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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:
¢ The Proposal’s text
¢ Its legal basis (article 114 and article 168 (4) (¢) of the Treaty on the
Functioning of the European Union (TFEU).
¢« The informational note by the Greek National Organization for Medicines
¢ The oral briefing by the Mimister for Health, mr. 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 anmual 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 activities 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. [t 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.

More specifically:

» 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.”
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It seems that, according to the proposal, fees for EMA will prevail;, as a result, in
certain cases, 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.

o 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 Umon 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)(1) 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 viclating 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 EAAHNQOQN

AITIOACTHMENH r'NOMH

Eri tng mpotacng KANONIZMQY TOY EYPQMNATKOY KOINOBOYAIOY KAl TOY
ZYMBOYAIOY oxeTKA pe Ta TEAN mou KataBdihovtal otov Eupwraikd Opyaviopo
@appdkwy yLOL TN SLEVEPYELD TWV SpacTnPLOTATWY GApUAKOETTAypUIVNGNS, dcoV
adopd ota pdpaka mov rpoopllovtal yia avBpuwrnivn xprion COM(2013) 472 final.

Kown Zuvedplaon EWBK ¢ Alapkolic Emtponrc Eupwnaikwy Yrobécswy

Kol Alapkol¢ Emcponnc Kowwvikwy YroOsoewy (4/9/2013)

Ta LEAN Twv avwTEpw Emcporwy, adoly fAafav vron

- o Kelpevo Tng vopoOeTLKN ¢ MpoTacnS KoL THY alTwodoy K The £kBeon

- ™ vouiky Bé&on tne (dpBpo 114 kal dpBpo 168 mapdypadoc 4 atoxeloy
ZAEE)

- TO YPORTO eV UEpWTLKAG onpelwpa tou EQOOD

- thv mpodopLKl sleynon Tou Yrnoupyol Yyelog k. AdwvL MswpyLddn.

katsAnéav opddwva otnv vwofstnen tne akdiouvOng Altohaynpuevng NWNG:

H napamdvw avadepopevn mpotaon Koavoviopol slodyel TEAN UTEp Tou
EMA vy Spactnpldtntes  doappakosmayplmvnong, omwe  afloAdynon  Twv
Neplodlkwdv  Emkaporionpuévay  ExkBécswv  Acdhdiswag  (PSUR), afloAdynon
LETEYKPLTIKWY PeAsTwov achdielac (PASS) kol Swadikaclsc dloutnoiac yio tTnv
achdiela, KoOWC KoL eva eTACLO TEAOC UTEp Tou EMA vy dAsc TIC ddeleg
kukAodopiag tou £xouv skdolsl and ta kpdtn pEAn (svw sfopolBivial QUTEC o
ek8A0nNKav pecw tou EMA pe keviplkn Sladkkaocia).

ZUhpdwva e TIC awtoAoyieg tng mApotacng Kavoviopol, to ev Adyw TEAR
Apénel va adopoliv SpactnpldtnTed GopOKOETOYpUTIVIGNC TTOU KTEAQ UVTOL OTO
eminmedo tne EE, kuplwe oto mAaiclo twv Sladikacuov aflohdynong oto erinedo
autd. Opwe, ol Sablkacisc auteg meplhapfdvouy smoTnovikh aftohdynon mou
Slevepyeital amd sionpNTEC €8 OVOLGTOSC TWV EBVIKWY apUoOSILwY ApXWV OTA KPQTH
UeAn. Napd tavta, cBpdwva pe TNy Tpotach Kavoviopol, ta ev Adyw TEAN dev
EXOULV GKOTAO VoL XPHUOTOSOTHTOUY TIC SpACTNPLATATEC GOpLOKOETIAYP LTV GNG TWwy
ApUdd ULV EOVIKWY ApYwv ot eBvikd emtlnedo.

OL appddleg e0vIKEg Apyec slval umelBuveg v TNV Teyvoyvwolor Kol Tig
aflohoyoeIC KoL TAUTAOXPOVA VIO T SlITApnon o oYt Twv £OVIKWY GUOTHHATWY

Zedibalamo d

14129/13

LES/ns 6
DG B 4B EN/EL



dappakosnayplmvnonGg. Na 1i¢ SpacdtRplOTnTEC QUTEC, Ta KOATH LEAN MPEREL val
EXOUV TO SIKQIW LA VI YOEWVOUV QVTIOTOLYO aVTamoOoTikd TEAN.

o pdwva pe tnv npatacn Kavoviopol, to kpdtn pedn dsv sxouv Swkoiwpa
VO EOTIRATTOLY TEAN VIO TIC SpacTnpldTnTeg Tou KOAUMTOVTIOL amd Tov &v Adyw
Kavoviopd. Avadépetal 8 OTL pdvo ol Spactnplotnteg dapUaKosmaypBmvnoene,
AU TPOYLOTOTOLOUVTOL 6To eNiMedo TS EE KOl L TN SUPPETOX Tou Opyovicuol,
Siemovtal and tnv npotacn Koavavicpod.

‘Ocov adopd otic Spactnplotnteg GopUaKOETayp BTV GNE TTOU TTAPOLEVOULV
oe £0vikd emimedo, n EE Sev eival appddla Kol To Kpdtn pEAn pmopolv va
sfakoAouBolv va xpswvouv gBvikd TteAn aviwtolywe. Qotdoco, autd Ssv sival
amoAlTwe akplpec. Mpemsl va onpewwdel, 6TL oe apketég Sladlkacisc dwalttnoiag Oa
cupmeplAapBdvetal n aflohdynon mpoldvtwy pe eBVIKY ddsla, KOTd TIC oToleg n
epyocia Do Sefdyetal pev and ta kpdtn peAn, ta orola opwe S Oa &xouv tn
SuvatdtnTa va emPaArouv TeéAn o e0vikd entimedo, clpdwva pe 1o poPrsnopsva
otny npotach Kavoviopol.

Ewdikdtepa:

s To &pBpo 5 mpoPiémel «TéAoc vy TNV afloAdynon Twv UETEYKPLTLKWOY
peistwy vl tnv acddielor, wg sEnc «6. OL kKadtoyol ddsag Kukhodoplag
mou srnifaplivovtal pe to tehog BdosL Tou apovtog dpbpou analAdccovtal
and odAmote AAAD TEAN sMBAAAOVTAL Ao appodLx apx ] yot TNV urtof ol
HEAETWY oU avadEpovTal otnv mapdypado 1.»

Ibpdwva e Tnv rpotacn Kavoviopol, dailvetal 611 Ba «umeploylcouvs Ta
nopdRoAa yia Tov EMA, [le GITOTEAEGA, G OPLOUEVEC TIEPUTTWOELS, I ApPOSLY Yo
ta dppako Apyr tou KOs KpdToug peAoug Kal, ev Ipokelpevw o EOD, va otepeital
tou avtictowou mApou mou Ypswvel 1 mou Qo Swkoolvioav va ¥pswoesl, odol
Slkalolxog Tou avticTtoou tEAoug KAOIloTaTaL KAT AMoKAELOTIKOTHTA 0 EMA.

‘EtoL, og T7epimtwon mou o EO® Inticosl va mpaypoatomanBsi pn
MApEUPATIK] HEALTN Of MEPLOCOTEPO ard &va Kpdtn pEAn, 1o téAog OBa
slonpdrttetol and Tov EMA kol oxL and tov EOO.

o To dpOpo 7 Osomilel «eTAGLO KAT' GIOKOT TEAOCY, WG LN «2. To teAo¢
KATABAAAETOL QRO TOUG KATOYOU ¢ AOELRC KUKAOWOoRIGC Pitk OAQ TG QApLLAKA
ou éxouv epkpiBel otnv Eveon, clpeuva e Thv odnpla 2001/83/EK, Bdoet
TV UITOKEfHevaV ot TEAR Lovadwy moU aVTIoTOLYoDV 0 QUTE Ta TRolovia.
01 urtokeipieves oe TEAN HoVASEC TTOU GVTIOTOLYOUV OF TEOIOVTO EPKEKPLLIEVT
CULPWVE UE TOV kavoviouo (EK} apu?. 726/2004 Sev UROKeELVTOL O ETHOLO
KGT  QITOKOTTH TEAOG. »

Q¢ «umokelpevn og AN povdada» opiletal oto dpdpo 2 «kdbe smIUEpOUG
syypadrp otn Bdon Ssdoudvioy Mol avadEpsTal oto dpbpo 57 mapdypadoc 1
otolxelo 1B) Tov Kavovispol (EK) apl®. 726/2004, pe Bdon mAnpodoplec and tov
koatdhoyo dAwv twv doppdkwy ylo avlpwmwvn ¥phnon mou exauv sykpllel otnv
Evwon clpdwva pe to dpbpo 57 map. 2»

IeAiba 2 ano 4
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H Tpdnela Asbopévwy Ba enektabel, wote va neplhapBavel oo dhimote
ddppoko SwatiBetal otnv oyopd tng E.E. Zeg auth tn Pdon dsdopévwv Sev
REPAOUPAVOVTAL LOVO TO KEVIPLKG EYKEKDLUEVO TIPOIOVTO GAAG Kol Ta eOvikd. OL
staupeieg exouv katoywplosl Tic NMXN kol ta QOX Twv poidvtwy Toug.

Me Bdon T datdEsle autég, n Rdon dsdopévwy tou dpbpou 57 map. 1
otoweio B Kol tou dpOpou 57 fap 2 0o replhoppavel dha ta ddppaka onv E.E.
KoL 0 EMA Ba slompdrTel eTHOLO TEAOC YO GAQ TA eykKeEKpLEva oTthv E.E. ddppaka,
svw i appodia eGvikn Apxit mou gxet yopnyioel Tic dbele¢ kukAopopiac b Ga
SikaloUTaL RAZOV VA «ypew Vel aVTIOTOKO TEAOC. NG T KEVTOLKWC EPKEKPLULEVE
pdpucka {apuodiotntac EMA} dev emiBaAAetal eTATLO KAT' QITOKOFT} TEACC.

Koatd tnv dmon twv Erpornwvy tou sAdAnvikol KowoPouhiiou, othpv
nepmtwon  authn noapoaBialoviatl Ot OPYEC THC OVHADVPIKOTATOG Kot THC
emiKOUpIKOTHTO G, ool KaltoL Tor KpdTn PéAN Mapapévouy UReOuva yId TIC AdELEG
nou yopnynoov to b, emiParietal tEAog npog ddelog tov EMA Kol pévov, evw,
ROPAAANAQ, VLI TO KEVIPLKWS eyKekplpéva ddppaka dev emPdAAstoal avtiotowo
TEAOC, LE OMOTEAECPO VOL MAPOBLATETOL KOL N apX TNES WOTNTOC. AAMWOTE, UTTOPYEL
nén Blactvdeon péow  Bdone  Ssdopdviov  Twv  eBVIKWY  CUOTHUATWY
GOpPHOKOETAYPUTTVNON G LETOE L TOUC KoL Pe Tov EMA.

TEAOC, CNLEWWVOUE KOL Ta akohouDa:

To apOpo 8, mou TPoPAENEL HEWWOELS TEAWY KoL ONOANAYEC OF OPLOPEVEC
RePUTTWOELS, Do mpéneL va cuvdeBel pe to dpbpo 9 epl MANpWEAC TNC ApoBAC Twy
slonynTwy omd tov Opyoviopd, WoTe Vo UTIAPXEL avaioylkh pelwon twv apolBowy
TWV ELoNYNTWY, Tou Ha AapBdvavtal otny NeplnTtwon LELWCEWY TWV TEAWVY.

-H évwwowa tng «moAld pkphc emxeipnong» mou Sidetal oto dpBpo 2, wg HG
enyelpnong «MoAl PKpol peyéBoucg, KATE THY évwold TN ctotacng 2003/361/EK»
Oa nipéreL va BeATwwOel, wote va meplAapBaveL Opua, toco pe Baon tov apldpd tou
AMOCYOAOUEVOL MPosWTLKoU &dco Kol pe Bdon tnv Kepdodopla | tov kikAo
EQYOCLIV, WOTE VO TUYXAVOUY EBVOIKIC PETOXEIPLONG OL TTPOYLLOTLKA PLKOEC KOLL TTOAL
HLKpéC emxeprioslg elte and dmoln Mposwrlkol eite amd &molr OLKOVOLKWY
peyeOwwv.

EmumAgov, umoypappiovpe &t o EO® Adyw tTng Sucpevolic oLKOVO LK C suyKuplog
dev  eixe  smPBdiAsL TEAN doppokomoypUlTvVnong Ot ETOIpEiEg Tou
SpacTnNpLlONolalVIOL OTN XWEO PLOC , WE OVTLOTAOULO O TN PLELWG T TWV TLKIV.

TzAo¢, Ba mpeneLva onpewBel otL nEpa amd TNV EKXWPeNon Tou SIKALWHOTAS TNE Yo
emIBoA TeAwv, n moAwrtelo xdvel pe Tov TpdmMo CAUTO Kol éva amd Ta SmAo mou
SLEDETE ya TNV ACKNGN KOWWVLKAC TOATIKASG, HECW TNG SWTNPNONS XOUNAWY
TLLWV T QAPROKO, OTTOTE DlyETaL KOL N opXr] TNE AVOAOYLKOTNTAS.

ZeAiba 3 anmo d
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TUpuhwva HE TO avWTEpWw, TIBevTol INTHUOTO napaBiacng Twv apywv ITng
oavoaAoOYLKOTNTOG, OAAG KOl TNG EMKOUPLKOTNTOS, ol oL Mapardve puuicelc
vrepBaivouy To aVvapkaio UETPO pia TRV eriTeuEn TOoU EMISLUKOUEVOL TKOTTOU, FITOoL
TRV EEQCWAALORN EMOPKWV TOPpWV TOoU EMA pia ThHV doknon TwWv SpaotnploTiTWwY ToU
PEOUAKQEMTXPRURIVIIGRG, TUVERGPOVTAL crikdAuvipn /1 ckydpnon Sikalwpildtwy ex
HELOLUG TWV KoATWY LEAWV Tooc TRV EE pvia UTHpecies mow SV TOUG MROTWELROVTHIL,
eV Sev AapBavetal Urtolpn ip SLkR TOUGC MEPOXF UITNPESHUV ITROC TRV EE.

Iehiba d ano 4
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