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DEL NAUJO VAISTY SAUGUMO SUSITARIMO EUROPOJE

Vaisty gamintojy asociacija (toliau — Asociacija arba VGA), bidama Europos asociacijos Medicines for Europe nare, palaiko §j
2023 m. vasario 1 d. pridétg ir zemiau iSdéstyta lietuviy kalba kreipimasi j Europos Komisijos pirmininkés pavaduotojg Europinés
gyvensenos propagavimui p. Margaritis SCHINAS, Europos sveikatos ir maisto saugos komisare p. Stella KYRIAKIDES, Europos
Vidaus rinkos komisarg p. Thierry BRETON, Nuolatiniy atstovy komiteto ambasadoriy ir nuolatinio atstovo Europos Sajungai
pavaduotojg p. Torbjérn HAAK, Europos Parlamento pirmininke p. Roberta METSOLA, Europos Parlamento Aplinkos, visuomenés
sveikatos ir maisto saugos komiteto narius, Europos Parlamento Pramonés, moksliniy tyrimy ir energetikos komiteto narius.

Medicines for Europe Europoje tikslas — uztikrinti pacientams vaisty prieinamuma bei tiekimo geresnes galimybes ir sauguma.
TacCiau esama situacija kelia nemazai iSSukiy siekti Siy tiksly.

Visus praéjusius metus nuosekliai jspéjome Europos Sagjungos (toliau — ES) institucijas, kad didelé infliacija ir geopolitiSkai suardyta
aplinka galéjo padidinti esminiy vaisty trakumus Europoje. Visko, kas reikalinga vaisty gamybai — energija, Zaliavos, pakavimo,
transporto ir logistikos kastai dramati$kai augo 2022 m. ir 20231 m.

Generiniy vaisty kainy politikos priemonés yra labai grieztos ir nesuteikia galimybiy kastams prisitaikyti prie infliacijos lygio. Tai
skatina tiekéjus dar labiau konsoliduoti vaisty portfelius, jskaitant ir trumpalaikiy tiekimo sutrikimy turin€ius vaistus infekcijoms gy-
dyti. IQVIA duomenys rodo, kad daugelyje ES valstybiy dél Zemy kainy ir pirkimo politiky stipriai konsolidavosi dviejy jprasty antibi-
otiky — amoksicilino ir amoksiklavo rinka. PanaSig generiniy vaisty rinkos konsolidacijg matome ir daugelyje kity terapiniy sriciy,
pavyzdZiui, onkologija.

1 Detali infliacijos poveikio analizé nuorodda: https://www.nomisma.it/la-stagione-dellincertezza-dati-e-riflessioni- sul-sistema-dei-farmaci-generici-in-italia/
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Dalies trukstamy vaisty tiekimo sutrikimus iSprovokavo anks¢iau nei jprastai padidéje infekciniai susirgimai, taciau yra daug gilesniy
struktariniy priezasciy, j kurias batina atsizvelgti. Dél didelio spaudimo pasaulio tiekimo grandinése ir ypa¢ generiniy vaisty gamy-
bos konsolidacijos, egzistuoja reikSmingos rizikos 2023 m. sulaukti daugiau vaisty trakumy. Mes sitlome ES ir valstybiy nariy susi-
tarimg, kuriame baty jtvirtinti sprendimai, pagrjsti konkreciomis politikos reformomis ir pramonés jsipareigojimais sumazinti Sias
rizikas.

1. Rinkos konsolidacija: struktirinés trilkumy ir tiekimo grandiniy rizikos priezastys.

Struktdrinés vaisty tiekimo sutrikimy priezastys yra ekonominis generiniy vaisty Europoje modelis. Generiniai vaistai vaidina fun-
damentaly vaidmenj sveikatos apsaugoje dél kainy konkurencijos ir didesnio vaisty prieinamumo taip skatinant ir naujy inovatyviy
molekuliy atéjima. Nuo 2009 m. finansinés krizés, vyriausybés generiniy vaisty modelj grindé kasty mazinimu. Valstybés narés
pradéjo taikyti kainy ir kompensavimo politikos priemones, kiek jmanoma mazinant generiniy vaisty kainas. Pavyzdziui, Vokietijoje
per §j laikotarpj vidutinés generiniy vaisty kainos sumazintos beveik dviem tre¢daliais ir Siandien daugelis vaisty kainuoja centus.2
Visos kitos ES Salys taiké kasty mazinimo model;j, taikydami maziausios kainos referavimg, privalomg kainy mazinima, léSy susi-
grazinimo mokescius, kainy lubas pirkimuose ir daugelj kity priemoniy, skirty sumazinti kainas iki zemiausio lygio.

Kad prisitaikyty, generiniy vaisty gamintojai konsolidavo gamybos ir tiekimo grandines, optimizavo pajégumus ir ieSkojo kity kom-
ponenty maziausiais kastais, daznai uz Europos riby. Gamyklos dirbo maksimaliais pajégumais, kad iSlikty pelningos, nes Geros
gamybos praktikos reikalavimai reikalauja nuolatiniy investicijy atnaujinant gamyklas. Galiausiai, gamybos grandinéje nebeliko
jokios laisvos erdvés patenkinti dél ligy padidéjusia paklausg ar kitam gamintojui tiekimo grandinéje patyrus gamybos problemy.
Dél to pramoné susiduria su sunkumais greitai i$plésti gamybg atsiradus trakumams. Sios problemos dar labiau paastréja esant
maziems kiekiams vaisty, kuriy tiekimo grandinés yra ilgos, kaip tai ir buvo pripazinta Komisijos tyrime, skirtame remti svarbiausiy
aktyviy veikliyjy medziagy, pagrindiniy tarpiniy produkty ir vaisty gamyba, kad baty sumazintas tiekimo grandiniy pazeidziamumas,
sukeliantis vaisty trakumus.

Per tg patj laikotarpj Komisija nustaté grieztesnj farmacijos pramonés reguliavima, daznai dél pagrjsty priezas€iy, pavyzdziui, siek-
dama kovoti su falsifikuotais vaistais. Priimdama ir jgyvendindama $§j reguliavima, Komisija atsizvelgé j papildomus jgyvendinimo
kastus ir poveikj mazy kainy batiniausiy vaisty marzoms. Sis reguliavimas, kurio gali kazkada prireikti, dar labiau konsoliduoja
tiekimo grandines ir generiniy vaisty rinkas, o kai kuriais atvejais gali tapti vaisty atsargy trakumo (laikiny trikumy, dél kuriy sutrin-
ka rinka) priezastimi.

Per pastaruosius kelerius metus tiekimo grandinéms daugiau jtampos sukélé kiti nuo masy nepriklausantys iSorés veiksniai. Dél
Brexit reikéjo atskirti pagrindine rinkg nuo ES ir taikyti specialias tiekimo Siaurés Airijai taisykles. Dél Covid-19 masy pramoné
turéjo naudoti brangiai kainuojancias naujas higienos priemones ir kartu masiskai padidinti gamybg, kad baty galima skubiai
reaguoti. Rusijos invazija j Ukraing padidino infliacijos sukeltus kastus, kuriy mdsy pramoné negali adaptuoti dél ribotos kainodaros
ES rinkoje.3 Kinijos nulinio Covid politika sutrikdé visas pramonés tiekimo grandines, jskaitant generiniy vaisty pramone. Masy
pramoné absorbavo su Siais svarbiais jvykiais susijusius kastus, nes generiniy vaisty kainos turi lubas ES. Tai Iémé tolesne konsol-
idacijg.

Technopolio tyrimas dél vaisty trakumo arba vaisty pirkimo studija akivaizdZiai i8rySkino vaisty trakumo struktlrines priezastis.
Abiejuose tyrimuose jvardinta, kad tiekimo saugumo nebuvimas politikoje yra pagrindiné rizika ES. Dél to siulome vaisty tiekimo
saugumo Europoje sprendimus.

2 Vidutiné generiniy dienos dozés kaina nukrito nuo 0.17€ centy iki 0.06€ centy.

3 Nepaisant Sio spaudimo, musy pramoné lyderiavo donuodama 1200 vilkiky su vaistais — jskaitant bitinus intensyvios terapijos skyriuose ir antibiotikus, remiant
Ukraina.
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2. Trumpo laikotarpio priemonés, Svelninancios trukumy rizikas 2023 metais.

Musy pramoné negali per vieng naktj panaikinti konsolidacijos, kurig lémé daugiau nei deSimt mety nuolat taikomos kasty mazini-
mo priemoneés. Taciau galime imtis bendry veiksmuy, kaip tai sékmingai dareme 2020 m., kad sumazintume paklausos Suoliy rizika,
ir sumazintume trikumo rizikg Siais metais. Sitalome Sias trumpalaikes priemones:

a. Jvesti lanksty reguliavimg vaisty pakuotéms (ypac pacientams skirtiems informaciniams pakuotés lapeliams), kad gamintojai
galéty lengvai peralokuoti vaistus tarp ES valstybiy. Taip pat palengvintas variacijy procesas siekiant mazinti vaisty trakumus, kaip
tai buvo leidziama Covid-19 pandemijos metu kilus gamybos problemoms tiekimo grandinéje. Komisija taip pat galéty lanksciai
igyvendinti visus naujus reguliavimus, dél kuriy galéty pritrokti atsargy, pavyzdziui, dél persvarstyto Geros gamybos praktikos 1
priedo, aiSkesnes nitrozaminy ribines vertes ir vengti naujy reguliavimy, kurie turi neproporcingai didelj poveikj mazos marzos vais-
tams. Valstybés narés galéty imtis papildomy priemoniy, susijusiy su tinkamumao vartoti terminais ir lankstumu vietoje.

b. Uzmegzti dialogg su generiniy vaisty pramone ir valstybémis narémis dél neatidéliotiny priemoniy, kuriomis buty
sprendziamos infliacijos sukelty kasty generiniams vaistams problemos. Valstybés narés Siuo klausimu vykdo visi$kai pries-
taringg politikg. Tokios Salys kaip Vokietija ir Portugalija perzidri savo teisés aktus, kuriais leisty adaptuoti kainas atsizvelgiant j in-
fliacijg, o tokios valstybés kaip Prancizija ir Jungtiné Karalysté mazina kainas (kai vaisty troksta!) nustatant 1éSy susigrazinimo
mokescius. Komisija gali padéti iSspresti Sig problemg skatindama geriausig praktika ir jgyvendindama MEAT (most economically
advantageous tender) tiekimo saugumo kriterijus ViesSyjy pirkimy direktyvoje.

c. Pagerinti paklausos nuspéjamuma dalijantis su generiniy vaisty pramonés atstovais daugiau apibendrinty duomeny ir
analiziy apie paklausos padidéjimo rizikas. Pavyzdziui, Europos vaisty agenttros Vaisty trdkumo darbo grupé galéty palaikyti di-
alogg su musy pramoneés atstovais, kad kuo anks€iau jspéty apie vaisty trakumo rizikas siekiant pritaikyti tiekimo grandines. Taip
pat galéty bati daugiau dalijamasi informacija apie epidemiologines rizikas ES, pavyzdziui, apie numatomg infekcijy / gripo sezono
laikg ir kitas infekcijy rizikas, nes daugelis jy auga pasauliniu mastu, arba apie svarbius vaisty skyrimo gairiy pokycius, kas didina
paklausg. Komisija taip pat turéty apsvarstyti, kaip geriau panaudoti duomenis, pavyzdziui, Europos vaisty verifikavimo sistemos
(toliau — EMVS), kad suprasty paklausos ir pasitlos dinamikg siekiant uzkirsti kelig vaisty trakumui.

3. Vidutinio laikotarpio priemonés, skatinancios didesnj generiniy vaisty tiekima ir tiekimo grandiniy atsparuma iki 2025
mety.

ES gali padéti koordinuoti tiekimo grandiniy atsparumo didinimo strategija, kurioje baty numatyta aiSki politika, skatinanti daugiau
gamintojy investuoti j diversifikuotas tiekimo grandines ir uZztikrinti tiekimo veiksmingumg visose ES valstybése narése, atsizvelgiant
i ES teisés akty ir politikos konteksta.

a. Paspartinti ES Farmacijos strategijoje numatyty reguliavimo veiksmingumo ir harmonizavimo priemoniy jgyvendinima,
ypac pakeiciant popierinius pacienty informacinius lapelius elektronine informacija apie pacientg (toliau — ePI) labai supaprastinty
procediras, atsargy trikumg ir paskirstymag tarp valstybiy. Svarbios priemonés, susijusios su variacijy mazinimu, aktyviy veikliyjy
medziagy istekliy valdymu ir pakuoc€iy bei reikalavimy harmonizavimu nacionaliniame lygmenyje labai padidinty tiekimo grandinés
efektyvuma. Sios reformos labai priklausys nuo tikro ES jsipareigojimo skaitmenizuoti vaisty reguliavimo tinklg ir geriau panaudoti
didiuosius duomenis. Siame labai svarbu suprasti stipriai konsoliduotas tiekimo grandines per IDMP-SPOR, ePI diegimg standar-
tizuotu formatu visoje ES ir geresnj duomeny i§ EMVS surinkimg, reikalingg vaisty trakumo prevencijos platformai, vadinamai
ESMP. Visi Sie skaitmeniniai projektai véluoja, jiems troksta apimties ir tarpusavio suderinamumo, jie neskatina automatizuoto pra-
monés duomeny rinkimo ir kaupimo. To nepadarius, negalima naudoti didZiyjy duomeny analizuojant truakumy ar tiekimo grandiniy
riziky ir ty riziky vengimo. Komisijoje turéty bati paskirtas vienas auksto lygio pareigiinas, kuris Siuos projektus padeéty jgalinti.

b. Stiprinti tiekimo saugumo kriterijus generiniy vaisty rinkoje. Komisija gali pateikti teisines gaires dél Siy kriterijy jgyvendini-
mo, kaip yra numatyta VieSujy pirkimy direktyvoje, ta€iau kurie nenaudojami generiniy vaisty konkursuose4. Komisija taip pat galéty
aptarti su Skaidrumo komitetu, kaip tam tikri Skaidrumo direktyvos aspektai galéty bati i§ naujo aiSkinami tiekimo saugumo
pozidriu. Pavyzdziui, Kanada taiko laipty referenciniy kainy nustatymo sistemg, pagal kurig kainos didinamos, kai yra mazai tiekéjuy,
ir mazinamos, kai tiekéjy yra daug. Tai yra geras budas reguliuojamy kainy rinkg pritaikyti tiekimo saugumui ir baty tinkamas
daugeliui ES valstybiy nariy. Vokietija koreguoja Generiniy vaisty jstatyma, kad vaisty agenttrai baty suteikta teisé adaptuoti kainy

4 Remiantis Komisijos studija, tik 24% vaisty yra taikomas $is kriterijus — vakciny, ne generiniy vaisty pirkimui. https://op.europa.eu/en/publication-detail/-/publication/
ca856aZf-Zc37-11ed-0887. 0laaZ5edZlal/language=-en/format-PDE/source-278040684
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politikg, kai tiekimo grandinés yra per daug konsoliduotos. Kitos valstybés nares taip pat turéty suteikti savo agenttaroms jgaliojimus
spresti konsolidacijos sukeliamas problemas.

c. ES turéty investuoti j gamybos diversifikavimg ir ekologiSkesnes technologijas priimdama Vaisty saugumo aktg. Masy
pramoné reinvestavo j ES batiniausiy vaisty ir aktyviyjy veikliyjy medziagy gamybg Austrijoje, Graikijoje, Italijoje, Prancizijoje, Vok-
ietijoje, Portugalijoje, Vengrijoje, Rumunijoje, Ispanijoje, Lenkijoje ir Vengrijoje. Nepaisant to, kad misy sektorius priskiriamas prie
septyniy labiausiai nuo uzsienio priklausomy sektoriy Europoje kartu su zaliavy, mikroschemy ir kt., ES investicijy j masy sektoriy
beveik nebuvo. Masy pramonés bandymai dalyvauti RRF ir kituose ES fonduose buvo sistemingai atmetami Komisijai klaidingai
aiSkinant valstybés pagalbg. Pabrézéme, kad tam, jog masy pramoné galéty vél investuoti j nusistovéjusiy aktyviy veikliyjy medzi-
agy ir vaisty gamybg, mes diegiame inovatyvius jrenginius, ekologiSkesnius procesus ir medziagas, gamybos ir chemijos procesus,
kurie yra batini gamybai ES. Sios inovacijos, pavyzdziui, automatizavimas, tiesiogiai prisideda prie tiekimo grandinés atsparumo,
nes leidzia spar€iau didinti gamybos apimtis. Siekiant ES strateginio savarankiSkumo, turéty bati parengta nuosekli ES strategija,
kuria baty remiamas pramoninés infrastruktiros vystymas — kritiSkai svarbus padidinant aktyviy veikliyjy medziagy ir vaisty gamy-
bos pajégumus Europoje.

Norétume jspéti ES nesiimti skubotos ir neproduktyvios politikos, kuri dar labiau padidinty vaisty trakuma. Nacionaliniai atsargy
kaupimo reikalavimai kenkia ES solidarumui, didina konsolidacijg ir kastus, mazina vaisty prieinamumg rinkose ir trukdo pramonei
imtis Svelninimo priemoniy. Praktikoje atsargy kaupimas ver¢ia gamintojus ir didmenininkus laikyti didelj kiekj atsargy valstybéje
naréje, kad baty iSvengta baudy. Tai neleidzia pramonés atstovams pervezti vaisty per vidines ES sienas, kad iSspresty vaisty
trikumo problema, nes uz tai jiems bus skirtos baudos. Didmenininkai taip pat kaupia atsargas, kad iSvengty panasiy baudy, todél
vaistai yra sandéliuose, o pacientai laukia. Komisijos atliktas vaisty trikumo tyrimas® rodo, kad 9 i§ 10 vaisty troksta tik vienoje
valstybéje naréje, todél pakuocCiy suderinimas ir popierinés informacijos pakeitimas skaitmenine yra svarbiausi veiksniai, galintys
pagerinti vaisty prieinamumg ir iSspresti staigaus trakumo problemg. Musy pramoné yra pasirengusi bendradarbiauti su HERA
(The Health Emergency Preparedness and Response) rengiant Europos strateginio rezervo koncepcija. Ji galéty bati
grindziama slenkanciais rezervais, kaip kad anksCiau buvo daroma Jungtinéje Karalystéje (kai buvo vykdoma vaisty trakumus
Svelninanti politika) ir kaip Siuo metu daroma Australijoje. Sis modelis uztikrina auksto lygio saugumg pacientams, yra lankstus
gamintojams ir mazai kainuojantis vyriausybéms (arba ES).

2020 m. nepavyko jvykdyti bendro intensyviosios terapijos padaliniams reikalingy vaisty pirkimo, dél to rimtai abejojame, ar
bendri vieSieji pirkimai patenkins nacionaliniu mastu licencijuoty vaisty, tokiy kaip amoksicilinas (kuris daugiausia iSduodamas vi-
suomenés vaistinése), paracetamolio ir ibuprofeno (kurie dazniausiai yra nereceptiniai vaistai), paklausg. Kadangi néra duomeny
apie paklausg, néra galimybés jvertinti bendram vieSajam pirkimui reikalingos tikétinos trumpalaikés Siy vaisty paklausos na-
cionaliniu lygmeniu. Be to, ES vieSyjy pirkimy procesas yra pernelyg létas ir sudétingas generiniams vaistams, kuriy skiriasi na-
cionalinés licencijos, dozavimas ir pakuo¢iy dydziai. Bendras vieSasis pirkimas taip pat kelia tolesnio rinkos konsolidavimo ir tieki-
mo rizikas dél painiavos, susijusios su nacionaliniais atsargy kiekiais, nes Siuos vaistus valstybés narés turéty perskirstyti 1000
didmenininky ir daugiau kaip 100 000 vaistiniy visoje Europoje. ES vieSieji pirkimai sumazinty paklausos nuspéjamumg nacionalin-
iu lygmeniu, sutrikdyty jau esanciy sutarciy vykdyma ir tiekimo grandis bei dar labiau padidinty pasauline paklausg. Galiausiai,
prieSingai nei iSankstiniai pirkimo susitarimai, bendri vieSieji pirkimai pareikalauty i$§ konkurso dalyviy sukaupti atsargas, nes tai yra
iSankstiné pasiulymo teikimo sglyga. Tai reikSty, kad gamintojai, norédami pateikti paraiSkg dalyvauti bendrame vieSajame pirkime,
privaléty turéti atsargy ir patirti su tuo susijusiy iSlaidy, pavyzdziui, amoksicilino atveju, vaistas nepasiekty pacienty, kad gamintojas
galéty dalyvauti vieSojo pirkimo konkurse. Dél to beveik visoje Europoje dar labiau padidéty vaisty truakumas.

Siais metais Europa susiduria su didelemis vaisty trikumy rizikomis. Norime bendradarbiauti su jumis, kad trumpo ir vidutinio laiko-
tarpio pakeitimai padéty ivengti vaisty trakumo ateityje. Tikimés bendradarbiauti su jumis sudarant naujg susitarimg dél vaisty

saugumo Europoje.

PRIDETA. Time for a new medicine security contract for Europe, 7 psl., angly k.

~
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5 https://op.europa.eu/en/publication-detail/-/publication/1{8185d5-5325-11ec-91ac-01aa75ed71a1/language-en
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Vaisty gamintojy asociacija (VGA) jkurta 1998 m., yra Europos asociacijos Medicines for Europe naré. VGA vienija 21 nare. 20 Lietuvoje veikianciy farmacijos kompanijy, atstovaujanciy gener-
iniy, biopanasiy, pridéting verte kurianciy ir inovatyviy vaisty gamintojus, rinkodaros teisiy turétojus ir vaisty registruotojus, kuriy bendras receptiniy vaisty portfelis sudaro per 90 proc. visy
terapiniy sriciy, o tai reikimingai prisideda prie bendros sveikatos apsaugos sistemos tvarumo. Dvi asociacijos narés turi Lietuvoje veikiancias vaisty gamyklas. Viena naré — teisiniy paslaugy
kontora.
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Subject: Time for a new medicine security contract for Europe

The purpose of Medicines for Europe members is to improve access to medicines and provide a better availability
and supply security for European patients. However, the current situation is challenging our ability to fulfil this

Last year, we have repeatedly warned the EU that the current high inflation and geopolitically disrupted
environment could increase the risk of essential medicines shortages in Europe. All input costs for medicine
manufacturing such as energy, raw materials, packaging, transport, and logistics have increased dramatically in
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2022 and 2023. Yet, generic medicines continue to be subject to strict price caps in market policies which make
it impossible to adjust for this cost inflation. This is exacerbating the already dramatic consolidation of suppliers
of most essential medicines including the medicines currently in short supply for infections. IQVIA data shows
that the markets of two of the most common antibiotics, namely amoxicillin and amoxiclav, are heavily
consolidated in most EU countries due to low pricing and procurement policies. This is a repetition of the market
consolidation we are seeing in other therapy areas, like oncology and many other therapies across the generic
sector.

While the current medicines in shortage were triggered by an earlier than expected infectious surge across
Europe, there are deeper structural causes that must be addressed. Given the huge stress on global supply chains
and the extreme consolidation of generic medicine production, there are significant risks of more medicine
shortages in 2023. We propose an agreement with the EU and Member States with solutions, based on concrete
policy reforms and industry commitments to reduce these risks.

1. Market consolidation: the structural cause of shortages and supply chain risk

The structural root cause of shortages is the economic model for generic medicines in Europe. Generic medicines
play a fundamental role in healthcare by bringing price competition and thereby enabling much greater access
to medicines and by pushing the originator industry to innovate in new molecules. Since the 2009 financial crisis,
governments have based the generic medicines market model exclusively on cost-containment. Member States
have used pricing and reimbursement or procurement policies to lower generic medicines prices as much as
possible. For example, in Germany average generic prices were reduce by two thirds over that period and most
medicines cost only a few cents a day.? Through price referencing, all other EU countries followed the cost-
containment model, applying lowest-price referencing, mandatory price reductions, clawback taxes,
procurement price ceilings and many other tools designed to reduce prices to the lowest level.

To adapt, the generic medicines industry has consolidated manufacturing supply chains, optimized capacity, and
looked for lower cost inputs, often outside of Europe. Factories in the supply chain are run at maximum utilisation
rates to remain profitable as GMP rules require continuous investment in manufacturing plant upgrades.
Consequently, there is no spare capacity in manufacturing supply chains to deal with demand surges caused by
illness or when one manufacturer in the supply chain has a manufacturing problem. This is why the industry is
challenged to quickly ramp up production in a shortage. These issues are exacerbated for small volume medicines
with long supply chains as was acknowledge in the Commission’s research to support the production of critical
APIs, key intermediates and medicines to reduce the vulnerability of supply chains causing shortages.

Over this same period, the Commission introduced more stringent regulations on the pharmaceutical industry,
often for good regulatory reasons such as fighting against falsified medicines. When adopting and implementing
these regulations, the Commission does account for the additional costs of implementation and the impact on
the margins of low-price essential medicines. These regulations, which may be necessary, further consolidate
supply chains and generic markets and, in some cases, can be a source of medicine stock outs (temporary
shortages that disrupt the market).

! For a detailed analysis of inflation impacts, see: https://www.nomisma.it/la-stagione-dellincertezza-dati-e-riflessioni-
sul-sistema-dei-farmaci-generici-in-italia/
2 Average generic daily dose prices declined from €0.17 to €0.06.
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Over the past few years, other external factors outside of our control have put more stress on supply chains.
Brexit required the severing of a major market from the EU and special rules to supply Northern Ireland. Covid-
19 required our industry to introduce costly new hygiene measures while massively ramping up production to
respond to the emergency. The Russian invasion of Ukraine exacerbated cost inflation which our industry cannot
pass on due to capped pricing in the EU market.® China’s zero Covid policy has disrupted all industrial supply
chains, including the generic medicines industry. Our industry has absorbed the costs of these major events
because EU medicines prices are capped for the generic industry. This has resulted in further consolidation.

The structural root cause of shortages is increasingly evident in studies such as the Technopolis Study on
medicines shortages or the study on medicines procurement. Both identify the absence of supply security in
market policies as a major risk for the EU. We therefore propose solutions for medicines security in Europe.

2. Short term measures to mitigate the risk of shortages in 2023

Our industry cannot undo the consolidation caused by more than ten years of continuous cost-containment
measures overnight. However, we can take action together, as we did successfully in 2020 to address demand
surges, to reduce the risk of shortages this year. We propose the following short-term measures:

a. Introduce regulatory flexibility for packaging (especially for patient information leaflet) to allow
manufacturers to rapidly reallocate medicines across internal EU borders. There should also be a process
to facilitate rapid variations to mitigate a shortage, as was done during Covid-19 to enable manufacturers
to rapidly make a change in case of a production problem in the supply chain. The Commission can also
provide implementation flexibility for any new regulations that may cause a stock out such as the revised
GMP annex 1, clearer thresholds for nitrosamines and avoiding new regulations that have
disproportionate impact on low margin medicines. Member States can take additional measures related
to shelf life and local flexibilities.

b. Engage in a dialogue with the generic industry and with Member States on immediate measures to
tackle the cost of inflation on generic medicines. Member States are pursuing totally contradictory
policies on this issue. While countries like Germany and Portugal are revising their laws to adapt prices
to inflation, countries like France and the UK are reducing prices (in a shortage!) though hidden price
reductions in the form of clawback taxes. The Commission can help solve this by encouraging best
practices and implementing the MEAT security of supply criteria in the Public Procurement directive.

c. Improve demand predictability by sharing more aggregate data and analysis with the generic industry
about demand surge risks. For example, there could be a dialogue between the EMA/HMA shortage
working group and our industry to warn of shortage risks earlier to adapt supply chains. There could also
be more sharing of information about epidemiological risks in the EU such as expected timing of the
infectious/flu season and other infectious risks since many of them are increasing globally or important
changes to prescribing guidelines that increase volume demand. The Commission should also consider
how to better use data — such as EMVS — to understand demand and supply dynamics for shortage
prevention.

3 Despite this pressure, our industry has been a leading donator of 1200 trucks of medicines — including ICU and antibiotics
—to support Ukraine.
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3. Medium term measures to encourage more generic medicines supply and supply chain resilience by
2025

The EU can help coordinate a strategy to improve supply chain resilience with clear policies to encourage
more manufacturers to invest in diversified supply chains and to improve the efficiency of supply across EU
Member States in the context of EU legislation and policies.

a. Fast track the regulatory efficiency and harmonisation measures in the EU Pharmaceutical Strategy,
especially the replacement of paper patient leaflets with electronic patient information (ePl) as this
would dramatically reduce complexity, stock outs and misallocation across countries. There are also
critical measures related to the reduction of variations, the management of APl sources and the
harmonisation of packs and requirements at national level that will dramatically improve supply chain
efficiency. The backbone of these reforms will rely on a genuine EU commitment to digitalise the
medicines regulatory network and to make better use of big data. This will be essential to understand
heavily consolidated supply chains through IDMP-SPOR, to introduce ePl in a standardised format across
the EU and to collect better surge data from the EMVS for the shortage prevention platform called ESMP.
All these digital projects are behind schedule, lack scale and interoperability and do not promote the
automated collection and aggregation of industry data. Without this, there can be no use of big data to
analyse shortage or supply chain risks and to prevent them. There should be a single high level person in
the Commission nominated to put these projects back on track.

b. Strengthen security of supply criteria in generic medicines markets. The Commission can introduce a
legal guidance on the implementation of this criteria which exists in the Public Procurement Directive,
but which is not used for generic medicine tendering.* The Commission could also discuss with the
Transparency Committee how certain aspects of the Transparency Directive could be re-interpreted from
the security of supply perspective. For example, Canada applies a ladder reference pricing system that
increases prices when there are few suppliers and reduces prices when there are many suppliers. This is
a good way to adapt a regulated pricing market for security of supply and would be well suited for many
EU Member States. Germany is reforming its Generic Law to empower the medicines agency to adjust
pricing policies when supply chains are too consolidated. Other Member States should also empower
their agencies to act against consolidation.

c. The EU should invest in manufacturing diversification and greener technologies with a Medicines
Security Act. Our industry has re-invested in EU production of essential medicines and API in Austria,
Greece, Italy, France, Germany, Portugal, Hungary, Romania, Spain, and Poland. Despite including our
sector among the seven highly foreign dependent sectors in Europe along with raw materials, microchips,
etc, there has been almost no EU investment in our sector. Our industry’s attempts to participate in the
RRF and other EU funds have been systematically rejected by the Commission’s erroneous interpretation
of state aid. We have underlined that for our industry to re-invest in the production of well-established
APl and medicines, we introduce innovative automation, more environmentally friendly processes and
materials, manufacturing and chemistry processes which are necessary for production in the EU. This
innovation, for example automation, contributes directly to supply chain resilience as it enables a more
rapid production scale up. To achieve EU strategic autonomy, there should be a coherent EU strategy to

4 According to a Commission study, only 24% of medicine tenders use this criterion — for the purchase of vaccines not
generic medicines. https://op.europa.eu/en/publication-detail/-/publication/ca856a7f-7c37-11ed-9887-
O0laa75ed71al/language-en/format-PDF/source-278040684
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support the development of industrial infrastructure — critical to increase production capacities for both
APls and medicines in Europe.

We would caution the EU not to adopt knee-jerk and counter-productive policies that would exacerbate medicine
shortages. National stockpiling requirements undermine EU solidarity, increase consolidation and costs, reduce
medicines availability in other markets, and prevent industry for taking mitigation measures. In practice,
stockpiling forces manufacturers and wholesalers to hold large volumes of stock in each member state to avoid
fines. This prevents industry from moving medicines across internal EU borders to solve a shortage because they
will be fined for doing so. Wholesalers will also hoard stocks to avoid similar fines so medicines will sit in
warehouses while patients wait. The Commission’s own shortage study® shows that 9 out of 10 shortages occur
in only one member state so packaging harmonisation and the replacement of paper by digital information are
the key to improving medicines availability and solving acute shortages. Our industry is open to working with
HERA on a European strategic reserve concept. This could be based on rolling reserves as was the policy in the
UK in the past (when they had a good policy to mitigate shortages) and which is the current policy in Australia.
This model offers a high degree of security for patients, is flexible for manufacturers, and low cost for
governments (or the EU).

As already experienced with the failed joint procurement for ICU medicines in 2020, we seriously question the
use of joint procurement to address the demand for nationally licenced medicine like amoxicillin (which is mainly
dispensed in community pharmacy), paracetamol and ibuprofen (which are mostly over the counter drugs). As
there is no data on demand, there is no possibility to estimate the likely short term demand surges for these
medicines at national level that would be required for a joint procurement. Moreover, the EU procurement
process is too slow and cumbersome for generic medicines which have different national licences, dosing, and
pack sizes. The joint procurement also presents a risk in further market consolidation and supply due to confusion
over national stock levels as these medicines would need to be redistributed by Member States to 1000
wholesalers and well over 100 000 pharmacies across Europe. EU-wide procurement would decrease demand
predictability at national level, destabilise existing local contracts and supply channels and further exacerbate
the global surge in demand. Finally, joint procurement, unlike advanced purchase agreements, require bidders
to build up stocks as a precondition to bid. This would mean that manufacturers would have to hold stocks and
the associated costs of, for example, amoxicillin which means it could not be dispensed to a patient, to apply for
the joint procurement. This would therefore further increase shortages almost everywhere across Europe.

Europe is facing major shortage risks this year. We want to work with you to make short- and medium-term
changes to prevent medicine shortages in the future. We look forward to working with you on a new contract
for medicines security in Europe.

5 https://op.europa.eu/en/publication-detail/-/publication/1f8185d5-5325-11ec-91ac-01aa75ed71al/language-en
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Yours sincerely,
Signed

Medicines for Europe President or Executive members
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CEO Medichem SA
President Medicines for Europe

IS ool

Rebecca GUNTERN
Head of Europe, Sandoz
Vice President, Medicines for Europe

.
/ \\ Q,’?: '//\ .

Bork BRETTHAUER
Managing Director, Progenerika
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