considering only data for countries that have ratified the AUPC as these would be impacted by the unitary SPC.
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7. POLICY RECOMMENDATIONS

Before offering specific policy recommendations, a few words of caution are in order. First, the
proposals analysed in this study are a response to extensive evaluative studies and stakeholder
consultations. This study has not re-examined the validity of the findings from these processes but
rather has accepted them as the rationale behind the SPC proposals. This means, for instance, that the
need for administrative streamlining and harmonisation has been taken as fact and that this study has
analysed only whether the current proposals would be likely to achieve such a goal.

Second, this study has focussed purely on the proposed changes to the SPC system and, specifically,
the introduction of the unitary SPC and centralised assessment. Questions such as whether the
existence of an SPC system itself is consistent with policy objectives of the Commission or whether the
duration of protection or the conditions for grant of an SPC are appropriate were outside the scope.
Therefore, this study does not offer recommendations on such issues.

Third, the Terms of Reference for this study did not specify policy objectives against which
recommendations should be provided. Although each of the SPC proposals articulates a set of
objectives, these objectives are somewhat narrow and self-referential''>. This means that they are not
a suitable basis for policy recommendations. Instead, the Pharmaceutical Strategy for Europe has been
taken as the guidance for the presented policy recommendations. This Strategy forms the basis for the
ongoing work of the Commission and was supported by the European Parliament in a 2021 Resolution.
The Pharmaceutical Strategy’s objectives are:

e Ensuring access to affordable medicines for patients, and addressing unmet medical needs
(e.g., in the areas of antimicrobial resistance, cancer, rare diseases);

e Supporting competitiveness, innovation and sustainability of the EU's pharmaceutical industry
and the development of high quality, safe, effective and greener medicines;

e Enhancing crisis preparedness and response mechanisms, and addressing security of supply;

e Ensuring a strong EU voice in the world, by promoting a high level of quality, efficacy and safety
standards.

Whereas the latter two objectives have only limited bearing on the SPC proposals, the first two provide
a clear framework for recommendations. The main questions to consider therefore are whether, in their
present form, the SPC proposals — and specifically the unitary SPC and centralised procedure — would
help to 1) ensure access to affordable medicines for patients, and 2) support competitiveness,
innovation and sustainability of the EU’s pharmaceutical industry.

7.1. Ensuring access to affordable medicines

7.1.1. Access to innovative medicines

As setoutin Section 6.3.1, itis not expected that the introduction of the unitary SPC or of the centralised
assessment will have any major impacts on access to innovative medicines as the proposed changes
to the SPC system will neither affect the eligibility for SPC protection nor the duration of the protection

13 The unitary SPC proposal states as its objective: “This proposal aims to simplify the EU’s SPC system, as well as improve its
transparency and efficiency, by creating a unitary certificate for medicinal products.”. The SPC recast proposal states as its
objectives: “As Regulation (EC) No 469/2009 has been amended several times, and since further amendments are to be
made, that Regulation should, in the interest of clarity, be recast, which is the first objective of this proposal. [...] A second
objective of this proposal is to introduce a centralised procedure for granting SPCs for medicinal products.” The
appropriateness of the unitary SPC and of a centralised procedure has therefore already been assumed in the proposals’
objectives.
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period. Furthermore, while the proposals may help in further removing any divergence in the system
and may bring Member States on more equal footing with regard to how and when SPCs are granted,
they will not affect any of the other underlying differences that contribute to unequal access to
innovative medicines between Member States. Rather, such differences and ways to overcome these
are the target of certain provisions in the proposed revision to the EU general pharmaceutical
legislation, linking access to regulatory rewards and incentives to market launch requirements. These
revisions could, if successful, have substantially greater impact on promoting equitable access to
innovative medicines than the SPC proposals.

From the perspective of ensuring access to innovative medicines it is therefore important to ensure
that provisions to increase market access in the proposal for the EU general pharmaceutical legislation
are retained. Ideally, the two legislative processes for adoption of the EU general pharmaceutical
legislation and of the SPC Regulations should be considered together, to ensure their alignment.

Recommendations

e In negotiations on the proposals for revision of the EU general pharmaceutical legislation,
monitor the status of provisions aimed at increasing access to medicines in all Member States.
If such provisions are weakened, alternative provisions could be considered linking eligibility
for grant of an SPC to marketing obligations.

7.1.2. Access to generic and biosimilar medicines

Whereas the impact of the SPC proposals on access to innovative medicines is expected to be minimal,
Section 6.3.2 outlined several ways in which they may affect the availability and affordability of generic
and biosimilar medicines. These were:

e Increased opportunities for generic manufacturers and third parties to contest an SPC (either
during assessment or after granting) could reduce the number of SPCs granted and therefore
facilitate earlier entry of lower-cost generic medicines;

e Decisions to declare a unitary SPC invalid will apply in all participating Member States
simultaneously, removing the possibility for a unitary SPC to remain under litigation in one
country whilst already invalidated in another. This could allow earlier generic entry;

e More transparency about where and until when medicinal products remain under SPC
protection allows generic manufacturers to better prepare for market launch. This may speed
up generic entry.

e The wide territorial scope of the unitary SPC could mean SPCs are automatically granted in
markets where otherwise there would have been no SPC protection. This may delay generic
entry in those countries even if the originator product itself has not been placed on the market.

Whilst the first three effects are positive from the perspective of availability and affordability, the third
one poses a risk to the timely entry of generic alternatives. The SPC proposals do not (yet) contain any
provisions to mitigate this, although the proposed revisions to the EU general pharmaceutical
legislation may offer some counterbalance by linking access to incentives to market launch. The SPC
proposals could strengthen this by similarly linking SPC protection to a marketing obligation or
otherwise requiring SPC applicants to waive their rights to SPC protection in markets where they have
not launched. If, however, in practice the impact of the unitary SPC has no substantial impact on the
availability of generic medicines in these countries, a separate provision of this kind may add
unnecessary administrative complexity.
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Recommendations

e Monitor whether parties that obtain a unitary SPC certificate use this right to block generic
access in participating countries where the reference product has not been offered for or
placed on the market.

e Based on results from the above, assess the necessity of adding a clause that unitary SPC
protection applies only in markets where the holder of the unitary SPC has offered the product
to the market within a specified time of the SPC protection taking effect.

7.2. Support competitiveness, innovation and sustainability of industry

Since the proposals do not introduce substantive changes to the conditions for obtaining SPC
protection or to the duration of the SPC protection, any impacts on competitiveness of the innovative
pharmaceutical industry would primarily derive from reducing the administrative burden on
innovators associated with applying for and maintaining SPC certificates. For manufacturers of generic
and biosimilar medicines, the central examination and opposition procedures for the unitary SPC will
likewise reduce the administrative burden as they will be able to oppose the grant of a unitary SPCin
a single procedure rather than having to do so in each jurisdiction separately.

At first glance, it would therefore appear that the proposals will offer administrative simplification for
both innovative companies and for generics manufacturers. This could have a positive effect on the
competitiveness of the pharmaceutical industry in the EU overall. However, to what extent the
proposals will truly result in fewer and simpler procedures remains to be seen. As discussed in Sections
6.1.3 and 6.1.4, the introduction of additional procedures for opposition and multiple appeal
procedures may ultimately result in lengthier procedures, more litigation and more uncertainty. If this
indeed happens, this may also carry increased costs to users and third parties. It is therefore advisable
to critically reassess the added value of each of these new procedures and determine whether further
rationalisation of the system may be justified.

Of further note is that the current proposals do not provide for a conversion of a unitary SPC application
into a centralised SPC. According to the unitary SPC proposal, the conditions for grant of an SPC must
be fulfilled in all Member States simultaneously. It is, however, possible that there will be cases where
the conditions for grant will be fulfilled in some but not all Member States simultaneously. The
proposals do not provide for an alternative route in such an event, leaving the SPC applicant without
any possibility to obtain an SPC. The national route is not available in this scenario, as the marketing
authorisation for the medicinal product would have been granted by the EMA, which precludes
applicability of the national route. The centralised route is also foreclosed, as it can only be used in
cases where there is no unitary patent.

Recommendations

e Review the necessity for the multitude of opposition and appeal procedures available and,
where justified, reduce these. In particular, the added value of the central application for
declaration of invalidity at the EUIPO (Sections 4.3.6 and 4.4.6) should be carefully considered,
given that there is already a possibility to invalidate the unitary SPC before the Unified Patent
Court.

o Allow applicants to convert an SPC application into a centralised SPC application for those
countries where the conditions for a unitary SPC are not fulfilled.
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7.3. Additional considerations

7.3.1. Transfer of responsibilities from NPOs to the EUIPO

Although, for the largest part, the SPC proposals appear to be a balanced reflection of the outcomes of
the various evaluation studies and consultations, a notable exception is the choice for the EUIPO as the
examination authority for both unitary SPC applications and centralised applications (Section 4.7).
Here, the proposals diverge significantly from the consensus among (innovative) industry stakeholders
who would have preferred to see NPOs, either through a virtual office or through a mutual recognition
procedure, or the EPO in this role. Whilst the choice for the EUIPO can be understood from the
perspective of the Commission’s desire to entrust these responsibilities to a body that, as part of the
EU legal order, is accountable to the Member States, it also means that an entirely new infrastructure
needs to be developed since the EUIPO currently has no competencies in SPCs.

It should therefore be expected that, for the EUIPO to be able to fully perform its responsibilities in line
with the proposals, a certain amount of time is needed to develop the capacity, procedures and
structures needed in-house for this. This will in turn require capital to recruit and train staff and to build
the IT-infrastructure to support the processing of applications and set up a public register of all
applications and grants. The impact assessment for the proposals estimates a one-off cost of around
EUR 1.4 million for this, and further annual operating costs. Considering current rising inflation rates
and increasing labour costs, this estimate may proof overly optimistic. The proposals understandably
also do not detail how long the Commission anticipates the EUIPO will need to be able to ready itself
for the new responsibilities.

The proposals furthermore note that the transfer of responsibilities to the EUIPO away from the NPOs
will result in some loss of revenue to NPO from application and maintenance fees. Estimates for the loss
of revenue range from EUR 20,000 (for a system based entirely on centralised filing and examination of
SPC applications resulting in a binding opinion, PO4) to EUR 512,900 (for a system wherein a unitary
SPC complements the unitary patent, PO5) per office annually. According to the proposals, this loss of
revenue will be partially compensated by a transfer of a part of the renewal fees for unitary SPCs to
NPOs where the SPCs have effect. However, the Impact Assessment states''* that there will be no
maintenance fees for the unitary SPC, and that the maintenance fees for the SPCs granted under the
centralised procedure will remain at the national level so it is unclear how this promise of
compensation should be interpreted. NPOs for which examiners take part in the substantive
examination for unitary SPC applications will also be remunerated for this. The level of compensation
has not been specified in the proposals, but the transfer of responsibilities from NPOs to the EUIPO will
almost certainly result in a net loss of income for NPOs. Additionally, it could have consequences for
staffing in the NPOs, where fewer examiners may be needed. Whilst, at the system level, the benefits
of the new SPC regime may outweigh these costs, the direct consequences to NPOs are worth
consideration.

Recommendations

e Request the Commission to update and further explain its estimates for the set-up costs for the
EUIPO. Additionally, the Commission together with the EUIPO could outline an action plan for
development of the needed capacity at the EUIPO to ensure the continuity and quality of the
system, including also a risk management plan.

e Request clarity from the Commission on the levels of compensation to NPOs resulting from the
transfer of responsibilities to the EUIPO.

4 Table 65, page 135
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7.3.2. Standards of examination

The goal of the new SPC system should be to attain the highest possible standards of examination. This
goal is challenged by commitments in the proposal to ensure that there is a geographical balance
among participating offices and a distribution of examiners across the EU territory. The current
proposals provide no indication as to how the highest quality can be ensured with the other
parameters in place.

Recommendations

e Request further clarification from the European Commission on how it intends to balance
assurance of the highest quality standards in the examination with geographic balance.

7.3.3. Independence of Boards of Appeal

The SPC proposals suggest that national examiners can also be members of the Boards of Appeal.
Despite the fact that the proposals indicate that national examiners hereto selected cannot also have
taken part in the examination of the SPC application at issue, questions as to their full independence
remain. In line with the current EU trademark regime, where examiners cannot be appointed as
members of Boards of Appeal (as per Art. 166(9) of Regulation (EU) 2017/1001 of the European
Parliament and of the Council of 14 June 2017 on the European Union trademark), it might be advisable
to mimic this principle for the SPC system.

7.34. Cost impacts for applicants

In the impact assessment for preparation of the proposals, the Commission has estimated the cost
impacts on all affected parties, including applicants. Based on these estimates, the Commission has
concluded that the proposed system will result in net cost savings for any applicant seeking SPC
protection in ten or more Member States or, in the case of an average duration of 3.5 years SPC
protection, even when five or more Member States are covered. Some of the assumptions
underpinning these calculations, however, could be called into question. In particular, attorney costs
have likely been underestimated. The requirement that, for obtainment of a unitary SPC, the eligibility
conditions must be fulfilled in all participating countries entails substantial additional work compared
to a single national application. Likewise, a centralised SPC application produces draft opinions for each
Member State. As these may vary, they will need to be individually examined (unless expressly
indicated the opinions are identical) to allow for preparation of a response. A further point is the
addition of new appeal and opposition procedures. If used, these procedures will also require the use
of attorney services. As such, the overall attorney costs may well be considerably higher than those
indicated in the Commission’s impact assessment. If so, this will affect the point at which the new
system will bring cost savings to applicants compared to the current situation.

The question of the validity of the Commission’s cost estimates to applicants is particularly pertinent
to SMEs. The Commission has conducted an ‘SME test’ as part of the impact assessment. From this it
concludes that the proposals would bring ‘originator SMEs' benefits by reducing administrative and
attorney fees related to the filing and examination and limit related translation costs. However,
compared to large pharmaceutical companies, SMEs may be less inclined to seek SPC protection in a
large number of markets and may be more likely to fall below the ‘tipping point’ above which such
savings are realised. If indeed the Commission’s estimates have underestimated certain costs,
particularly attorney fees, there exists a risk that SMEs could be adversely affected.
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Recommendations

e Request further clarification from the European Commission on how it has prepared its cost
estimates for applicants, including underlying assumptions about the frequency of use of
procedures. If estimates must be revised upwards, carefully consider the impact of this on

SMEs.
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This document was prepared by Policy Department for Citizens' Rights and Constitutional Affairs at
the request of the JURI Committee.

PE 753.104
IP/C/JURI/FWC/2019-001

Print  ISBN 978-92-848-1124-3 | d0i:10.2861/382152| QA-04-23-915-EN-C
PDF  ISBN 978-92-848-1123-6 | doi:10.2861/836176 | QA-04-23-915-EN-N



	List of Boxes
	List of Figures
	List of Tables
	Abbreviations
	Definitions
	Executive Summary
	1. General information
	1.1. Background to this study
	1.2. About this study
	1.3. Methodology and limitations

	2. The pharmaceutical system in the EU
	2.1. Pharmaceutical research and innovation
	2.2. The role of intellectual property
	2.2.1. Patents
	2.2.2. Additional forms of market protection

	2.3. Access to medicinal products

	3. The SPC system: past, present and future
	3.1. The Supplementary Protection Certificate
	3.1.1. Features of the existing SPC system
	3.1.2. National differences in the SPC system
	3.1.3. Trends in SPC applications in the European Union
	3.1.4. Evaluation of the SPC system and rationale for change


	4. Proposal for a new SPC system in the eu
	4.1. Reasoning and options
	4.2. Preferred options
	4.3. The unitary SPC
	4.3.1. Characteristics of the unitary SPC
	4.3.2. Application procedure
	4.3.3. Assessment procedure
	4.3.4. Opposition and appeal
	4.3.5. Decision on granting
	4.3.6. Post-grant invalidation and appeal

	4.4. Centralised national (non-unitary) SPC
	4.4.1. Characteristics of the centralised SPC
	4.4.2. Application procedure
	4.4.3. Assessment procedure
	4.4.4. Opposition and appeal
	4.4.5. Decision on granting
	4.4.6. Post-grant invalidation and appeal

	4.5. Combined application
	4.6. National SPCs
	4.7. Examination authority

	5. Revisions of the EU pharmaceutical legislative framework
	5.1. The EU pharmaceutical legislative framework
	5.2. Intersection between the EU pharmaceutical legislation and the SPC Regulation
	5.2.1. Abolishment of the renewal and sunset clauses
	5.2.2. Setting conditions on access to regulatory protections
	5.2.3. Expanding the scope for the centralised procedure
	5.2.4. Introduction of a transferable data exclusivity voucher for antimicrobials


	6. Potential impacts of the SPC regulations
	6.1. Harmonisation and administrative simplification
	6.1.1. Divergence of granting decisions
	6.1.2. Rigour of the assessment and quality of the SPC certificate
	6.1.3. Likelihood of litigation
	6.1.4. Administrative streamlining

	6.2. Cost implications
	6.2.1. Costs for the central examination authority (EUIPO)
	6.2.2. Application and maintenance fees
	6.2.3. Translation costs

	6.3. Access to medicines
	6.3.1. Access to innovative medicines
	6.3.2. Access to generic and biosimilar medicines

	6.4. Transparency of information
	6.5. Impact on healthcare budgets in Member States

	7. Policy recommendations
	7.1. Ensuring access to affordable medicines
	7.1.1. Access to innovative medicines
	7.1.2. Access to generic and biosimilar medicines

	7.2. Support competitiveness, innovation and sustainability of industry
	7.3. Additional considerations
	7.3.1. Transfer of responsibilities from NPOs to the EUIPO
	7.3.2. Standards of examination
	7.3.3. Independence of Boards of Appeal
	7.3.4. Cost impacts for applicants


	REFERENCES

