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HELLENIC PARLIAMENT

REASONED OPINION
On the Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT
AND OF THE COUNCIL, on fees payable to the European Medicines Agency for
the conduct of pharmacovigilance activities in respect of medicinal products for

human use COM((2013) 472 final

JOINT SESSION
SPECIAL STANDING COMMITTEE FOR EUROPEAN AFFAIRS
STANDING COMMITTEE FOR SOCIAL AFFAIRS
September 4, 2013

Members of the aforementioned Committees having considered:
s The Proposal’s text
» Tts legal basis (article 114 and article 168 (4) (¢) of the Treaty on the
Functioning of the European Union (TFEU).
s The informational note by the Greek National Organization for Medicines
¢ The oral briefing by the Minister for Health, nr. Adonis Georgiadis

Unanimously adopted the following opinion:

The Proposal for a Regulation introduces fees payable to the European Medicines
Agency for the conduct of pharmacovigilance activities, such as assessment of
periodic safety update reports { PSUR), post-authorisation safety studies { PASS) and
pharmacovigilance referrals on safety, as well as an annual flat fee for all marketing
authorisation holders ( member-states) for all medicinal products authorised in the EU
and registered in the database provided for in Article 57(1)() of the Regulation, with
the exception of Marketing authorisation holders for medicinal products authorised
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under Regulation (EC) No 726/2004 who already pay an annual fee to the Agency for

the maintenance of their authorisations.

According to the proposal’s grounds, the said fees aim at financing
pharmacovigilance activities carried out at the EU level, especially in the context of
assessment procedures. However, these procedures include scientific evaluation
carried out by rapporteurs acting on behalf of the competent national authorities
within member-states. Nevertheless, according to the proposal, the said fees are not
intended to cover pharmacovigilance activitiss of national authorities performed at a

national level.

Competent national authorities are responsible not only for expertise and evaluations
provision, but also for maintaining national pharmacovigilance systems; for these

activities, member-states should be entitled to charge remuneration fees.

According to the proposal, member-states may accordingly continue to charge fees for
the activities performed at national level which should, however, not overlap with the

fees laid down in this legal proposal. Moreover, it is mentioned that only
pharmacovigilance activities that are performed at EU level and involving the Agency

are covered by the proposal.

As regards pharmacovigilance activities remaining at national level, the EU is not
competent and Member States may still continue charging national fees accordingly.
However, this is not accurate. It must be noted that several referral procedures include
the evaluation of products authorised at a national level, which will be conducted by
member-states, but they will not have the possibility of charging fees at a national

level.

Moare specifically:

e In Article 5 there is provision for a “fee for assessment of post-authorisation
safety studies”, stating that “ 6. Marketing authorisation holders who are
charged the fee under this Article shall be exempted from any other fee
charged by a competent authority for the submission of studies referred to in

paragraph 1.7
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It seems that, according to the proposal, fees for EMA will prevail; as a result, in
certain cages, member states’ competent national authorities, and, in our case the
Greek National Organization for Medicines shall be deprived from charging fees or
claimed fees, as EMA becomes the only beneficiary. So, in the case where the GNOM
asks for a study to be conducted in more than one member - states, the fee will be

collected by EMA.

¢ Article 7 introduces an “annual flat fee”, stating that “2. The fee shall be
levied on holders of marketing authorisations for all medicinal products
authorised in the Union in accordance with Directive 2001/83/EC, on the basis
of the chargeable units corresponding to those products. Chargeable units
corresponding to products authorised in accordance with Regulation (EC) No

726/2004 shall not be subject to the annual flat fee.”

Article 2 defines as “chargeable unit™ “each individual entry in the database referred
to in Article 57{1)(I) of Regulation (EC) No 726/2004 based on information from the
list of all medicinal products for human use authorised in the Union referred to in

Article 57(2) thereof.”

The database will expand in order to include all medicinal products sold in the EU
market. The database contains both centrally and nationally authorised products since
companies have registered their products” SPCs and PLs.

On the basis of these provisions, the database referred to in Article 57(1),(2) shall
contain all medicinal products in the EU and the EMA will collect an annual fee for
all EU authorised medicinal products, whereas the competent national authority
having authorised them shall not have the right to charge a comparable fee.

According to the views of the Hellenic Parliament Committees, the aforementioned
case constitutes violation of both proportionality and subsidiarity principles as
although holding member-states responsible for authorisations issued by them, a fee is

levied to the sole benefit of EMA, whereas no fees are levied for EU authorised
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medicinal products, resulting in violation of equality principle as well. Besides,
databases of national pharmacovigilance systems and EMA’s database are already
interlinked..

The following are also noteworthy:

- Article 8 containing provisions on fees reduction and exemptions in
certain cases should be linked to article 9 concerning rapporteurs’
remuneration payment by the Agency, so as to achieve proportionate
reduction in rapporteurs’ remuneration received in case of fees’
reduction.

- The definition of “micro enterprise™ explained in Article 2 as a micro
enterprise within the meaning of Recommendation 2003/361/EC
should be improved to involve limits, both on the basis of employad
personnel and the basis of enterprise’s profits or turnover, so as to
favour the really small-sized and micro enterprises either in terms of

personnel or in terms of economic values.

All the aforementioned indicate issues violating both subsidiarity and proportionality
principles, since the proposed regulations go far beyond what is necessary to achieved
the pursued aim, namely ensuring sufficient resources for the EMA to conduct
pharmacovigilance activities; they also entail overlap or delegation of rights on the
part of member-states to the EU for services not offered or provided, while not taking

into account their services supply to the EU.
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BOYAH TON EAAHNQON

AITIOACTHMENH TNOMH

Erl tng mpdtaene KANONIZMOY TOY EYPQMNATKOY KOINOBOYAIQY KAl TOY
IYMBOYAIOY oxetlKd e Ta TEAn mou KataBdirovtal octov Eupwraikd Opyaviopod
@apudkwy YL TN SLEVEPYEL TwY SpaoTnploThTwy dapuakoemayplnvnoneg, dcov
adopd ota ddppaka mou rpoopllovtal vy avBpwrwvn ¥prion COM(2013) 472 final.

Kowr Zuvedplaon EWBk ¢ Alapkolic Emtponic Evpwnaikwy Ymobéoswy

Kol Alapkol¢ Emcponric Kowwvikwy YrnoBeocewy (4/9/2013)

Ta pEAN Twv aviuTépw Emtpornay, adol EAaBav umdin

- 10 Kelpevo TNE VOROBETLKA ¢ IpOTAsNS KOLTHY aTwodoy Ik T £kBson

- ™ vokn Bdion tng (dpbpo 114 kal dpdpo 168 napdypadoc 4 ctoeloy
SAEE)

- TO YPOTA sVNUEPWTLKO onpeiwpo tow EOOD

- v npodopLkr swonynon Tou Yrnoupyol Yyesioc k. ASwvL Fewpyldsdn.

KaTEANEQY opddwva oTny LLOOETNoN TS AKoAouOng Altohoynavng MNVWORNG:

H mapandvw avadepdpevn mpdtach Kovoviopol sodyel TéAn Lmép Tou
EMA vy Spactnplotnteg $oapUokoemayplmvnong, onwg afloddynon  Twv
Neplodikwv  Emkouponownpevwy  ExkBecewv  AchdAswxg (PSUR), aflohdynon
LETEYKPLTIKWV pedeTwv aoddrelag (PASS) kol Swdkaocleg dlatnolog ywor tTnv
achdielr, KaOwe KoL eva eTNolo TEAog UTEP Tou EMA v dAsg TIg dbsleg
kukhodoplac mou £xouv ekboBsl and ta kpdtn pEAn (svtd sfopolivTal QUTEC mou
skdOONKav peow tou EMA pe keviplk dladwkaoia).

Ivpdwve pe TIC altohoyleg tne mpotaong Kavoviopol, tda &v Adyw TEAN
npémel va adopolv Spaotnplotnies GApHOKOEMaYpUTIVIONE TOU EKTEAOUVTOL OTO
enlnedo tN¢ EE, kuplwe oto mAaloo twv Sadikacuy afloAdynane oto eninedo
autd. Ouwe, ol Sladlkagiec auTéc meplhapBdvouy emoTnoviky afloddynon mou
Blevepyeital amd elanpnTec €8 ovopaTos TwV eBVIKWV apuosiwy Apywyv oTa KpAtn
LeAn. Napd tatta, cBudwva Le tTnv mpotacn Koavoviopol, ta ev Adyw TEAn dev
£XOUV CKOMO VA XPHUATOSOTHCoUY TIE Spactnplotnteg GaplaKoemaypUTvong Twy
appo by 0vVIkwY Apxwyv og eOvIKd ertinedo.

OL appadleg e0vikeg Apyeg elval vmeOuveg vyl TNV TEXVOYVWOIA KoL TLG
aflohoyroe1C KOL TOUTAXPOVO VIO T Slathipnon o 1oy} Twy s0VIKWY GUCTHLATWY

IcAidalamd 4
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baplakoeTaypImvnNone. Ma TIC SpacTReIOTHTEC QUTES, T KOATH EAN RPENEeL Ve
EXOUV TO SIKQLWLIG VO YOEWVOLV QVTIOTOYG GVTIATOS0TIKG TEAN.

Zipdwva pe TV Tpdtacn Kavovicpol, To Kpdthn PEAn Sev éyouv Skalwpo
VO EOTPATTOLY TEAN VI TIC SpaoTnpLlOTNTEG ToU KOAUTTOVIOL and Tov &v Adyw
Kavoviopd. Avadépetal 8g OTL povo ol Spaotnpuotnteg $oplaKosnaypBnvnong,
oL TpaylaTomololbvTdl oto enlnedo TRC EE Kol e T cuppetoyxd Tou Opyaviopal,
SlEmovTal and thv mpdtach Kavovicuol.

‘Ooov adopd otig Spactnplotntec GopLaKOETayp BTV GNE ToU TTOpOUEVOUV
ce eOvikd eminedo, n EE &ev sivol appddla Kol to Kpdtn pEAn pmopolv va
sfakoAouBoliv va ypeswvouv sOvikd TEAn avtwTtolywe. Qotdco, auvtd dsv sival
amoAlTwe akplpec. Mpemel va onpewwdel, 6TL oe apketég Sladlkacisc dwattnoloag Oa
cupnieplAapfdvetal n aflohdynon mpoldviwy pe e6vikn ddsla, KoTd TIC oToisg n
spyocio Oa Sefdyetal pev and ta kpdtn pein, ta ornolo opwg & 0o xouv Tn
Suvatatnta va emBdAouv TEAN o eBvVIKS emtimedo, clpdwva pe ta npoBisndusva
oTny mpotach Kavoviopol.

EbkdTEpa:

s To dpbpo 5 mpoPiémel «TEAoC yio ThV AfloAdynon TWV LETEYKPLTLKWV
peAetov via thy achdielor», we eEfg «6. OL Kdtoyol ddswag Kukhodoplog
mou eMLPapBvovTal P To TEhog BdosL Tou mapdvtog dpdpou anaAAdccovtal
amd oldnmote dAAa TEAN emIBAAAovVTOL amd appddia apyr yLo thv umofolin
peAeTwv ToU avadépovtal oTnv mopdypado 1.»

Zupdwve pe TV Tpatacn Kovovicpol, daivetal 6tL Ba «uneployicouvy Ta
napdfola vy tov EMA, e anmoTeAecd, GE OPLOPEVEG TIEPITTWOELS, N OpLOdLo Yo
o GApHOKO ApXH Tou KABs KpAToUC PEAOLC KL, £V TIPOKELUEVW o EOD, va otepeital
Tou avtiotoou mopou Tou ¥pswvel 1 mou Oa Swalolvtav va Xpswosl, adol
Skalolixoc Tou avtictoou téhouc kabiloTtatal Kot amoKAELCTIKATATO 0 EMA.

Eto, o= meplrtwon mou o EOM Inthicsl va mpaypatomownBsl pn
MOapsUBaTIK HEAETN ©f TeEplocATEpa omG £va Kpdtn PEAn, to tshog Oa
slompATTeTal and tov EMA Kol oL arnd tov EOO.

e To dpBpo 7 Beoniisl «eTiolo KAt anmokomr) TEAoc», we efic: «2. To téAoc
KATABGAACTAL QIO TOUC KATOYOUC ASELOC KUKAQQOPIAG PLO OAG TO (A 0L OKG
lou Exouv epkpidel otnv Evwon, cUU@WVd Ue Thy odnyia 2001/83/EK, Bdoet
TWV UTOKEILEVWVY 08 TEARN LoVASW Y IOV QVTICTOLYOUV 08 GUTH TX MEeiovid.
O1 urtakeileVEC O TEAR LovdSeC TOU GVTIGTOLYOUV O MpolovTa eykekplitEVal
UL pWVa LUE ToV kavoviauo (EK} apu. 726/2004 Sev umtékeivTaL ac eTHalo
KQT  QIOKOTIH TEAOQC. »

Qc «umokeipevn oe teéAn povadar opifetol oto daplpo 2 «kdbe smipepoug
syypadr otn Bdon Ssdouévwv Mol avadEpsTal oto dpBpo 57 mapdypadoc 1
ctoweio B) tov Kavoviopol (EK) apld. 726/2004, pe Bdon mAnpodoplec and tov
katdhoyo ocAwv twv dopudkwy yio avBpwrvn xprnon mou £xauv eykplbel otnv
‘Evwon ctudwva e to aplpo 57 map. 2»

ZeAba 2 ano 4
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H Tpdmrelo Asdopsviov Ba emektabel, wote va MeplAapBdvel omolwodhnots
ddppako dwriBetal otnv ayopd tng E.E. Zg auth T Bdon dedopdvwv bev
TEpAOUBAVOVTOL OV TOL KEVIPLKA EYKEKPLUEVA TRolovTa oAAN Kol ta £6vikd. Ot
etalpeleg éyouv kataywploel tic MXN kol ta QOX Twv TpoldvTwy To UG,

Me Bdon T datdielg autée, n Bdon dedopévwy tou dpdpou 57 map. 1
ctoweio B koL tou aplpou 57 ap 2 Oo meplhoppavel dha ta ddppake otnv E.E.
KoL o EMA Sa slompdatel eTAoLO TEAOC yLO OAQ TA eyKekpLéva oty E.E. ddppaka,
EVw i appodia eQVikiy Apxil TToU Exet yopnphnoel TiC dfeie¢ kukAowopiac de Ca
SikatoUTar FAZOV VO «ypeEWVEL» QVTIOTOO TEAOC. MO T KEVTPLKWIC EPKEKPLUEVE
pdpuaka (apuodtotntac EMA} dev emiBdAAstal eTHTLO KAT' QITOKOFT) TEACC.

Koatd thnv droln twvy ERuporov tou sAAnvikol KowoPBoudilou, omv
MepinTwon autil nopoBia{oviol ol OopYES TN OVORADPIKOTHTOG Kol THC
EMKOUPIKOTNTOG, ahals Kaltol Ta Kpdtn PEAN MOpoEavouy UIe O uva YL TIG ddeLeg
Tou yopnynoov to Wb, emBaidetal téAhog ipog odeiog touw EMA Kol pdvov, evus,
TUPAAANAQ, VIO TO KEVIPLKWE eyKeKpLpéva ddppoka dsv enmiBdiietal aviictowo
TEAOQC, NE QUTOTEASGUC VO TTOPOPLATETOL KAL N apX TNES WOTNTOC. AAAWOCTE, UBIAPYEL
Aén Slaclvdson pécw Bdone  Ssdopiviov  Twv  gBVIKWV  CUCTHUATWY
GOpLOKOETIOYPUTIVN ON ¢ LETOED TOUC KOL e Tov EMA.

TEAOC, ONUELWIVOULE KoL TA akdAouDa:

-To dpBpo 8, Mou TPoPASNel HEWWOEL TeAWY KoL JMOAGYEC Of OPLOPEVES
TIEPUTTWOELS, DanpeneL va cuvbeOel pe to apdpo 9 tepl MANPWIAC TNE AROLBAC Twv
ELGNYNTWY amtd Tov Opyavicpd, WoTe Vo UIdpyel avoloylky pelwon twv apolBwv
TwV Elonyntwy, mou Bo AapuBAvVoVTaL OTNV TTERLITTWON PELWOCEWY TWV TEAWV.

-H dwwowx tng «moAld pkprc emxeipnong» mou Sidetal oto dplpo 2, w¢ MG
ETIXE (PNONG «TTOAL pKpol peyeBoucg, Katd TNV Evwola tng cbotaong 2003/361/EK»
Oa npémel va BeAtwdel, wote va replhapfdvel dpla, tdco pe Bdon Tov aplOpd tTou
anaocyoAoUPEVOL FPOCWILKol oco Kol pe Pdon tnv kepdodopio 1 tov kiBkAo
EQYOOUDY, DOTE VA TUYXAVOUY EUVOIKHC LeToxelplong oL Tpay LaTLKA LLKBEC KoL TTOAL
HLKPEC eTxelpnoslg elte oo dmoln MPpocWrLKow eite ommd amoln OLKOVOLLKWY
peyeBwv.

EmumAsov, urtoypoppilovps dtL o EO® Adoyw tng SUCHEVOLS OLKOVOULKI G CUuyKuplag
dev  elye  smBdAAsL TEAN  dappakomaypUmvhong ot etalpelec  mou
SpacTNPELOTOLOBVTOL OTN XWEo LAC , WE OVTLCTASULOIO TN PELWGN TWY TLUWY.

TéAoc, Oa npéneLva onpewwDel OTL mépa amd TNV EKXWPEN OGN TOU SIKOLWHOTAC TG YL
eNIBOAN TEAWV, N TOATELN XAVEL LE TOV TPOMO CUTO KOL £va ano 1o OmAo mou
S1E0eTe  yIa TNV ACKNON KOWWVLKAS TOALTIKAS, HECW TNE SWTNPNonS XXKNAWY
TLLWY ot pdppaka, ontdte Blyvetal KoL n apyh Tng avaioylKaTnTac.

IeAida 3 amd 4
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Shudwva pe To avwTépw, TIBsvTon INTHUOaTa napaBiacng Twv apywv Tng
avoaAoOYLKOTNTOCG, OAAG KoL TNG EMKOUPLKOTNTOSL, a@ol Ot RApardve puluicetc
urepBaivouv To avapkaio HETOO Vg TV eNITELEN Tow EMLGLWKOLIEVOL TKOIToU, HTOoL
TRV i P aALTn ERApKWY MooV Tow ENMA pia TV dorTn TV SpaatinoioTATWY Tou
WAPUXKOQENXYOUIIVITGIG, CULUVEREPOVTOL EFLKAALNN A EKYWENCH SIKQIWUATWY K
HEPOUC TWV KOATWV HEAWV TROC THV EE pla UITRPediec mou SeV TOUG MPpod@EepovTal,
v Sev AauBavetoar vrtoWn i Stk TOU G TGP oY WITRRECHIV ITOOG TRV EE.

ZeAiba 4 and 4
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