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PASKAIDROJUMA RAKSTS

PRIEKSLIKUMA KONTEKSTS

Lai palielinatu reglament€to ripniecibas nozaru, piemeram, farmacijas ripniecibas,
konkur&tsp&ju, vienota tirgus stratégija' tika pazinots par patentu un papildu aizsardzibas
sertifikata (PAS)? sniegtas aizsardzibas dazu aspektu mérktiecigu parskatisanu. Merkis bija
risinat $adas problémas:

— neparedzetu seku dgl, kas izriet no gandriz pirms trisdesmit gadiem pienemta un
joprojam spéka eso$a ES regulg€juma, un sakara ar parmainam farmacijas nozaré
(pieméram, biolidzinieku paradiSanos) ES bazétie genérisko un biolidzigo zalu
razotaji zaudé eksporta tirgus (ari jaunas darfjumdarbibas iesp€jas) un dalibvalstu
tirgos neienak pietiekami driz p&c papildu aizsardzibas sertifikata termina (t. i., no
“pirmas dienas” jeb nakamaja diena péc PAS aizsardzibas beigam);

— dalibvalstis papildu aizsardzibas regul&jums netiek Tstenots vienveidigi, bet to varbut
vares atrisinat ar gaidamo ES vienoto patentu, péc kura varétu tikt izveidots vienots
papildu aizsardzibas sertifikats;

— atbrivojums no patenttiesibu ievérosanas (t.s. Bolara klauzula)® tiek izmantots
neviendabigi.

Eiropas Parlaments Rezoliicija par vienota tirgus stratégiju® ir apstiprinajis, ka attieciba uz ES
PAS regulgjumu ir jarikojas, un “mudina Komisiju ieviest un lidz 2019. gadam istenot
atteiksanos no SPC [PAS] razosana”, lai sekmétu genérisko un biolidzigo zalu nozares
konkur&tsp&ju, bet “neierobezojot tirgus ekskluzivas tiesibas, kas saskana ar SPC kartibu ir
pieskirtas aizsargatajos tirgos”.

S1 iniciativa risina pirmo no iepriek§ minétajam problémam un ierosina grozit Savienibas
tiestbu aktu par papildu aizsardzibas sertifikatu zalem, proti, Regulu (EK) Nr. 469/2009°.
Merkis ir sertifikata darbibas laika ieviest atbrivojumu attieciba uz razoSanu eksporta
vajadzibam (razoSanas atbrivojumu). Atbrivojums biitu izn€muma veida, citiem vardiem, tas
butu ar sertifikatu pieskirtas aizsardzibas ierobezojums, kura mérkis butu likvidet

I COM(2015)550.

papildu aizsardzibas sertifikats (no angl. val. Supplementary Protecion Certificate, SPC) ir sui generis
intelektuala Tpasuma tiesibas, kas pastav ES dalibvalstis un par pieciem gadiem pagarina juridisko speku
pamatpatentam uz zalém vai augu aizsardzibas Iidzekli (pieméram, pesticidu), kuru atlavusas valsts vai ES
regulativas iestades. Relevantie tiesibu akti par papildu aizsardzibas sertifikatu zalém ir Regula (EK)
Nr. 469/2009 (Regulas (EEK) Nr. 1768/92 kodificéta redakcija). So sertifikatu noliiks ir kompensét faktiskas
patentaizsardzibas “zudumu”, ko rada laikietilpiga obligata testéSana un kliniskas parbaudes, kas
nepiecieSamas, pirms zales atlauts laist ES tirgli. Pediatrijas regula (Regula (EK) Nr. 1901/2006 par pediatrija
lietojamam zalém) nosaka, ka papildu aizsardzibas sertifikats zalem ir pagarinams vél par seSiem ménesiem,
ja atlautas zales ir bijusas pediatrijas pétijumu plana. Regula (EK) Nr. 1610/96 reglament papildu
aizsardzibas sertifikatus augu aizsardzibas Iidzekliem, bet nav $a priekslikuma priekSmets.

Sis atbrivojums ir definéts Direktivas 2001/81/EK par Kopienas kodeksu, kas attiecas uz cilvékiem
paredz&tam zalem, 10. panta 6. punkta: “Vajadzigo petijumu un izpétes veiksana, lai nodrosinatu 1., 2., 3. un
4. punkta pieméroSanu un no tiem izrietosas praktiskas prasibas, nav uzskatama par tadu, kura ir pretrund
ar patenttiesibam vai zalu papildu aizsardzibas sertifikatiem”.

Eiropas Parlamenta 2016. gada 26. maija Rezolucija par vienota tirgus stratégiju (2015/2354(INTI)).

Eiropas Parlamenta un Padomes 2009. gada 6. maija Regula (EK) Nr. 469/2009 par papildu aizsardzibas
sertifikatu zalem (OV L 152, 16.6.2009., 1. lpp.).
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konkurétsp&ju vajinosos faktorus, ar ko patlaban saskaras ES bazetie genérisko un biolidzigo
zalu razotaji. Izneémums tiem dos iesp&ju sertifikata darbibas laika savus produktus razot
dalibvalsts teritorija ar vienigo noliiku tos eksportét uz arpussavienibas valstu tirgiem, kur
patenta vai sertifikata sniegta aizsardziba ir beigusies vai nedarbojas. Merkis ir Savieniba
veicinat ieguldijumus un darbvietu rasanos genérisko un biolidzigo zalu razo$ana, atjaunojot
stavokli, kur ES bazétie razotaji ir vienlidzigos konkurences apstaklos ar raZotajiem
arpussavienibas valstis. Sim izneémumam nevajadzétu ietekmét sertifikata turétaju ekskluzivas
tiestbas Savienibas tirgl. IpaSi izdevigs Sis priekslikums bus ES bazétiem maziem un
vidgjiem uzpémumiem (MVU), jo ar genérisko un biolidzigo zalu razo$anu bieZzi vien
nodarbojas tiesi vini.

S iniciativa balstas uz virkni pétijumu. Turklat 2017. gada februarT tika publicéts sakotngjais
ietekmes novértéjums, kura tika pazinotas iesp&jamas legislativas un nelegislativas iniciativas
nosaukto problému risinasanai.

2017. gada oktobri 12 ned€las norisinajas sabiedriska apsprieSana, kura min€to raZoSanas
atbrivojumu atbalstija visdazadakas ieinteresétas personas®. ST apspriefana liecina par lielu
atbalstu vienotam sertifikatam. Turklat, lai arT daudzas ieinteresétas personas uzskata, ka St
sertifikata sist€ma atbilst izvirzitajam merkim, citi doma, ka vajadziga lielaka skaidriba par
Papildu aizsardzibas sertifikata regulas un Bolara klauzulas istenoSanu praksé. Tomer Skiet
lietderigi nogaidit, lidz Komisija bils izanalizgjusi farmaceitiskos stimulus’. Pirms sniegt
jebkadus turpmakus ieteikumus par papildu aizsardzibas sertifikatu sist€ému kopuma, art butu
jasagaida spriedums papildu aizsardzibas sertifikatu lietas, kas pasreiz tiek izskatitas Eiropas
Savienibas Tiesa.

. Galvenie priekslikuma elementi

Si likumdosanas iniciativa tiesibam, kuras papildu aizsardzibas sertifikata turétajs var
izmantot saskana ar Regulu (EK) Nr. 469/2009, ierosina ierobezotu izp€mumu — “razosanas
atbrivojumu”. Sa ipadi orientéta un lidzsvarota priekslikuma mérkis ir mazinat daZas
neparedz&tas PAS reguléjuma sekas ES bazétiem genérisko un biolidzigo zalu razotajiem,
nemot vera ieprieks€jo trisdesmit gadu laika notikusas parmainas farmacijas rupnieciba.

Saskanota PAS sistéma ir ieviesta kop$ 1992. gada. ST sistéma cenSas kompensét faktiskas
patentaizsardzibas zudumu, kas rodas sakara ar laikietilpigajiem tirdzniecibas atlaujas
sanemsanas (ar1 izpétes un klinisko parbauzu) procesiem. Tika atzits, ka patenta sniegtas
faktiskas aizsardzibas laiks nepietickami sedz ieguldijumus p€tnieciba, tap&c zalu petnieciba
ir neizdeviga. Tapéc, nodrosinot papildu aizsardzibas laiku, kas atkariba no apstakliem katra
konkrétaja gadijuma var€ja biit no vienas dienas lidz augstakais pieciem gadiem, regulas
mérkis bija pietiekami stimul@ farmacijas riipniecibu jauninajumu ievieSanai un Savieniba
veicinat petnieciba un inovacija izdaritus ieguldijumus, kuri vajadzigi, lai var€tu izstradat
zales un noverst zalu pétniecibas parvietoSanos aiz Savienibas robezam.

6 SWD(2018)242, to atbilzu kopsavilkums, kas sanemtas sabiedriskaja apsprieSana par papildu aizsardzibas

sertifikatiem un atbrivojumiem no patenttiesibu ievéro$anas nozares, kuru produktiem ir vajadzigas atlaujas
laiSanai reguléta tirgd.

sisttmas ES un tas dalibvalstis, kuros ta aicingja Komisiju, pamatojoties uz pieradijumiem, izanalizét ES
farmaceitisko stimulu (ar papildu aizsardzibas sertifikatu un Bolara klauzulas) ietekmi uz zalu inovaciju un
picklustamibu (Padomes dokuments 10315/16). Tas paslaik tick analizgts.
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PAS sniegta aizsardziba tiek plasi izmantota, un uz to palaujas arvien vairak®. Taja pasa laika
Eiropas Savienibas un pasaules zalu tirgi pamatigi mainas. Visa pasaulé pieprasijums péc
zalém ir krietni audzis (2017. gada sasniedzot 1,1 triljonu EUR). Turklat arvien lielaku tirgus
dalu aiznem genériskas un biolidzigas zales. Ja par izaugsmes tempu pienem 6,9 % gada,
2020. gada genériskas un biolidzigas zales biis 80 % no visam zalém péc daudzuma un
apméram 28 % — péc vertibas.

Run3jot par “novatoriskdm” zalém, paredzams, ka 2022. gada ceturtdalu tirgus aiznems
biozales — citiem vardiem, originalas zales, kuram jau min&tas biolidzigas zales jeb
biolidzinieki ir piesaistiti. Ir novertets, ka lidz ar riipnieciska Tpasuma tiesibu aizsardzibas
termina pienaksSanu 2020. gada biolidziniekus driksteés piedavat ienesigam pirmas paaudzes
biozalu segmentam, kura vertiba ir vairak neka 90 miljardi EUR. Lidz ar to pav&rsies milzigas
papildu izaugsmes un darba iesp&jas’.

ES jau sen ir zalu pétniecibas, izstrades un razoSanas centrs. Piem&ram, biolidzinieku
razoSana Eiropas Savieniba sakas 2006. gada — daudz agrak neka citur, un, nemot véra, ka
Savieniba Sai razoSanai ir lieliska ekosiste€ma, ta biolidzinieku izstradg ir izvirzijusies pasaules
liderpozicija'®.

Tagad tas konkurétsp€ja ir apdraudéta. Ar genérisko un biolidzigo zalu razo$anu arvien vairak
nodarbojas ari Eiropas tirdzniecibas partneri, savukart ES bazétie genérisko un biolidzigo zalu
razotaji'! saskaras ar biitisku problému: Eiropas Savieniba, kamér produkts ir aizsargats ar
PAS, tie So produktu nedrikst raZzot nekadiem meérkiem, arT ne eksporté€Sanai arpus ES uz
valstim, kuras PAS sniegta aizsardziba ir beigusies vai tadas nemaz nav, turpretim attiecigajas
arpussavienibas valstis bazétie razotaji to drikst'?.

Sis problemas de] ES bazétie razotaji salidzindgjuma ar tiem, kas razo arpus ES, ir
neizdevigaka stavokli ne tikai pasaules tirgos, bet ari t. s. “pirmas dienas” ES tirgos. Tas ir
tapec, ka sertifikata dél ES razotajiem ir griitak uzreiz p&c sertifikata deriguma termina ienakt
ES tirgt, jo tie nevar palielinat razoSanas jaudu, iekams nav beigusies sertifikata sniegta
aizsardziba. Tadas problémas gan nav razotajiem, kas atrodas arpussavienibas valstis, kuras
aizsardziba nedarbojas vai ir beigusies. Problému saasina genérisko/biolidzigo zalu tirgu
dinamika, jo iev@rojamu tirgus dalu iegust un finansiali dzivotsp&jigas ir tikai dazas
genériskas/biolidzigas zales, kas péc atsauces zalu patenta/PAS aizsardzibas beigam tirgh
ienak pirmas.

St specifiska divéjada probléma nekavéjoties jarisina, jo genérisko un biolidzigo zalu tirga
valda siva konkurence un $ie tirgi pastavigi aug, un nakamajos gados, beidzoties patentu vai

Sk. M. Mejer “25 years of SPC protection for medicinal products in Europe: Insights and challenges”
(2017. gada maijs) un M. Kyle “A study on the economic aspects of the SPC: Economic Analysis of
Supplementary Protection Certificates in Europe” (2017).

SWD(2018)240, sim dokumentam pievienotais ietekmes novertgjums, sk. 6.3.1. punktu un 7. pielikumu.

ES ir bijusi celmlauze biolidzinieku apstiprinaSanas regulativo procediiru izstradé. Eiropas Zalu agentiira
(EMA) pirmo biolidzinieku apstiprinaja 2006. gada, bet ASV Partikas un zalu parvalde (FDA)— tikai
2015. gada. Lai vargtu izstradat biolidzinieku, inovacija parasti jaiegulda vismaz 250 miljonus EUR.

Neatkarigi no ta, kur atrodas to galvenais birojs — Savieniba vai arpussavienibas valstl. Ari novatorisku
farmacijas uzpémumu meitassabiedribas, kas razo genériskas/biolidzigas zales.

Vismaz, ja tie bazeti valsti, kura PAS nedarbojas (pieméram, Kina, Indija, Brazilija un Krievija), vai kura
PAS darbojas ar atbrivojumu attieciba uz razosanu eksporta vajadzibam (pieméram, Kanada), vai kura PAS
sniegta aizsardziba darbojas isaku laiku neka ES (piem&ram, Izragla).
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PAS terminam, liels skaits zalu ienaks briva tirgus aprite. Pateicoties tam, paveérsies milzigas
tirgus iesp€jas, it ipasi genériskajam un biolidzigajam zalem.

Ja vien Eiropa tagad nerikosies, ta riské palaist garam iesp&jas, ko radis Sis gaidamais
“patentu krahs”, jo iepriek§ min&tie neparedzetie pasreiz&ja PAS regul&juma aspekti attur no
ricibas uzpémumus, kuri vélas ieguldit jaunas genériskajas un biolidzigajas zalés. Ja
pasreizgjais juridiskais $kérslis Eiropa saglabasies, uznémumi, kuri vélas razot genériskas vai
biolidzigas zales, var sakt tas razot arpus Savienibas. Lidz ar to ES biolidzinieku nozaré var
zaudét konkurétsp&jas priekSrocibas, kadas tai bijuSas ka celmlauzim, un milzigas
darfjumdarbibas iespgjas, vel jo vairak tapec, ka Eiropas Savienibu strauji panak starptautiskie
tirdzniecibas partneri'>.

Iepriek§ min&to problému risinasanai priekslikums paredz attieciba uz razoSanu eksporta
vajadzibam ieviest atbrivojumu. Sads atbrivojums novérsis neizdevigos konkurences
apstaklus, kados patlaban darbojas ES bazéti genérisko un biolidzigo zalu razotaji. Tadgjadi
tiem bis iesp&ja PAS darbibas laika razot vienigi eksportéSanai uz arpussavienibas valstu
tirgiem, kur aizsardziba nedarbojas vai ir beigusies. Ta zinama mera arT atrisinasies probléma
ar ienakSanu ES tirgdi no “pirmas dienas”: raZotajs, kas ieviesis raZoSanas liniju eksporta
vajadzibam, péc PAS termina to pasu liniju itin viegli varés izmantot genérisko vai biolidzigo
zalu raZoSanai, lai atri apgadatu ES tirgu. Skaidrs, ka Siem razotajiem butu pilniba jaievéro
piem&rojamie farmacijas tiesibu akti un, pieméram, bridi, kad zales laiz ES tirgi, tam jabut
derigai tirdzniecibas atlaujai.

Priekslikumam bitu javeicina Eiropas ka zalu pétniecibas, izstrades un razoSanas centra
konkurétsp&ja. Tas palidzés jauniem farmacijas uznémumiem sakt un izverst darbibu lielas
izaugsmes jomas un p&c prognozém nakamajos 10 gados radis papildu ikgad&jus eksporta
neto pardevumus, kuru vértiba krietni parsniegs miljardu eiro; pateicoties tam, $aja perioda
varetu rasties 20 000-25 000 jaunu darbvietu. Tas ir piesardzigas apléses, jo aprékina paraugs
atbilst tikai apméram tresajai dalai inovativo zalu'4,

Ta ka eksporta vajadzibam izveidoto razoSanas jaudu pirms sertifikata termina var izmantot,
lai apgadatu ES tirgu no “pirmas dienas”, gaidams, ka tas zinama meéra ar1 veicinas zalu
pieejamibu Savieniba, genériskajam un biolidzigajam zalem dodot iesp&ju péc sertifikatu
termina atrak ienakt tirgii un tadéjadi nodrosinot, ka péc patentu un PAS aizsardzibas beigam
zales ir pieejamas plasaka klasta un par pienemamaku cenu. Tam vajadz€tu pozitivi ietekmeét
valstu veselibas budzetu.

Sis priekslikums noteikti bis izdevigs uzpémumiem, kuri tagad Eiropa razo genériskas un
biolidzigas zales. Laika gaita tas bis izdevigs visai Savienibas farmacijas nozarei, jo laus

13 Biolidzinieku joma, kur notiek intensiva pétnieciba un izstrade, p&tniecibai ir tendence norisinaties turpat, kur

notiek razoSana: tap&c razoSanas parvietoSanas rezultata var tikt parvietota arl pétnieciba un izstrade. Ir
aplésts, ka vienu biozalu razoSanas parvietoSana izmaksa vismaz 10 miljonus EUR un ilgst vismaz 1,5—
2 gadus. Ja kada zalu joma atbalstitu ieguldijumus pétnieciba, izstradé un razosSana, tas pozitivi ietekmétu
visu farmacijas nozari Eiropas Savieniba. Azijas un Klusa okeana regiona izstrada vairak biolidzinieku (ar
Kimu (269) un Indiju (257) prieksgala) neka jebkur citur pasauleé (ASV tiek izstradatas 187). 2012. gada
Dienvidkoreja biolidzinieku izstradé ieguldija 35 % no valsts budzeta, kas atvelets p&tniecibai un izstradei
medicina (sk. organizacijas Deloitte rakstu “Winning with biosimilars-Opportunities in global markets”
(2015). Kanada, lai arT sarunas par VisaptveroSo ekonomikas un tirdzniecibas noligumu (CETA) piekrita
ieviest PAS aizsardzibu, tomé&r uzstaja, lai noliguma tiktu ieklauts PAS razoSanas atbrivojums (un citi
ierobezojumi), kuru rezultata Kanadas uznémumi pasi var nosmelt jauno genérisko un biolidzigo zalu tirgus
labumus.

14 SWD(2018)240, ietekmes novertgjums, 6.—8. punkts.
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visiem dalibniekiem, arT jaunpienacgjiem, izmantot jaunas iesp&jas, kas paversies, liberalizgjot
strauji mainigo Eiropas zalu tirgu un stiprinot zalu piegades kédi un ekosistemu.

Protams, tikpat svarigi ir riipéties, lai Savieniba joprojam biitu pievilciga vieta Eiropas
originalo zalu razotajiem un $o zalu jomas pétniekiem.

Seit verts izcelt divas lietas. pirmkart, §is priekSlikums it nemaz nemaina PAS sniegto
aizsardzibu attieciba uz produktu laiSanu ES tirgi. PAS turétajiem visu PAS darbibas laiku
saglabasies izn€muma tiesibas dalibvalstu tirgli. Priekslikums konkurenci saasinas
arpussavienibas tirgos, kur aizsardziba nedarbojas vai ir beigusies, bet kur ES bazétie
genérisko un biolidzigo zalu razotaji turpmak var€s konkurét ar tadiem pasiem nosacijumiem
ka attiecigajas arpussavienibas valstis bazetie razotaji.

Otrkart, priekslikumam ir pievienoti vairaki aizsargpasakumi, kas nodrosina parredzamibu un
nepielauj, ka genériskas un biolidzigas zales, kuram atbilstoSo originalproduktu sarga PAS,
tick novirzitas uz Savienibas tirgu. Uznémumiem, kuri plano sakt razoSanu eksporta
vajadzibam, biis pienakums informét kompetentas iestades, un §1 informacija tiks publiskota.
Tiem biis arT jaatbilst prasibai par pienacigu riipibu, galvenokart tap&c, lai eksportam razotas
preces netiktu novirzitas uz Savienibas tirgu. Visbeidzot, lai no Savienibas varétu eksportét ar
PAS aizsargatus produktus, biis jaievéro Ipasas mark&Sanas prasibas, tomér $a izndmuma
dotie ieguvumi atsveérs §1s prasibas radito slogu.

So aizsargpasakumu kop&jas ietekmes rezultata uzlabosies parredzamiba un dalibvalstu tirgos
nevares ieklit produkti, kas parkapj intelektuala 1pasuma tiesibas. Gan PAS turétajiem, gan
publiskajam iestadém biis vieglak $adus parkapumus atklat un apkarot ar pastavosajiem
tiesiskas aizsardzibas lidzekliem, kurus piedava speka esoSie tiesibu akti par intelektuala
IpaSuma tiesibu izpildes nodrosinasanu (jo 1pasi ar aizliedzoSiem rikojumiem) vai citiem
tadiem kontroles mehanismiem ka tirgus uzraudziba un muitas kontrole'.

. Atbilstiba speka esoSajam ricibpolitikam un pasakumiem

PriekSlikums atbilst tadiem spéka esoSiem starptautiskiem tirdzniecibas noligumiem ka
Ligums par intelektuala ipaSuma tiesibu komercaspektiem (7RIPS) starp Pasaules
Tirdzniecibas organizacijas dalibvalstim, ka ar1 brivas tirdzniecibas noligumiem, kurus ES ir
noslégusi ar arpussavienibas valstim un kuri ietver papildu aizsardzibas noteikumus. Tadgjadi
tas papildina Savienibas vispar€jo tirdzniecibas politikas pieeju.

Priekslikums neskar Direktivu 2001/83/EK'® un Direktivu 2001/82/EK'7, kuras nosaka

saskanotus nosacfjumus par ripnieciski razotam cilvékam paredz€tam un veterinarajam
zalém, jo 1pasi prasibas par eksportam razotu zalu raZzoSanas atlauju.

Visas tiesibas un tiesiskas aizsardzibas lidzekli, kuru pamata ir Savienibas tiesibu akti, kas
pasSlaik attiecas uz intelektuala ipaSuma tiesibu piem@roSanu Savieniba (Direktiva
2004/48/EK'® un Regula (ES) Nr. 608/2013'%), arT turpmak atticktos uz visiem sertifikata

Saja sakara sk. arT Komisijas 2017. g. 29. nov. II tiesibu aktu paketi, kura ir visaptverosi pasakumi, ar kuriem
pastiprinati cinities pret IIT parkdpumiem Savieniba. So paketi Padome apstiprindja 2018. g. 13. marta.

Eiropas Parlamenta un Padomes 2001. gada 6. novembra Direktiva 2001/83/EK par Kopienas kodeksu, kas
attiecas uz cilvékiem paredzétam zalém (OV L 311, 28.11.2001., 67. Ipp.).

Eiropas Parlamenta un Padomes 2001. gada 6. novembra Direktiva 2001/82/EK par Kopienas kodeksu, kas
attiecas uz veterinarajam zalem (OV L 311, 28.11.2001., 1. 1pp.).

Eiropas Parlamenta un Padomes 2004. gada 29. aprila Direktiva 2004/48/EK par intelektuala ipasuma tiesibu
pieméroSanu (OV L 157, 30.4.2004., 45. 1pp.).
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aptvertajiem produktiem gadijumos, kad uz darbibu, kas veikta saistiba ar min&tajiem
produktiem, neattiecas izn€mums; S$is tiesibas un tiesiskas aizsardzibas lidzekli butu
piem&rojami ar1 visiem uz izpémuma pamata razotiem produktiem, kas sertifikata darbibas
laika nelikumigi novirziti uz Savienibas tirgu.

. Atbilstiba paréejiem Savienibas politikas virzieniem

Komisija uzskata, ka intelektuala ipasSuma aizsardziba ir galvenais dzinulis inovaciju un
radoSuma veicinasanai, bet tie savukart rada darbvietas un uzlabo starptautisko konkurgtsp&ju.
Tas it seviSki attiecas uz riipniecibas nozarém, kuras produktus reglamenteta tirgt drikst laist
tikai ar atlauju, un tada ir farmacijas riipnieciba. Ka mingéts ieprieks, priekslikums nekadi
neietekmé ekskluzivas tiesibas, kadas PAS darbibas laika ta turétajiem ir iek$&ja tirgi.

Visa farmacijas riipniecibas vertibkedg, arT genérisko zalu razosana un biolidzinieku izstrade,
arvien lielaka nozime ir MV U. Priekslikums Siem MVU sniedz 1pasSas priekSrocibas, jo MVU
ir grutak sakt un paplaSinat darbibu un tie razoSanu nevar tik viegli parvietot. Tapéc
priekslikuma ir ietverti parredzamibas un pretnovirziSanas pasakumi, kas ripigi izsverti ta, lai
nepielautu nevajadzigu un nesamérigu administrativo slogu vai izmaksas MVU?’ un
darfjumdarbibai vispar.

Ka minéts ieprieks, Sis priekslikums papildina ES tirdzniecibas politiku. Tas nav aizsardzibas
pasakums, jo ta merkis ir tikai panakt vienlidzigus konkurences apstaklus ES un
arpussavienibas valstu genérisko un biolidzigo zalu razotajiem. Tas papildina Savienibas
tirdzniecibas politiku, cenSoties Savieniba bazetiem razotajiem nodroSinat brivu un godigu
tirdzniecibu, izmantojot atveértu tirgu.

Tas saskan ar konkurences politiku, ko Komisija steno attieciba uz genérisko zalu ienak$anu
tirgli uzreiz pec ekskluzivitates zaudésanas (piem., beidzoties PAS aizsardzibas terminam), ka
noradits Komisijas 2009. gada pazinojuma par farmacijas nozares apsekojumu?' un vélakos
lemumos par konkurences noteikumu izpildi*2. Ka jau minéts, razotajs, kas ieviesis razo$anas
liniju eksporta vajadzibam, péc PAS termina to pasu liniju var€s izmantot genérisko vai
biolidzigo zalu razoSanai, lai atri apgadatu ES tirgu.

Priekslikums zinama mera uzlabos zalu pieejamibu ES pacientiem, it 1pasi tajas dalibvalstis,
kur dazas atsauces zales (piem., dazas biozales) ir griti piekliistamas, radot nosacijumus, kas
palidzés Savienibas tirgl péc attiecigo sertifikatu termina straujak ienakt attiecigajam
genériskajam un biolidzigajam zalem. Lidz ar to ari Eiropas Savieniba pieejamo zalu
geografiska izcelsme klas daudzveidigaka, bet tas savukart pastiprinas piegades kédi un
piegazu drosibu.

Eiropas Parlamenta un Padomes 2013. gada 12. junija Direktiva 2004/608/EK par muitas darbu intelektuala

IpaSuma tiesibu IstenoSana un ar ko atce] Padomes Regulu (EK) Nr. 1383/2003 (OV L 181, 29.6.2013., 15.
lpp.).
20 Sk. MVU testu ietekmes noveértgjuma 16. pielikuma.

2L http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/staff working paper_partl.pdf

22 Komisijas lémumi: 19.6.2013., Lundbeck, Lieta 39226, 10.12.2013., Fentanyl, Lieta 39685, un 9.7.2014.,
Perindopril (Servier), Licta 39612.
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2. JURIDISKAIS PAMATS, SUBSIDIARITATE UN PROPORCIONALITATE
. Juridiskais pamats

Priekslikuma — tapat ka Regulas (EK) Nr.469/2009 (grozama tiesibu akta) — vienigais
juridiskais pamats ir Liguma par Eiropas Savienibas darbibu 114. pants. Sis pants Eiropas
Savienibai uztic kompetenci noteikt pasakumus, kuri attiecas uz ieks€ja tirgus izveidi un
darbibu. Ja tads akts ka Regula (EK) Nr. 469/2009, saskanojot PAS noteikumus, attiecigaja
joma tirdzniecibas skerSlus jau ir likvidgjis, Savieniba So aktu ir tiesiga pielagot jebkadam
apstaklu parmainam vai norisém attiecigaja nozar€. Turklat, lai ar1 priekslikums ir orientets uz
tirgus nosacfjumiem arpussavienibas tirgos, izneémuma reglament&ta faktiska razosana notiks
Savieniba, kaut art tikai ar noltiku eksportét uz arpussavienibas valstu tirgiem.

. Subsidiaritate

PriekSlikums paredz iznp€mumu no sertifikata aizsardzibas objekta, kas aprakstits Regulas
(EK) Nr. 469/2009 4. panta. lestajoties sertifikata juridiskajam spekam, PAS pieskir tadas
pasas tiesibas ka pamatpatents un uz to attiecas tie pasi ierobeZojumi un pienakumi.

Regulu (EK) Nr.469/2009 var grozit tikai Savieniba. Lai ari jebkura dalibvalsts sava
jurisdikcija PAS piedavatas aizsardzibas speéku var€tu neties$i mainit, mainot nacionalo patentu
speku?®, dazadas dalibvalstis $ada maina varétu izpausties atdkirigi, un galu gala ar PAS
aizsargatu produktu ieks€jais tirgus biitu izkroplots. Tapéc tikai ES [imena priekslikums grozit
Regulu (EK) Nr. 469/2009 novérstu to, ka valstu noteikumi un prakse, kas tiesi ietekmé
ieksgja tirgus darbibu, veidojas neviendabigi.

Priekslikuma mérkis ir atbrivot no PAS tiesibu parkapuma statusa visas darbibas, kas
nepiecieSamas, lai razotu eksporta vajadzibam, ari augSup&jas darbibas (piemé&ram,
starpproduktu un aktivo sastavdalu piegdde) un pakartotds darbibas (transportesana,
uzglabaSana, iepakoSana, SkiroSana un faktiska eksportéSana). Ta ka §is darbibas var tikt
veiktas dazadas dalibvalstis, kuras darbojas PAS, lai atrastu efektivu risinajumu, jarikojas ES
limen.

Lai atvieglotu genérisko/biolidzigo zalu ienaksanu tirgi, valstis ir noslégti dazi brivpratigi
ligumi starp genérisko/biolidzigo zalu razotajiem un originalo zalu razotajiem. Tomér ar Siem
ligumiem nav izdevies radit visa ES teritorija vienlidzigus konkurences apstaklus
genérisko/biolidzigo zalu razotajiem, un tic nav ari atrisinajusi problému, kas saistita ar
eksportu uz arpussavienibas valstim. Ka liecina sabiedriskaja apsprieSana iesniegtas atbildes,
Sie ligumi kopuma netiek uzskatiti par veiksmigiem, un tapec tie nevar pienacigi atrisinat
problémas un sasniegt problémas izklasta aprakstitos mérkus.

. Proporcionalitate

Priekslikums ir izstradats ta, lai Iidz minimumam samazinatu negativo ietekmi uz PAS
turétajiem un  administrativo slogu un  atbilsttbas nodroSinasanas  izmaksas
genérisko/biolidzigo zalu razotajiem, vienlaikus visa Savieniba nodroSinot vienlidzigu
attieksmi.

Priekslikums paredz tikai konstatétas problémas risinasanai nepiecieSamos pasakumus. Tas
likvide SkerSlus genérisko un biolidzigo zalu razoSanai Savieniba eksporta vajadzibam.

23 Jebkurai tadai mainai gan jasaskan ar starptautiskajam saistibam, it seviski ar TRIPS ligumu.
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Priek§likumu papildina tadi vienkar$i un 1&ti>* pasakumi attieciba uz parredzamibu un
pretnovirziSanas prasibam, kuri attur no darbibam, kas mazinatu PAS turétaja izn@muma
tiesibas, ko tas ari turpmak Savieniba varétu izmantot. Sie pasakumi ari atvieglinatu
tiesibaizsardzibas pasakumus pret §adam darbibam.

Ierosinata regula attieksies vienigi uz PAS, kuri izsniegti p&c tas piemérosanas dienas, un lidz
ar to neattieksies uz PAS, kuri izsniegti vél pirms minétas dienas. Sadi §1 regula neietekmés to
PAS turétaju iegiitas Ipasumtiesibas un tiesisko palavibu, kuri savu PAS ir sapémusi pirms
regulas pieméroSanas dienas. Tadgjadi visam iesaistitajam personam biis nodroSinata
skaidriba un juridiska noteiktiba. Turklat iesp&jams, ka dazos gadijumos tie, kam PAS jau
izsniegts, jau no paSa sakuma (t. 1., no izsniegSanas dienas) ir izlémusi izdarit vél papildu
ieguldijumus.

Jaunie noteikumi attieksies ar1 uz PAS pieteikumiem, kas iesniegti kompetentajai iestadei
saskana ar Regulu (EK) Nr.469/2009 un kas diena, no kuras §1 ierosinata regula bus
piemérojama, v€l nebils izskatiti. Tacu uz tiem attieksies piemérots parejas laiks.

. Juridiska instrumenta izvéle

Attieciba uz iznémumu vieniga efektiva pieeja ir legislativs risinajums. Ierosinatais izpémums
tiktu Tstenots, grozot spéka esosos Regulas (EK) Nr. 469/2009 noteikumus. Tapéc piemérota
ir regula, nevis direktiva.

3. EX-POST 1ZVERTEJUMU, APSPRIESANAS AR IEINTERESETAJAM
PERSONAM UN IETEKMES NOVERTEJUMA REZULTATI

Priekslikums nav ieklauts Regulas (EK) Nr. 469/2009 vispargja parskatisana. Tas ir minétas
regulas grozijums, kura mérkis ir tikai risinat konkr&ti noradito problému.

Sa priekslikuma sakara, bet ne tikai ta konteksta, Komisija bija pasiitijusi vairakus neatkarigus
petijumus, kuru mérkis PAS sistéemu novertet juridiskd un ekonomiska aspekta, ka ari
istenoSanas aspekta novertét PAS regulu. Ta ir publicgjusi mingto p&tijumu rezultatus®.

Komisija ir arT ekonomiskos aspektos (statistikas vakSana un apstrade, saistiba ar tieSajiem
arvalstu ieguldijumiem farmacijas nozaré u. c.) izanaliz€jusi ES PAS sisttmu. 2017. gada
maija tika publicéta ES PAS regul&juma analize?®, ko veikusi Komisijas dienesti.

Turklat Komisija ir ripigi iepazinusies ar vairakiem §a priekslikuma ekonomiskas ietekmes
pétijumiem, kurus pasiitijusi farmacijas uznémumi.

Ietekmes noveért€juma visi Sie (gan Komisijas, gan farmacijas uznémumu pasiititie) petijumi ir
izanaliz€ti un to rezultati cits ar citu rpigi salidzinati, lai noveértétu iesp&jamo priekslikuma
ietekmi uz nodarbinatibu un izaugsmi Eiropa.

24 Domajot par to, lai netiktu apgriitinati MVU.

2 “Assessing the economic impacts of changing exemption provisions during patent and SPC protection in

Europe”, Charles River Associates, publicéts 2017.g. 5.okt., “Economic Analysis of Supplementary
Protection Certificates in Europe”, Prof. Kyle, publicets 2017. g. 12. okt., “Study on the legal aspects of the
SPCs in the EU”, Max Planck Institute un “Study on the economic impact of supplementary protection
certificates, pharmaceutical incentives and rewards in Europe”, Copenhagen Economics. Abi p&dgjie
petijumi tiek publicéti vienlaikus ar o priekslikumu.

26 https://ec.europa.eu/docsroom/documents/26001/attachments/1/translations/en/renditions/native, “25 years of

SPC protection for medicinal products in Europe: Insights and challenges”.
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Viss PAS regulgjums kopa tiek izskatits plasa farmaceitisko stimulu analizg, kas tiek veikta
péc Padomes pieprasijuma 2016. gada®’. Analizé tiks izmantoti dazi no iepriek$ minétajiem
pétijumiem. Komisija ir publicgjusi arT celvedi?® par barenzalu un pediatrija lietojamo zalu
tiesibu aktu gaidamo noveértéSanu 2018.-2019. gada.

. Apspries$anas ar ieinteresétajam personam

No 2017.gada 12.oktobra lidz 2018. gada 4.janvarim Komisija rikoja sabiedrisku
apsprieSanu tieSsaiste? par PAS jautdjumiem, kuri apliikoti vienota tirgus stratégija un
vélakajos sakotn&jos ES PAS un Bolara klauzulas ietekmes novertgjumos. Aptaujas anketa
bija ieklauti ipasi jautajumi se$am ieinteres€to personu kategorijam: iedzivotajiem, genérisko
zalu razoSanas uznéméjiem/apvienibam, originalo zalu raZoSanas uznéméjiem/apvienibam,
patentu jomas praktikiem/amatpersonam, veselibas jomas amatpersonam/pacientu grupam un
tirdzniecibas/nozares amatpersonam. Dazi jautajumi bija saistiti ar MVU specifiskiem
aspektiem.

Gengrisko/biolidzigo zalu raZotdji iesniedza 63 atbildes®®. Tas bija sniegusi atseviski
uznémumi — no tiem 13 MVU - un starptautiskas, Eiropas un nacionalas apvienibas.
Respondenti apstiprindja sakotngja ietekmes noveért§juma noraditas problémas un to, ka,
vinuprat, vajadzigs razoSanas atbrivojums, jo a) pasreizgjais PAS regul&jums viniem rada
neizdevigaku situaciju salidzinajuma ar razotajiem, kuri bazeti valstis, kuras PAS nav vai ta
darbibas laiks ir 1saks; b) ja Savieniba ieviestu tadu atbrivojumu, pieaugtu vinu pardevumi
arpus Savienibas; c) ja tiktu ieviests tads atbrivojums, vini palielinatu savu razoSanas jaudu
ES. Konstatétas problémas atzina ar1 pacientu grupas un veselibas jomas amatpersonas.

ApsprieSana piedalijas 72 respondenti, kas parstav PAS turétaju intereses (ar1 3 MVU un
2 Eiropas asociacijas, kas parstav MVU): lielaka dala bija pret atbrivojumu. It Tpasi vini
uzskata, ka a) paSreiz&jais PAS regulgjums ES bazétajiem genérisko/biolidzigo zalu
razotajiem nerada neizdevigaku situaciju salidzinajuma ar arzemju razotajiem: b) atbrivojuma
ievieSana vajinas intelektuala ipaSuma tiesibu (IIT) aizsardzibu un biis negativs signals
novatoriem un iegulditajiem, tadgjadi Savieniba samazinot ieguldijjumus pé&tnieciba un
1zstrade; c¢) atbrivojuma d€] samazinasies pardevumi arpus ES.

Turklat Komisijas pasiititaja petijjuma par PAS juridiskajiem aspektiem Maksa Planka
institiits rikoja padzilinatu farmacijas uznémumu apsprieSanos par aspektiem, kas saistiti ar
PAS raZzoSanas atbrivojuma iesp&jamibu un to, ka So atbrivojumu vartu labak istenot
(pieméram, kadi var€tu biit iesp€jamie un vé&lamie parredzamibas un pretnovirziSanas
pasakumi papildus atbrivojumam).

Apspriesanas un sanaksmes ar nozares parstavjiem paustos viedoklus izmantoja, lai izstradatu
un uzlabotu priekslikuma ieklautos parredzamibas/pretnovirziSanas pasakumus.
. Collection and use of expertise

As indicated above, the Max Planck Institute surveyed stakeholders on several aspects related
to the concept of an SPC waiver. In addition, it organised three workshops for experts and

27 leprieks mingtie Padomes 2016. g. 17. jlin. secinajumi.

28 https://ec.europa.eu/info/law/better-regulation/initiative/146293/attachment/090166e5b715e1dc_en

29

https://ec.europa.eu/info/consultations/public-consultation-supplementary-protection-certificates-spcs-and-
patent-research-exemptions_lv

30 SWD(2018)242, Sabiedriskas apsprie$anas atbilzu kopsavilkums.
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representatives from industry, academia, the Commission, national patent offices, judges and
industrial property practitioners.

The Commission also participated in a number of workshops organised by several sectors of
the pharmaceutical industry (notably EuropaBio, EUCOPE, Medicines for Europe) in the
context of the preparation of the proposal and the Commission’s ongoing analysis of the
pharmaceutical incentives.

. Impact assessment

The proposal is accompanied by an impact assessment, which is consistent with the Opinion
of the Regulatory Scrutiny Board delivered on 9 March 20183!.

The impact assessment looked at the issues raised by the existing EU regime concerning
SPCs. While the benefits of an SPC for its holder are significant, the SPC system, on foot of
significant changes in pharmaceutical markets, is now having unintended side effects on the
competitiveness of EU-based manufacturers of generics and/or biosimilars. Firstly, during the
SPC term, they cannot manufacture with a view to exporting generics and biosimilars to non-
EU countries where protection does not exist or has expired. Secondly, upon SPC expiry, they
are not ready to place generics and biosimilars on the EU market. They thus forego significant
export opportunities and crucial lead-time to enter the market in Member States. This
stimulates a delocalisation of manufacturing of generics and biosimilars outside the Union, at
a time when new opportunities are opening up (i.e. due to the patent cliff from 2020 onwards),
and is having a negative impact on jobs, on patients (notably increased dependency and high
prices) and research for biosimilars.

The following possible options for resolving the problem were considered:

— continuing with the status quo. This would not address the identified problems, with
negative consequences for manufacturers of generics and biosimilars, and, to some
extent, patients and national health systems;

- the Commission, in collaboration with Member States, could try to facilitate further
voluntary agreements between generics/biosimilars manufacturers and originators,
consisting of allowing advance manufacturing of generics during the SPC term of the
reference medicine. The impact of this option would however be limited: such
agreements may be refused by the SPC holder of the reference medicine, may only
be adhered to by a few manufacturers of generics/biosimilars, or be subject to
dissuasive conditions (e.g. high financial compensation requested by the SPC-
holder). In addition, experience shows that comparable initiatives launched in some
Member States have not been very effective;

— amending the EU SPC legislation, so as to allow EU-based manufacturers of generics
and biosimilars, during the SPC term of the reference medicine, to manufacture for
export and/or stockpiling purposes, possibly with anti-diversion measures.

In addition to the key options presented above, different scenarios on the ‘time-bound
applicability’ of the manufacturing waiver were analysed: SPC not yet applied for; SPC

31 SEC(2018)246,Regulatory Scrutiny Board Opinion on the Proposal for a Regulation of the European
Parliament and of the Council amending Regulation (EC) No 469/2009 concerning the supplementary
protection certificate for medicinal products, delivered on 9.3.2018, accompanying this document. See Annex
1 of the impact assessment for an explanation of how the considerations of the Board were incorporated.
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applied for; SPC granted but not yet in effect since the basic patent is still in force; and SPC in
effect (i.e. after the basic patent has expired).

The preferred option is the introduction of a targeted and narrow exception from Regulation
(EC) No 469/2009. In line with the impact assessment, the comments of the Board and
feedback from stakeholders, the proposal reflects the following policy choices:

— it introduces an exception, to enable manufacturers of generics and biosimilars to
manufacture such medicines for the purpose of exporting them outside the EU during
the SPC protection term;

— this exception is accompanied by important ‘anti-diversion’ safeguards, notably a
requirement to notify, ex ante, such manufacturing to independent national public
bodies (which will hold the relevant information in a publicly accessible register)
along with labelling requirements for products that are exported and due diligence
requirements on the manufacturer vis-a-vis persons in its supply chain;

— it makes the aforementioned exception subject to the following conditions: the
exception will apply only to SPCs that have not yet been granted, and only after a
transitional period to accommodate pending applications. This transition will allow
market players to take account of the new situation when making investment
decisions. It will also give national authorities enough time to set up their
arrangements for receiving notifications of the intention to make use of the
manufacturing waiver.

The preferred option boosts the competitiveness of EU-based generics and biosimilars
manufacturers in respect of exports during the SPC term (and, indirectly, favours their timely
entry onto the EU market upon SPC expiry). As mentioned above, this is expected to result in
net additional sales of EU-made pharmaceuticals of up to EUR 1 billion per year. This figure
is calculated on the basis of a limited sample covering only 32% of the relevant market, so the
actual benefit could well be much greater. The positive knock-on effects will be job creation,
estimated around 20 000 to 25 000 direct jobs, based on the same limited sample, and fewer
relocations.

The preferred option may cause a slight drop in the sales of products of SPC holders on export
markets, due to the increased competition they would face from EU-based generics and
biosimilars manufacturers during the SPC term in such ‘non-SPC’ non-EU countries. This
possible erosion of sales is estimated to be around 10 times lower than the estimated benefits
for EU-based generics and biosimilars manufacturers, and might occur in any event, due to
increasing competition from outside the Union®?. In addition, robust safeguards are foreseen,
limiting the scope for diverting SPC-infringing products onto the EU market during the period
of exclusivity.

The proposal would also be beneficial for the dynamism of the whole EU pharmaceutical
industrial ecosystem, as many SPC holders have outsourced branches of their activities to
non-EU countries, where these branches then develop generics and biosimilars.

32 Generic gains in export markets for generic manufacturers are estimated to range between EUR 7.6 bn (CRA
study, 2017) and EUR 1.3bn (OHE study, 2018). The potential losses for SPC holders are estimated to range
between EUR 139m (CRA) and EUR 573m (OHE). See section 7 and Annex 12 of the impact assessment for
more details.
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The proposal has been carefully calibrated to avoid any undue and disproportionate
administrative burdens or costs for SMEs, particularly as regards the transparency and anti-
diversion measures>>.

EU patients and health authorities would benefit from a strengthened and more timely supply
of medicines (e.g. in terms of diversification of the supply). An earlier Commission Staff
Working Document® revealed that while in the 1980s more than 80% of active
pharmaceutical ingredients (APIs) destined for the EU market were of European origin, by
2008 that figure had decreased to 20%. A significant majority of citizens who responded to
the public consultation — 32 out of 43 submissions — indicated that they care about the origin
of production of the medicines they consume. In addition, some of the submissions expressed
supply and quality concerns.

Additional savings to public spending in Member States on pharmaceuticals, potentially of the
order of upwards of 4%?>°, could materialise from increased competition between generics and
biosimilars manufacturers in EU markets following SPC expiry in the Union.

Although the anti-diversion measures proposed will imply some administrative work, the
administrative or other implementation costs are limited and should be largely offset by the
benefits resulting from the proposal. No other costs (e.g. environmental costs) have been
identified.

. Regulatory fitness and simplification

As indicated above, this targeted proposal is not part of a general revision of Regulation (EC)
No 469/2009, since a wider pharmaceutical incentives analysis, as requested by the Council,
is currently ongoing. By introducing a manufacturing exception for export purposes, the
proposal aims at removing the competitive disadvantages that EU-based manufacturers of
generics and biosimilars are currently facing. Such measures have been carefully calibrated to
minimise costs on firms, and in particular SMEs, through a number of safeguards measures to
ensure transparency and possible diversion. In particular, an SME-test has been conducted.
The preferred option would be particularly beneficial for EU-based generics and biosimilars
SMEs, as it is more difficult for them to set up manufacturing facilities outside the EU. It will
create new opportunities for SMEs and start-ups in highly lucrative and fast-growing sectors,
in particular as regards biosimilars, which also invest intensively in R&D. At the same time, it
takes account of the interests of SMEs active in R&D for ‘original’ products, as it leaves the
core rights of SPC protection unaffected.

. Fundamental rights

The proposal fully respects fundamental rights and observes the rights, freedoms and
principles set out in the Charter of Fundamental Rights of the European Union, especially:

— the right to property (Article 17) for SPC holders. The proposal will not affect the
market exclusivity of SPC holders in the EU, as it will only impact on non-EU
markets where protection does not exist or has expired. In addition, it includes
transparency/anti-diversion and due diligence measures, and it will not apply to SPCs

33 SME Test in Annex 16 of the impact assessment.

34 SWD(2014)216.

35 Charles River Associates study, p. 15.
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already granted, while, for pending applications, it will include an appropriate
transitional period;

— access to health care (Article 35). The waiver will indirectly help make high quality
generics and biosimilars available more promptly in the EU after expiry of the
certificate, thereby making medicines more accessible to EU patients (especially in
Member States where access to biosimilars after day-/ may not be immediate). At
the same time, the original rationale for Regulation (EC) No 469/2009, which is to
ensure that research in innovative medicines does not relocate, would be maintained;

- the freedom to conduct a business (Article 16) for EU-based generics and biosimilars
manufacturers.

4. BUDGETARY IMPLICATIONS

The proposal does not have implications for the Union budget.

5. OTHER ELEMENTS

After the entry into force of the Regulation, the Commission will monitor its implementation
with a view to assessing its effectiveness. The Regulation can be considered successful if it
promotes investment in manufacturing for export purposes of products covered by the
Regulation, and if it facilitates, to some extent, their timely entry onto the Union market after
the expiry of the certificate, without harming pharmaceutical R&D in the Union.

In this context, the Commission will monitor: (i) the number of EU generic and biosimilar
manufacturing sites producing products covered by the Regulation; (ii) the entry of EU
manufactured products in export markets for products covered by the Regulation as well as
sales dynamics and competition in these markets; (iii) the time of entry after expiry of the
certificate in Member States for products covered by Regulation; and (iv) R&D activities in
the EU by innovators and by generic and biosimilar companies. Indicators will be developed
using available data sources*®, minimising the need for reporting by biopharmaceutical
companies. Additional feedback on the functioning of the Regulation will be collected
through surveys.

An initial evaluation will take place not later than five years from the entry into force of the
Regulation, and implementation will be monitored every five years thereafter.

36 The available data sources include, but are not limited to, Eurostat, OECD, data provided on EMA website,
Eudra GMP, databases providing information on health markets and company level databases.
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2018/0161 (COD)
Priekslikums
EIROPAS PARLAMENTA UN PADOMES REGULA,

ar ko groza Regulu (EK) Nr. 469/2009 par papildu aizsardzibas sertifikatu zalem

(Dokuments attiecas uz EEZ)

EIROPAS PARLAMENTS UN EIROPAS SAVIENIBAS PADOME,

Having regard to the Treaty on the Functioning of the European Union, and in particular
Article 114 thereof,

Having regard to the proposal from the European Commission,

After transmission of the draft legislative act to the national parliaments,
Having regard to the opinion of the European Economic and Social Committee',
Acting in accordance with the ordinary legislative procedure,

Whereas:

(1)  Regulation (EC) No 469/2009 of the European Parliament and of the Council?
provides that any product protected by a patent in the territory of a Member State and
subject, prior to being placed on the market as a medicinal product, to an
administrative authorisation procedure as laid down in Directive 2001/83/EC of the
European Parliament and of the Council® or Directive 2001/82/EC of the European
Parliament and of the Council*, may be the subject of a supplementary protection
certificate under the terms and conditions provided for in Regulation (EC) No
469/2009.

(2) By providing for a period of supplementary protection of up to five years, Regulation
(EC) No 469/2009 seeks to promote, within the Union, the research and innovation
that is necessary to develop medicinal products, and to contribute to preventing the
relocation of pharmaceutical research outside the Union to countries that may offer
greater protection.

3) Since the adoption in 1992 of the predecessor to Regulation (EC) No 469/2009,
markets have evolved significantly and there has been huge growth in the manufacture

oJcC,,p..

Eiropas Parlamenta un Padomes 2009. gada 6. maija Regula (EK) Nr. 469/2009 par papildu aizsardzibas
sertifikatu zalem (OV L 152, 16.6.2009., 1. lpp.).

3 Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the
Community code relating to medicinal products for human use (OJ L 311, 28.11.2001, p.67).

4 Directive 2001/82/EC of the European Parliament and of the Council of 6 November 2001 on the
Community code relating to veterinary medicinal products (OJ L 311, 28.11.2001, p. 1).
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of generics and especially of biosimilars, in particular in third countries where
protection does not exist or has expired.

The absence of any exception in Regulation (EC) No 469/2009 to the protection
conferred by a supplementary protection certificate has had the unintended
consequence of preventing manufacturers of generics and biosimilars established in
the Union from manufacturing, even for the exclusive purpose of exporting to third
country markets in which such protection does not exist or has expired. A further
unintended consequence is that the protection conferred by the certificate makes it
more difficult for those manufacturers to enter the Union market immediately after
expiry of the certificate, given that they are not in a position to build up production
capacity until the protection provided by the certificate has lapsed, by contrast with
manufacturers located in third countries where protection does not exist or has expired.

This puts manufacturers of generics and biosimilars established in the Union at a
significant competitive disadvantage compared with manufacturers based in third
countries that offer less or no protection.

Without any intervention, the viability of the manufacture of generics and biosimilars
in the Union could be under threat, with consequences for the Union’s pharmaceutical
industrial base as a whole.

The aim of this Regulation is to ensure that manufacturers established in the Union are
able to compete effectively in those third country markets where supplementary
protection does not exist or has expired. It is intended to complement the efforts of the
Union’s trade policy to ensure open markets for Union-based manufacturers of
medicinal products. Indirectly, it is also intended to put those manufacturers in a better
position to enter the Union market immediately after expiry of the relevant
supplementary protection certificate. It would also help to serve the aim of fostering
access to medicines in the Union by helping to ensure a swifter entry of generic and
biosimilar medicines onto the market after expiry of the relevant certificate.

In those specific and limited circumstances, and in order to create a level playing field
between Union-based manufacturers and third country manufacturers, it is appropriate
to restrict the protection conferred by a supplementary protection certificate so as to
allow making for the exclusive purpose of export to third countries and any related
acts strictly necessary for making or for the actual export itself.

That exception should cover the making of the product, including the product which
corresponds to the medicinal product protected by a supplementary protection
certificate in the territory of a Member State, for the exclusive purpose of export to
third countries, as well as any upstream or downstream acts by the maker or by third
parties in a contractual relationship with the maker, where such acts would otherwise
require the consent of the certificate-holder, and are strictly necessary for making for
the purpose of export or for the actual export itself. For instance, such acts may
include the supply and import of active ingredients for the purpose of making the
medicinal product to which the product covered by the certificate corresponds, or
temporary storage of the product or advertising for the exclusive purpose of export to
third country destinations.

The exception should not cover placing the product made for the exclusive purpose of
export on the market in the Member State where a supplementary protection certificate
is in force, either directly or indirectly after export, nor should it cover re-importation
of the product to the market of a Member State in which a certificate is in force.
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Moreover, it should not cover any act or activity for the purpose of import of
medicinal products, or parts of medicinal products, into the Union merely for the
purposes of repackaging and re-exporting.

By limiting the scope of the exception to making for the purpose of export outside the
Union and acts strictly necessary for such making or for the actual export itself, the
exception introduced by this Regulation will not unreasonably conflict with normal
exploitation of the product in the Member State where the certificate is in force, nor
unreasonably prejudice the legitimate interests of the certificate-holder, taking account
of the legitimate interests of third parties.

Safeguards should accompany the exception in order to increase transparency, to help
the holder of a supplementary protection certificate to enforce its protection in the
Union and to reduce the risk of illicit diversion onto the Union market during the term
of the certificate.

To this end, this Regulation should impose a once-off duty on the person making the
product for the exclusive purpose of export, requiring that person to provide certain
information to the authority which granted the supplementary protection certificate in
the Member State where the making is to take place. The information should be
provided before the making is intended to start for the first time in that Member State.
The making and related acts, including those performed in Member States other than
the one of making in cases where the product is protected by a certificate in those
other Member States too, should only fall within the scope of the exception where the
maker has sent this notification to the competent industrial property authority (or other
designated authority) of the Member State of making. The once-off duty to provide
information to the authority should apply in each Member State where making is to
take place, both as regards the making in that Member State, and as regards related
acts, whether performed in that or another Member State, related to that making. The
authority should be required to publish that information, in the interests of
transparency and for the purpose of informing the holder of the certificate of the
maker’s intention.

In addition, this Regulation should impose certain due diligence requirements on the
maker as a condition for the exception to operate. The maker should be required to
inform persons within its supply chain, through appropriate means, in particular
contractual means, that the product is covered by the exception introduced by this
Regulation and is intended for the exclusive purpose of export. A maker who failed to
comply with these due diligence requirements would not benefit from the exception,
nor would any third party performing a related act in the same or a different Member
State where a certificate conferring protection for the product was in force, and the
holder of the relevant certificate would therefore be entitled to enforce its rights under
the certificate.

Furthermore, this Regulation should impose labelling requirements on the maker, in
order to facilitate, by means of a logo, identification of the product as a product
exclusively intended for the purpose of export to third countries. The making and
related acts should only fall outside the protection conferred by a supplementary
protection certificate if the product is labelled in this manner. This labelling obligation
would be without prejudice to labelling requirements of third countries.

Any act not covered by the exception introduced by this Regulation will remain within
the scope of the protection conferred by a supplementary protection certificate. This
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includes any product made within the terms of the exception and illicitly diverted onto
the Union market during the term of the certificate.

This Regulation does not affect the application of Union measures that aim to prevent
infringements and facilitate enforcement of intellectual property rights, including
Directive 2004/48/EC of the European Parliament and of the Council® and Regulation
(EU) No 608/2013 of the European Parliament and of the Council®.

This Regulation does not affect the application of Directives 2001/83/EC and
2001/82/EC, in particular the requirements related to the manufacturing authorisation
of medicinal products manufactured for export. This includes compliance with the
principles and guidelines of good manufacturing practices for medicinal products and
the use of active substances that have been manufactured in accordance with good
manufacturing practices for active substances and distributed in accordance with good
distribution practices for active substances.

In order to ensure that holders of supplementary protection certificates already in force
are not deprived of their acquired rights, the exception provided for in this Regulation
should only apply to certificates that are granted on or after a specified date after entry
into force, irrespective of when the application for the certificate was first lodged. The
date specified should allow a reasonable time for applicants and other relevant market
players to adjust to the changed legal context and to make appropriate investment and
manufacturing location decisions in a timely way. The date should also allow
sufficient time for public authorities to put in place appropriate arrangements to
receive and publish notifications of the intention to make, and should take due account
of pending applications for certificates.

The Commission should carry out an evaluation of this Regulation. Pursuant to
paragraph 22 of the Interinstitutional Agreement between the European Parliament, the
Council of the European Union and the European Commission on Better Law-Making
of 13 April 20167, that evaluation should be based on the five criteria of effectiveness,
efficiency, relevance, coherence and added value and should provide the basis for
impact assessments of possible further measures. The evaluation should take into
account exports to outside the Union and the ability of generics and especially
biosimilars to enter markets in the Union as soon as possible after a certificate lapses.
In particular, this evaluation should review the effectiveness of the exception in the
light of the aim to restore a global level playing field for generic and biosimilar firms
in the Union and a swifter entry of generic and especially biosimilar medicines onto
the market after a certificate lapses. It should also study the impact of the exception on
research and production of innovative medicines by holders of certificates in the
Union and consider the balance between the different interests at stake, including those
of public health.

It is necessary and appropriate for the achievement of the basic objective, of providing
a level playing field for generic and biosimilar manufacturers with their competitors in

Eiropas Parlamenta un Padomes 2004. gada 29. aprila Direktiva 2004/48/EK par intelektuala tpasuma tiesibu

piemé&roSanu (OV L 157, 30.4.2004., 45. 1pp.).

Eiropas Parlamenta un Padomes 2013. gada 12. junija Direktiva 2004/608/EK par muitas darbu intelektuala

TpaSuma tiesibu TstenoSana un ar ko atce] Padomes Regulu (EK) Nr. 1383/2003 (OV L 181, 29.6.2013., 15.

Ipp.).

7 0OJL123,12.5.2016, p. 1.
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third country markets where protection does not exist or has expired, to lay down rules
restricting the exclusive right of a supplementary protection certificate holder to make
the product in question during the term of the certificate, and also to impose certain
information and labelling obligations on makers wishing to take advantage of those
rules. This Regulation complies with the principle of proportionality, and does not go
beyond what is necessary in order to achieve the objectives pursued, in accordance
with Article 5(4) of the Treaty on European Union.

This Regulation respects fundamental rights and observes the principles recognised by
the Charter of Fundamental Rights of the European Union. In particular, this
Regulation seeks to ensure full respect for the right to property in Article 17 of the
Charter by maintaining the core rights of the supplementary protection certificate, by
confining the exception to certificates granted on or after a specified date after entry
into force of this Regulation and by imposing certain conditions on the application of
the exception,

IR PIENEMUSI SO REGULU.

Article 1 — Amendment of Regulation (EC) No 469/2009

Regulation (EC) No 469/2009 is amended as follows:

(1

3.

Article 4 is replaced by the following:

‘Article 4 — Subject matter of protection and exceptions to rights conferred

Within the limits of the protection conferred by the basic patent, the protection
conferred by a certificate shall extend only to the product covered by the
authorisation to place the corresponding medicinal product on the market and for any
use of the product as a medicinal product that has been authorised before the expiry
of the certificate.

The certificate referred to in paragraph 1 shall not confer protection against a
particular act against which the basic patent conferred protection if, with respect to
that particular act, the following conditions are met:

(a) the act comprises:
(1) making for the exclusive purpose of export to third countries; or

(1))  any related act that is strictly necessary for that making or for
the actual export itself;

(b) the authority referred to in Article 9(1) of the Member State where that
making is to take place (‘the relevant Member State’) is notified by the
person doing the making (‘the maker’) of the information listed in
paragraph 3 no later than 28 days before the intended start date of
making in that Member State;

(c) the maker ensures that a logo, in the form set out in Annex -I, is affixed
to the outer packaging of the product or, if there is no outer packaging,
to its immediate packaging;

(d) the maker complies with the requirements of paragraph 4.
The information for the purposes of paragraph 2(b) shall be as follows:

(a) the name and address of the maker;
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2

3)

(b)

(©)

(d)

(e)
®

the address, or addresses, of the premises where the making is to take
place in the relevant Member State;

the number of the certificate granted in the relevant Member State, and
identification of the product, by reference to the proprietary name used
by the holder of that certificate;

the number of the authorisation granted in accordance with Article
40(1) of Directive 2001/83/EC or Article 44(1) of Directive
2001/82/EC for the manufacture of the corresponding medicinal
product or, in the absence of such authorisation, a valid certificate of
good manufacturing practice as referred to in Article 111(5) of
Directive 2001/83/EC or Article 80(5) of Directive 2001/82/EC
covering the premises where the making is to take place;

the intended start date of making in the relevant Member State;

an indicative list of the intended third country or third countries to
which the product is to be exported.

The maker shall ensure, through appropriate means, that persons in a contractual
relationship with the maker who perform acts falling within paragraph 2(a)(ii) are
fully informed and aware of the following:

(a)
(b)

that those acts are subject to the provisions of paragraph 2;

that the placing on the market, import or re-import of the product might
infringe the certificate referred to in that paragraph where, and as long
as, that certificate applies.

Paragraph 2 shall apply in the case only of certificates granted on or after [OP: please
insert the date of the first day of the third month that follows the month in which this
amending Regulation is published in the Official Journal)].’;

in Article 11, the following paragraph is added:

‘The notification sent to an authority as referred to in Article 4(2)(b) shall be
published by that authority within 15 days of receipt of the notification.’;

the following Article is inserted:

‘Article 21a — Evaluation

No later than five years after the date referred to in Article 4(5), and every five years
thereafter, the Commission shall carry out an evaluation of Articles 4(2) to (4) and 11 and
present a report on the main findings to the European Parliament, the Council and the
European Economic and Social Committee.’;

4

the Annex to this Regulation is inserted as Annex -I.

Article 2 — Entry into force

This Regulation shall enter into force on the twentieth day following that of its publication in
the Official Journal of the European Union.
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This Regulation shall be binding in its entirety and directly applicable in all Member States.

Brisele,
Eiropas Parlamenta varda — Padomes varda —
priekssedetajs prieksséedetajs
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