SPC WAIVER

SETTING THE RECORD
STRAIGHT

DID YOU KNOW?

O

Countries with the highest level of IP right protection for pharmaceuticals, including SPC, attract
the lion's share of R&D investments'.

O

The SPC regime also exists in the USA and Japan, global leaders in pharmaceutical innovation and

the EU’s main competitors in this area’.

O

China is currently considering the introduction of an SPC regime to increase its global
attractiveness for pharmaceutical R&D investments®.

O

llustrating the economic value of the EU’s SPC regime, research has shown that the reduction of
IP rights results in job losses. One particular study evaluated the reduction of the SPC to lead to
the loss of more than 120,000 jobs*.

O

Generic companies employ 160.000 employees®.
Innovative pharmaceutical companies employ 745,000 people and generate three to four times
more employment indirectly®. Innovative companies also invest an estimated

€35 billion in R&D per year in Europe.

O

90% of EU trade stems from IP right-intensive industries, generating a trade surplus of €96b per
year for the EU".
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China", Lexology)

— General Office of the Communist Party of China “The Opinion on [...]JEncouraging the Innovation of Drugs and Medical Devices 8 Oct.
2017.
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The SPC waiver does not erode or By allowing manufacturing during the
change Intellectual Property (IP) exclusivity period, the SPC waiver
protection in any way’. would in fact be rolling back on the

level of IP rights granted to

innovators.
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Reducing P rights would accelerate Robust standards of IP protection
access to medicines®. enable investments in R&D needed
to develop innovative treatments.

Greater investments in healthcare

accelerates access to medicines®.
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Reducing the scope of the SPC will Today, generic products can legally be
accelerate the launch of generic launched in the EU on day one after
products in the EU. the expiry of exclusive rights.
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An SPC waiver would increase the The shift to exporting low-priced
EU’s trade balance®. generics instead of high—value
treatments would reduce the value

level of European trade®.

The SPC waiver would generate Leading economists contested this claim

thousands of jobs in Europe®. in a number of critical reviews®.
According to one study, the SPC waiver
would lead to significant annual job losses
(direct job losses 4,500-7,700; indirect
job losses 19,000-32,000) in the

innovative industry and to a decrease of

investments in R&D (€215m-€363m)".

-

—
The SPC waiver will allow generic The most sophisticated part of
manufacturers to produce in the EU &, manuFacturing drugs is the production of

the active substance (as opposed to
packaging). The active substance is often
and increasingly sourced from outside
the EU where manufacturing costs are
lower". The SPC waiver will not change
the ability of generic companies to
source APls from outside the EU.

Biosimilar manufacturers welcome The majority of biosimilar products are
the introduction of an SPC waiver. produced by innovative companies'.
These companies support a system
that promotes innovation and allows

competition after expiry of exclusivity.

THERE ARE NEARLY 7,000 MEDICINES
IN DEVELOPMENT TODAY.
74% ARE POTENTIALLY FIRST IN CLASS
AND 100% ARE BASED ON STRONG
IP RIGHTS.

References:

* Medicines for Europe, “Supplementary Protection Certificate (SPC) Manufacturing Waiver Benefits & Myths” (October 2017).

® Medicines for Europe, The impact of SPC manufacturing waiver on jobs, competitiveness, & patient access to medicines (February 2018).

<IFPMA, EFPIA, PhARMA and JPMA, Contribution: the value of intellectual property for access to medicines (February 2016).

¢ Medicines for Europe, The impact of SPC manufacturing waiver on jobs, competitiveness, & patient access to medicines (February 2018).

* Office of Health Economics (OHE), Review of CRA’s Report “Assessing the Economic Impacts of Changing Exemption Provisions During Patent and SPC Protection in
EUrO Ze” (January 2018)

fPugatch Consilium, "UNINTENDED CONSEQUENCES: How introducing a manufacturing and export exemption to SPCs would weaken global standards of IP protection
and result in direct losses to Europe’s research-based biopharmaceutical industry." (October 2017)

¢ Medicines for Europe, The impact of SPC manufacturing waiver on jobs, competitiveness, & patient access to medicines (February 2018).

" Zion Market Research, Worldwide trends in active pharmaceutical ingredient market size will reach USD 213.84 Billion by 2021 (April 2018).

" European Medicines Agency's European Public Assessment Reports data base.

A QUICK REFRESHER:

As part of the Single Market Strategy review, the European Commission is proposing
an “SPC manuFacturing waiver”. This would allow generic manufacturers to produce a
pharmaceutical product during the exclusivity period granted by the SPC.

A better way to describe the waiver would be to call it a “manufacturing exemption”.
The term “waiver” indicates the wi||ingness of the property holder to
relinquish exclusive rights.

an extension of the patent term to partially compensate innovators for the substantial patent
time lost during the lengthy clinical tests and trials required to secure regulatory approval.

SPCs are a critical part of the European Intellectual Property rights framework. They have

played a key role in the development of innovative medicines for European patients. At the
end of the SPC, these innovative medicines become generic.

HOW DOES IT WORK? TWO CASES TO ILLUSTRATE

PATENT PRODUCT
FILED ON THE MARKET

8 YEARS 12 YEARS

Time for product Time for commercialisation
development of patent

15 years maximum from first marketing authorisation in the EU/EEA

PATENT PRODUCT
FILED ON THE MARKET

10 YEARS 10 YEARS

Time for product Time for commercialisation
development of patent

15 years maximum from first marketing authorisation in the EU/EEA*

* ECIPE Policy Brief #4/2017 based on Pharmaceutical Compliance Monitor (2013).


https://medicinesforeurope.com/docs/2.%20SPC%20manufacturing%20waiver%20-%20Benefits%20and%20Myths.pdf
https://www.medicinesforeurope.com/wp-content/uploads/2018/02/SPC-MW.pdf
https://static1.squarespace.com/static/562094dee4b0d00c1a3ef761/t/56d540419f72665658c5501c/1456816194156/IFPMA+EFPIA+PhRMA+JPMA+Submission+I+-+Intellectual+Property+%28002%29.pdf
https://www.medicinesforeurope.com/wp-content/uploads/2018/02/SPC-MW.pdf
https://www.ohe.org/publications/review-cra%E2%80%99s-report-%E2%80%9Cassessing-economic-impacts-changing-exemption-provisions-during
https://www.ohe.org/publications/review-cra%E2%80%99s-report-%E2%80%9Cassessing-economic-impacts-changing-exemption-provisions-during
https://papers.ssrn.com/sol3/papers.cfm?abstract_id=3051545
https://papers.ssrn.com/sol3/papers.cfm?abstract_id=3051545
https://www.medicinesforeurope.com/wp-content/uploads/2018/02/SPC-MW.pdf
https://globenewswire.com/news-release/2018/04/24/1486225/0/en/Worldwide-Trends-in-Active-pharmaceutical-ingredient-Market-Size-Will-Reach-USD-213-84-Billion-by-2021.html
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/landing/epar_search.jsp&mid=WC0b01ac058001d124
https://www.lexology.com/library/detail.aspx?g=4c1e85ef-32e3-420b-9ae7-007bdf81e4d2
http://www.beyondspringpharma.com/wp-content/uploads/2018/02/State-Council-Opinion-on-Drug-and-Device-Reform-EN.pdf
https://www.medicinesforeurope.com/generic-medicines/who-we-are/
https://www.efpia.eu/media/219735/efpia-pharmafigures2017_statisticbroch_v04-final.pdf
https://euipo.europa.eu/tunnel-web/secure/webdav/guest/document_library/observatory/documents/IPContributionStudy/performance_in_the_European_Union/performance_in_the_European_Union_full.pdf



