medicines
‘C foreurope

better access. better health.

Press Release

EU pharma strategy success depends on access to

generic, biosimilar and value added medicines

Proposals must enable the sector that delivers majority of medicines to patients
For Immediate Release

Brussels, 25 November 2020

The new EU pharmaceutical strategy (EU pharmaceutical strategy) must prioritise workable policies for
generic, biosimilar and value added medicines to deliver on patient access to medicines to rebuild
strained health systems beyond the COVID-19 pandemic.

Generic, biosimilar and value added medicines account for 70% of essential medicines prescribed in Europe,
those that are needed every day to help patients manage diseases including cancer, auto-immune and
respiratory conditions. Off-patent and repurposed medicines are a cornerstone of the COVID-19 response,
facilitating patient treatment in hospital emergency units across the world.

The EU pharma strategy provides a unique opportunity to strengthen this strategic sector. The
Commission Communication is a first important step to::
e Ensure that off patent medicines remain available at all times, addressing the root causes of medicines
shortages, making them a thing of the past
e Ensure access to generic, biosimilar and value added medicines for all patients. Often in Europe,
patients can only fully access the medicines they need when the off-patent version becomes available.
Barriers to off-patent medicines use must be removed, in harmonisation with the IP action plan
e Modernise our environment by digitalising medicine regulatory systems to speed up processes and
interactions. Patients will benefit from a regulatory system that is fit for a digital age with faster and
better safety information, and improved European cooperation on the supply and availability of
medicines.
e Support a resilient manufacturing and industrial policy in Europe, injecting some much-needed
competitiveness policies create manufacturing jobs in Europe and improve the resilience of supply chains
to deal with health emergencies.

Commenting on the launch of the EU Pharmaceutical strategy, Medicines for Europe President Christoph Stoller
(Teva) said “The Pharmaceutical Strategy presented today by the European Commission embodies a key milestone
for many patients across Europe and echoes Medicines for Europe’s ambition to secure medicines supply and
access for the next decade. Moving forward, there are too many public health, social and economic interests at
stake here to get this wrong. More than ever and as proven by the COVID19 lessons learned, we strongly believe
that all concerned stakeholders need to work together — EU and national policy makers, regulators, payers,
industry and all actors of the supply chain - if we are to effectively deliver on the Strategy’s ambition and ensure
that patients receive the medicines they need when they need them, while keeping a strong, resilient and
sustainable manufacturing base in Europe.”
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https://ec.europa.eu/commission/presscorner/detail/en/ip_20_2173
https://ec.europa.eu/health/sites/health/files/human-use/docs/pharmastrategy_com2020-761_en.pdf
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Medicines for Europe

Medicines for Europe represents the generic, biosimilar and value-added medicines industries across Europe. Its
vision is to provide sustainable access to high quality medicines, based on 5 important pillars: patients, quality,
value, sustainability and partnership. Its members directly employ 190,000 people at over 400 manufacturing
and 126 R&D sites in Europe and invest up to 17% of their turnover in R&D investment. Medicines for Europe
member companies across Europe are both increasing access to medicines and driving improved health
outcomes. They play a key role in creating sustainable European healthcare systems by continuing to provide
high quality, effective generic medicines, whilst also innovating to create new biosimilar medicines and bringing
to market value added medicines, which deliver better health outcomes, greater efficiency and/or improved
safety in the hospital setting for patients. For more information please follow us at
www.medicinesforeurope.com and on Twitter @medicinesforEU.

YcnexbT Ha papmaueBTuUYHaTa cTpaterna Ha EC 3aBucu
OT AOCTbMNa A0 reHepuyHn, bnonogobHU 1 neKapcrTea C
nobaBeHa CTOMHOCT

MpeanoxkeHnata TpsabBa Oa A3faT Bb3MOMKHOCT Ha CEKTopa, KOWTO [0CTaBA

noBe4yeTo J1IeKapCTBa Ha NauneHTuTe
Bptokcen, 25 Hoemspu 2020 .

dapmaueBtTMyHaTa cTpaterna Ha EC Tpabea fga fgafe npuoputeT Ha paboTewmTte MOAUTUKM 33 FEHEePUYHW,
61Monofo6HM NeKkapcTBa U IeKapcTBa ¢ 4obaBeHa CTOMHOCT, 33 A4a OCUTYPU AOCTbMN Ha NaLMeHTUTE 40 IeKapcTBa
1 32 Bb3CTaHOBABAHE Ha NpeToBapeHuTe 34paBHU CUCTEMUM U3BBH NaHaemuaTa Ha COVID-19.

leHepuyHUTE, BonogobHM nekapctBa M gobaBeHa CTOMHOCT npeactasnssaT 70% OT OCHOBHUTE /IEKAPCTBa,
npegnucann B EBpona, Te3un, KOUTO ca HeOBXOA4MMM BCEKU AEH, 33 Aa MOMOrHaT Ha NauMeHTUTe Aa ce fieKyBaT
OT Pas3IMYHM 3ab60NABAHUA, BKAOYMUTENHO PaK, aBTOMMYHHW M pecnmnpatopHu 3abonasaHuA. JlekapcreaTa C
oTnagHan naTeHT/reHepUYHNTE MeauKaMeHTH/ 1 A0MbAHUTENHO MOANDULMPAHUTE SIEKAPCTBA Ca Kpabrb/ieH
KaMbk B bopbaTta ¢ COVID-19, ynecHsaBalWwm ne4eHMeTo Ha NauneHTM B CNewHUTe oTaeneHma Ha 6oaHuLmMTE no
Lenuva ceAr.

dapmaueBTMyHaTa cTpaterns Ha EC npenocTaBs YHMKaHA Bb3MOMKHOCT 3@ YKpenBaHe Ha TO3M CTpaTernyecku
ceKkTop. B npegnorkeHunaTa Tpabea:

e [la ce rapaHTMpa, Yye fieKkapcTBaTa C OTNAAHAN MAaTeHT OCTaBaT AOCTbMHWM MNpe3 UANOTO Bpeme, KaTto ce
npeoaoneAat Npn4YnHnUTE 3a HeJO0CTUra Ha Z1IEKAPCTBA, KOETO Ce € C/1y4Basio B MUHanoTto!

e Jla ce ocurypm JoOCTbN A0 reHepuyHu, 6MOI'|OLI,O6HVI M neKapcrtea C LI,O6aBEHa CTOMHOCT 3@ BCUYKMU nauneHTn.
YecTo B EBpOMa naumeHTUTE MoraTt Aa NoayyaT NbaeH 4OCTbN 40 /IeKapcTBaTa, OT KOUTO Ce HYXKAAAT, e4,Ba Korato
CTaHe Ha/IMYHa HenaTeHTHaTa BepcuA Ha meanKameHTa. [peykuTe npes yn0Tpe6aTa Ha HeNnaTeHTHW 1eKapCTBa
Tpﬂ6Ba Aa 6'b,£l,aT npemaxHaT B CbOTBETCTBUE C NJIaHa 3a AEVICTBME Ha MHTel’IeKTyaﬂHaTa cobcreHocT!
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e [la ce MoAepHM3MpPa HallaTa cpeda Ypes ANUrnTaansnpaHe Ha CUCTEMUTE 3a peryMpaHe Ha MeanLmHaTa, 3a Aa
ce YCKOpAT npouecute M B3aMmoencTeuATa. laupeHTUTe LWie ce Bb3M0/3BaT OT peryaaTopHa cuctema,
noaxoAalwa 3a AuruTasHa epa ¢ no-6bp3a M no-gobpa nHPopmaumsa 3a 6esonacHocTTa M nogobpeHo
€BPOMNencKo CbTPyAHMYECTBO B 06/1aCTTa Ha AOCTAaBKUTE M HAa/IMYHOCTTA Ha IeKapCTBa.

e [la ce NnogKpenu ycTonuymMBa Npon3BOACTBEHA M UHAYCTPUANHA NOAMTUKA B EBpona, KaTo ce BHeApPST HAKOMU
TO/IKOBA HEOHXOAMMM NOSIMTUKM 38 KOHKYPEHTOCMOCOBHOCT, OTKpMBaHE Ha paboTHM MecTa B MPOMU3BOACTBOTO U
noAobpAT yCTOMYMBOCTTA Ha BEpUTMTe 33 A0CTaBKM 3a CpaBaAHe CbC CNELHN 34PaBHU CUTYaLMUMN.

KomeHTupainKku cTapTupaHeTo Ha dapmaueBTUyHaTa ctpaterns Ha EC, npesnaeHTsbT Ha JlekapcTea 3a EBpona
Kpuctod Cronep (Tesa) Kasa: , PapmauesmuyHama cmpameeus, npedcmaseHa OHec om Esponelickama
KOMUCUS, 0/1Ul4emeopsasd K408 emarn 3ad MHO20 nauyueHmu 8 ysana Eespona u ompasssa ambuyusma Ha
,Jlekapcmea 3a Espona” 0a ocueypu docmasKku u docmdvn 3a cnedsaujomo decemusnemue. podwvaxcasaliku
Hanpeo, MyK ca 3as710%eHU Mebpoe MHO20 obuwiecmeeHu 30pasHU, COYUAAHU U UKOHOMUYECKU UHmepecu, U He
Moxce 0a cu o380sum 00NyCKAHemo Ha Kakeumo u 0a e buso epewku! [logeye om 8cAK02a U KAKMO e 00KA3aHO
om HayvyeHume ypouu Ha COVID19, Hue mebpdo ssapsame, Ye 8CUYKU 30UHMEPECco8aHU CmpaHu mpabsea oa
pabomsam 3aedHo - cbadameanume Ha NoaAuUMuUKU 8 EC u Ha HAUUOHAHO pasHUWE, peayaamopume, naamyume,
UHOYCMpUAMa U 8CUYKU y4ACMHUUU 858 8epuaama Ha 00CMABKU - 3a 0d Ce nocmuaHe egheKkmusHO U3MbaHeHue
Ha ambuyuama Ha cmpameauama u 0d ce 2apaHmupa, Yye nayueHmume rosay4asam AeKapcmeama, om Koumo
ce Hy»#0asam, Ko2aamo ce Hy#0asm om msx, Kamo CbWespeMeHHO ce 3arna3u CUsaHAd, u3opsvausa uycmolvusa
npouszsodcmeeHa 6asza 8 Espona. "

»JlekapctBa 3a EBpona” (umiito uneH e brdapmA) , npeacrasnasa eBpPOMNeENCKUTE OTPAC/IM 33 FeHEepPUYHH,
61Monofo6HM nekapcTBa M IeKapcTea ¢ AobaBeHa CTOMHOCT, KOUTO OCUIYPABAT BUCOKOKAYECTBEHM IeKapCTBa Ha
KOHKYPEHTHM LLEeHW 33 MUJMOHW eBPONenCKM naumeHTW. [py:KecTBaTa, NpeacTaBasBaHu oT ,JlekapcTBa 3a
Espona“, ocurypasat 61130 190 000 kBanmbumumpaHmn paboTHM mecTa B EBpona 1 MHBecTMpaT 40 17% oT obopoTa
CW B MHBECTUUMMN B HAy4YHOM3C/NeL0BaTe/ICKa M Pa3BOMHa AeMHOCT. BU3nATa Ha eBponeiickuTe NPoM3BOAUTENN
Ha reHepu4HM n 6MonoLobHM NeKapCTBa e Aa ce OCUTYPU YCTOMUYMB JOCTBIN A0 BUCOKOKAYECTBEHM IeKApPCTBa 3a
BCMYKM €BPONENCKN NALUMEHTU Bb3 OCHOBA Ha 5 BaXKHW CTb/16a: NaLMeHTH, KauecTBo, CTOMHOCT, YCTOMUYMBOCT U
NapTHbOPCTBO.
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