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1.

Uvop

1.1.

1.2

Co chcu nasi obéania?

Obeania EU chet nezavisle od toho, kde sa nachadzaju, bez ohl'adu na to, kto
su, zit' zdravo abezpecne, a chcu ddoverovat vyrobkom a sluzbam, ktoré
spotrebuvaji a vyuzivaju. Chct sa tiez podielat’ na rozhodnutiach, ktoré
ovplyviiuju ich zdravie a ich zaujmy ako spotrebitelov. EU, §tatne a regionalne
organy, podniky a ob¢ianska spolo¢nost’ musia takisto zohravat’ svoju tlohu pri
zohl'adiiovani zaujmov, avsak su také spolocné vyzvy v oblasti ochrany zdravia
a spotrebitel’a, ktoré mozno riesit’ len na urovni EU.

Toto oznamenie stanovuje spdsoby, ktorymi EU hodl4 zlepsit’ zdravie a doveru
spotrebitefov pri vyuZiti ustanoveni Zmluvy'. Toto prispeje k priblizeniu
Eurépy k obcanom a prispeje k zlepSeniu konkurencieschopnosti. LepSie
zdravie prispeje k produktivite Europy, ucasti pracovnej sily a k udrzatelnému
rastu. Zl¢ zdravie zvySuje néaklady a predstavuje zataz pre ekonomiku.
Rovnako dosiahnutie vnutorného trhu tovarov a sluzieb, ktoré zodpovedaju
spotrebitel'skym potrebam a poziadavkam, zlepsi konkurencieschopnost’.

Preco spolo¢ny pristup?

Toto oznamenie a priloZzeny navrh programu spaja politiky a programy pre
ochranu zdravia a spotrebitel'a do jedného ramca, aby sa politika EU stala
ucinnejSou pre svojich obcanov. Mnoho akcii pre zdravie aochranu
spotrebitelov podla clankov Zmluvy 152 a 153 sleduje rovnaké ciele:
presadzovanie ochrany zdravia, informovanie a vzdeldvanie, bezpecnost
a integraciu zdravia a zdujmov spotrebitela do vSetkych politik. Politiky pre
zdravie a ochranu spotrebitel'a vyuzivaju mnohé podobné typy akeii pri plneni
svojich cielov napr. informovanie ob¢anov, konzultacie zicastnenych stran,
aktivity v oblasti hlavnych trendov, hodnotenie rizika. Spojenie tychto dvoch
oblasti tak bude viest’” k vd¢Sej sudrznosti politiky, GspornejS§iemu rozsahu
a k vicsiemu zviditel'neniu.

Spolo¢ny program pontka uspory asucinnost v podobe ucinnejSich
administrativnych a rozpo€tovych postupov, spolonych nastrojov a spoloc¢ne;j
vykonnej agenttry.

Program bude vyuZivat' tejto sucinnosti, ale stcasne rovnako udrziavat
a rozvijat’ hlavné Specifika akcii pre zdravie a pre ochranu spotrebitela tak, aby
bolo mozné reagovat’ na zdujmy zacastnenych stran.

Nova Ustava posilni mandat Zmluvy, tym, Ze sa v nej uvadza “ciefom unie je presadzovat’ mier (...)
a blaho svojich narodov” (¢l. I-3). Takisto sa roz§iria pravomoci Spolo¢enstva v oblasti zdravia (cl. I1I-
278). V Charte zakladnych prav sa dalej uvadza, ze “kazdy ma prédvo na pristup k preventivnej
zdravotnej starostlivosti a pravo vyuzivat lekarsku starostlivost.(...). Pri tvorbe a uskutocnovani
vietkych politik a ¢innosti Unie sa zabezpedi vysoka troveii ochrany udského zdravia ” (¢1. 11-95).

SK



Pre zdravsich, bezpecnejSich a doverujuicejSich europskych obcanov

Ciel'om politiky EU pre ochranu zdravia a spotrebitel’a je zlepienie kvality Zivota
obéanov EU, ¢o sa tyka ich zdravia aich zdujmov ako spotrebitelov. V pripade
zdravia sa pokrok bude merat’ Strukturdlnym ukazovatelom (ocakavany pocet rokov,
ktory méze dand osoba prezit v dobrom zdravi) Zdravé roky zivota (HLY)
a ukazovatel'mi zdravia v ES. Pre spotrebitel’skt politiku sa na vytvoreni celého radu
ukazovatel'ov pracuje.

2.1. Spolocné ciele v oblasti zdravia a ochrany spotrebitela

Politiky EU pre zdravie a ochranu spotrebitel’a maju tri hlavné spolo¢né ciele:

1.  Chranit obcanov pred rizikami a hrozbami, ktoré presahuju hranice
individudlnej kontroly aktoré jednotlivé clenské Stity nemozu
samostatne ucinne riesit’ (napr. ohrozenia zdravia, nebezpecné vyrobky,
necestné obchodné postupy).

2. Zvysit schopnost’ obcanov prijimat’ lepSie rozhodnutia tykajice sa ich
zdravia a spotrebitel'skych zdujmov.

3. Zaradit hlavné ciele politiky pre zdravie a spotrebitela do vsetkych
politik Spolocenstva tak, aby sa zaleZitosti zdravia a spotrebitel'a dostali
do centra tvorby politik.

2.2. Spolocné akcie

V politikich EU pre zdravie aochrany spotrebitela je viacero oblasti
sucinnosti, a rovnako priestor pre komplementarne akcie ako nasledujtce:

° ZlepSenie komunikécie s obcanmi, aby dostavali informacie, ktoré
potrebuju v zaujme svojho zdravia a ako spotrebitelia a lepSie zohl'adnit’
ich zéujmy pri tvorbe politik, napr. vytvorenim webovych portalov,
kampatiami na zvySovanie povedomia v urcitej oblasti, prieskumoch,
konferenciach a informa¢nych miestach.

o Zvysenie UCasti organizacii posobiacich v oblasti zdravia a spotrebitel’a
na tvorbe politik EU napr. presadzovanie ich sieti, irSie verejné
konzultacie alepSie =zastipenie v poradnych organoch. Zdravotné
a spotrebitel'ské organizacie potrebujii aktivne, odborné a zrozumitelné
hlasy. VEU nadalej pretrvava nedostatok  déveryhodného
spotrebitel'ského hnutia a potreba posilnenia zdravotnych sieti.

o Rozvinutie pristupu Komisie smerom k integracii zdravotnych
a spotrebitel'skych zaujmov do ostatnych politik a zdiel'anie najlepSich
postupov v ¢lenskych Statoch. V oblasti zdravia sa vytvori hodnotenie
dopadov na zdravie a sucinnost’ s politikami, ako su bezpecnost’ potravin,
socialna politika, zivotné prostredie, clo, vyskum a regiondlna politika.
KIacovymi v spotrebitel’skej oblasti su politiky regulujuce trhy a prava
obCanov (napr. autorské prava, pristup k spravodlivosti), hospodarska
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sutaz, sluzby vSeobecného ziaujmu, normalizacia a informacna
spolo¢nost’.

o VylepSovanie vedeckého poradenstva a odborného hodnotenia rizika
napr. presadzovanie vcasnej identifikécie rizik, analyza ich mozného
dopadu, vymena informacii o hrozbach a vystaveni, podporovanie
harmonizovanych pristupov k hodnoteniam rizika a podporovanie skoleni
pre posudzovatel'ov.

. Podporovanie bezpecnosti produktov a latok l'udského povodu (krv,
tkaniva a bunky), napr. prostrednictvom vymeny najlepsich postupoch,
zvySovanie povedomia v danej oblasti, implementdcia usmerneni,
Skolenia a tvorba sieti, dohl'ad a tvorba noriem.

o Podporovanie medzinarodnej spoluprace s medzinarodnymi
organizaciami atretimi krajinami v oblasti zdravia a ochrany
spotrebitela. EU musi zohravat’ va¢siu tulohu v oblasti medzinarodného
zdravia, napr. prostrednictvom posilnenia spoluprace s WHO a s OECD
a podporovanim tretich krajin v hlavnych oblastiach zdravia, najméi
kandidatskych a susednych krajin a krajin na zdpadnom Balkéne. V
oblasti ochrany spotrebitel’a je dolezita regulativna spolupraca, napr. pre
bezpecnost’ vyrobkov a pri zaobchadzani s podvodnymi obchodnikmi.

Navrh rozpoctu pre program je 1203 milidnov eur, ¢o predstavuje znacné

zvySenie oproti si¢asnym vydajom. Na podporu nového programu sa rozsiri
, / , ., .2 . ,

vykonna agentiira pre program verejného zdravia“ (pozri priloha 1).

3. Pre zdravSich eurépskych ob¢anov

3.1.

Nase vychodisko

Zdravie je zakladné l'udské pravo. ZlepSovat zdravie eurdpskych obcanov je
prvotny ciel’ vSetkych sledovanych ¢innosti v oblasti zdravia podl'a Zmluvy.

Obcania EU ziju dlhsia a majt lepsi zdravotny stav ako kedykol'vek predtym.
Eurépa vSak celi vaznym vyzvam v oblasti zdravia, ¢o si od EU vyzaduje
nalezitl reakciu.

Otvorena konzultacia poukazala na potrebu posilnit’ akcie EU®, napr. v oblasti
zaClefiovania zdravia do ostatnych politik EU, vyporiadanie sa s
determinantmi, prevencie chorob, investovania do vyskumu zdravia, zlepSenia
informovanosti, rieSenia rozdielov, podporenia medzinarodnej spoluprace,
zainteresovania zucastnenych stran do tvorby politiky a potreby ziskat’ viac
zdrojov. Z hodnotenia programov pre zdravie 1996-2002* vyplynulo
odportcanie sustredit’ sa viac na prevenciu a $irenie informacii a vymenu
vedomosti.

2 Rozhodnutie 2004/858/ES.

V procese vyhodnocovania v oblasti zdravia, ktory sa zacal vjali 2004, sa zaclenilo okolo 200

prispevkov.

Hodnotenie uskuto¢nené Deloitte, 2004.
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Po prvé je potrebné uviest’, ze v rdmci Clenskych Statov a medzi nimi existuju
velké rozdiely tykajice sa dizky Zivota, zdravotného stavu a pristupnosti
k zdravotnej starostlivosti. Z Coho potom vyplyvaji rozdiely v raste
a konkurencieschopnosti. Zdravie prispieva k produktivite, ucasti pracovnej
sily a hospodarskemu rastu. Ekonomicky efektivne akcie a investicie do
prevencie st potrebné rovnako na zlepSenie zdravia ako aj ekonomiky.
K tomuto zaveru sa dospelo vramci lisabonského procesu, kde sa tiez
zdoraznilo, ze “hlavna vyzva bude spocivat’ v zmensSovani rozdielov medzi
Clenskymi §tatmi v zmysle priemernej dizke Zivota, vyskyte vaznych choréb
a kvalifikacie zdravia. Modernizacia zdravotného sektora (...) sa moze stat
podstatnym prispevkom pre udriiavani zamestnanostii EU mdZe znamenat
pridanti hodnotu pri prekonavani medzery v zdravi a pri postaveni zdravia do
pozicie faktora konkurencieschopnosti napr. zvySovanim povedomia,
zhromazd’ovanim a roz§irovanim ndvodov a vymen osved¢enych postupov.

Sprava z jarného zasadnutia Rady zdoraziluje, ze rast Zdravych rokov Zivota
(HLY) je kPaovym pre zvySovanie atraktivity zamestnania®. ZvySovanie
Zdravych rokov Zzivota prostrednictvom prevencie chordb a presadzovania
aktivneho starnutia je dolezité pre udrzatelnost’ verejnych financii kvoli tlaku
rastacich nakladov na zdravotnu starostlivost’ a socidlnu bezpecnost’, a tento
tlak narastd umerne k starnicej populacie azmenSujicemu sa podielu
pracujucej populacie.

RieSenie problémov, ktoré vznikaji na zéklade rozdielov v zdravotnom stave
a starnuti, si vyzaduje cely rad akcii medzi odvetviami. Takisto rast v oblasti
chordb deti sposobenych napr. obezitou, znamend, ze pri presadzovani zdravia
je potrebné upriamit’ pozornost’ na dimenziu detského veku.

Rozdiely v zdravi, starnuti a zdravi deti sa tak stdvaju zédkladnymi témami
zdravotnych ¢innosti v rdmei suc¢asné¢ho programu.

Po druhé, poucenie z lekcii globalnych zdravotnych hrozieb, ako je vtacia
chripka, poukazuje na potrebu zvysit' kapacitu EU pri ochrane obanov pred
hrozbami, ktoré si vyzaduji koordinovani reakciu, vratane bioterorizmu.
V sulade so Strategickymi cielmi’, kde sa zddraziuje predchadzanie hrozbam
zdravia a bezpeénosti obéanov na trovni EU, Komisia navrhuje, aby program
obsahoval novu vetvu tykajucu sa reakcie na hrozby.

Po tretie, Clenské Staty celia spoloCnym vyzvam, ktoré si vyzaduju
presadzovanie zdravia a prevenciu chorob. Rastice bremeno vyplyvajuce
z chorob, ktorym mozno predchadzat, ako st choroby spojené so zivotnym
Stylom a zévislostou (napr. tabak, alkohol, pozivanie drog, vyziva), choroby
ako HIV alebo mentalne ochorenia, vyzaduje spolo¢né akcie na trovni EU.
Aby sa mohli plnit tieto vyzvy, bude posilnend vetva zdravotnych
determinantov a doplnena o nov vetvu prevencie chordb. Po §tvrté, EU mozZe
pomdct zdravotnym systémom pri reagovani na vyzvy, ktorym celia.

SEC(2005) 160 of 28.1.2005.
Oznamenie jarnej Eurdpskej rade KOM(2005) 24 z 2.2.2005.
Strategické ciele 2005-2009, “Eurdpa 2010, 2005.
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3.2

V zaveroch z lisabonského procesu sa uvadza, Zze podpora EU pre zdravotné
systémy moze predstavovat’ dolezitli pridant hodnotu. Navrhnuté je preto nova
vetva o spolupraci zdravotnych systémov.

Po piate, zdravotnd politika musi byt zalozend na ddveryhodnych
informaciach. Existujica informacna vetva sa bude rozSirovat s velkym
doérazom na analyzu a rozSirovanie informacii ur€enym pre ob¢anov.

Nakoniec, zdravotné politiky sa budi tvorit v uz§om partnerstve s obcanmi
a zacastnenymi stranami napr. poskytovanim podpory na rozvoj organizacii,
ktoré zastupuju zdujmy pacientov, alebo rozvijaji program cinnosti v oblasti
zdravia.

Program tak posililuje tri vetvy programu verejného zdravia (informacie,
ohrozenia a determinanty), a tvori tri nové: reakciu na ohrozenia, prevenciu
chordb a spolupracu medzi zdravotnymi systémami.

Co bude nasledovat’

EU sa bude usilovat o zlepSenie zdravia ob¢anov pocas ich zivota,
presadzovane zdravia ako l'udského prava a podporovanie investovania do
zdravia prostrednictvom sledovania tychto ciel'ov.

Po prvé, ochranovat’ obcanov pred ohrozeniami zdravia.
Po druhé, presadzovat’ politiky, ktoré smeruju k zdravSiemu spdsobu Zivota.
Po tretie, prispievat k znizeniu vyskytu vaznych choréb v EU.

Po stvrté, prispievat’ k rozvoju uc¢innejSich a hospodarnejSich zdravotnych
systémov.

Po piate, podporovat’ vyssie uvedené ciele poskytovanim informacii o zdravi
a analyz.

Stanovené st nasledujiice vetvy akcie. Priloha II k prilozenému navrhu
rozhodnutia obsahuje vycCerpavajuci zoznam c¢innosti, ktoré su planované
v ramci kazdej vetvy.

3.2.1.Podporenie dohladu a kontroly zdravotnych ohrozeni

Povinnost’ ochrany zdravia ob&anov EU vyplyva zo Zmluvy. Vytvorenie
Eurdpskeho centra pre prevenciu a kontrolu chorob® (ECDC) je
kl'aovym krokom. Ukolom centra bude analyzovat, hodnotit’ a radit
v oblasti rizika prenosnych chordb a zvysSovat’ kapacitu. Akcia v ramci
programu a &innosti ECDC sa budii vzijomne dopliiat a podporovat’
usilie ¢lenskych Statov. Podporovana bude aj praca medzindrodnych
organizacii venujucich sa kontrole prenosnych chorob. Program

bude pokryvat’ monitorovanie a sledovanie ohrozeni, ktoré¢ nespadaju do

Nariadenie (ES) ¢. 851/2004.
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posobnosti ECDC, v spojeni s ,,informacnou vetvou*, najmi v suvislosti
s fyzikdlnymi a chemickymi c¢inidlami, prevedenim vyskumu do
praktickych metodologii a implementdciou rozhodnutia, ktorym sa
zriad'uje siet’ EU na dohl’adg, smernicami o krvi, tkanivach a bunkach,
a vakcinacnymi politikami. Vytvorenie diagnostickych kapacit pre
patogény v EU si vyzaduje Struktiru eurdpskeho referen¢ného
laboratoria pre zriedkavé alebo vysoko rizikové patogény. Kritéria na
hodnotenie vykonu tychto laboratérii buda stanovené. Nakoniec, akcia
bude zamerana na pomoc ¢lenskym Statom a kandidatskym krajinam pri
implementécii medzinarodnych zdravotnych predpisov.

3.2.2. Schopnost reakcie na zdravotné ohrozenia (nova vetva)

Na uéinni ochranu ob¢anov potrebuje EU technicky a operaény potencial
, aby bola pripravena aschopna reagovat’ na zdravotné hrozby. Je
potrebné mat’ potencidl reagovat’ na zdravotné rizika vyplyvajice z
nejakej udalosti (vo vnitri alebo mimo EU) a minimalizovat’ tak moZny
dopadov na EU.

Praca vramci tejto vetvy programu prispeje k ucinnosti ndrodnych
Struktir a zdrojov spolu s akciou zameranou na zlepSenie manazmentu
rizika a planov v pripade mimoriadnych situacii v oblasti zdravia, umozni
pohotovost’ a naslednu komunikaciu a koordinaciu akcii v pripade
mimoriadnych situacii v oblasti zdravia, zlepSuje pripravenost’
a interven¢nu kapacitu v pripade mimoriadnych situdcii v oblasti zdravia
sdorazom na konkrétne mechanizmy a zabezpecenie zdravotnych
prostriedkov, ulahcuje tvorbu sieti a vymenu expertizy a najlepSich
postupov.

Clenskym S$tatom to pomdze rozvinut ich infrastruktiru, kapacitu
a koordinacné opatrenia, ktoré su potrebné pri reagovani na ohrozenie,
napr. vytvorenie sieti, Skoleni expertov a vyvoj planov pre mimoriadne
situdcie v oblasti zdravia. Naviac prirodné katastrofy alebo katastrofy
spdsobené 'udskym faktorom, ktoré maji zdravotné nasledky, vyzaduja
si napr. vyslanie zdravotnych expertov alebo Ilekarske vybavenie.
Vtomto su obsiahnut¢é mechanizmy plénovania a koordinacie,
rozmiestnenie a pouzitie zdrojov pri mimoriadnych situacidch v oblasti
zdravia a krizach.

3.2.3.Podpora zdravia prostrednictvom vyporiadani sa s determinantmi

Presadzovanie dobrého zdravia si vyzaduje zaoberat’ sa ako faktormi
zdravotného §tylu a zavislostami, ktoré zhorsuju zdravie (napr. fajcenie,
alkohol, nezdravé stravovanie), tak SirSimi socialno-ekonomickymi
a environmentalnymi determinantmi. Celkovy pristup pri sledovani tohto
ciela pozostdva zo série stratégii SpoloCenstva na rieSenie

Rozhodnutie 2119/98/ES.



najdolezitejSich determinantov, ako su vyziva a obezita, naduZzivanie
alkoholu, fajcenie a drogy'® ako aj HIV/AIDS'' a zdravé reprodukcia.

Socialno-ekonomickymi faktormi, napr. chudobou a pracovnymi
podmienkami sa budu zaoberat’ akcie, prostrednictvom ktorych sa buda
rozSirovat’ najlepsie postupy a integrovat’ otazky zdravotnych rozdielov
do ostatnych politik. Environmentidlne akcie budi zalozené na
environmentdlnom a zdravotnom ak¢énom plane 2004-2010 a v centre
zauyjmu bude kvalita vzduchu vo vnuatornych priestoroch, fajcenie
v zivotnom prostredi a zdravotné nasledky spojené so Zivotnym
prostredim.

Ked’ze mnoho problémov ma povod v detstve, bude sa vyuzivat’ pristup
zivotného cyklu s dérazom na zdravie mladych l'udi. Okrem toho budu
navrhnuté akcie o dopade starnutia na zdravie a poziadavky zdravotne;j
starostlivosti.

Nakoniec, Komisia vytvori tematické platformy, ktoré budt spajat
Clenské Staty a zainteresované strany, ardzne akcie v pripade
Specifickych determinantov.

3.2.4.Prevencia chorob a zraneni (nova vetva)

Niektoré  choroby, vratane mentalnych  ochoreni, rakoviny
a kardiovaskularnych chordb predstavujii hlavny podiel zatazenia EU
chorobami. Akcia suvisiaca s faktormi zavaznymi pre zdravie musi byt
doplnend o akciu, ktord sa bude zaoberat’ tymito chorobami, ked’ toto
predstavuje pridant hodnotu, alebo cezhrani¢na akcia je opravnend na
zaklade svojej ucinnosti tak, ako je to v pripade zriedkavych chordb.
Akcie zahfnaju podporu pre sekundarnu prevenciu, napr. skrining a skoré
odhalenie prostrednictvom vymeny osvedc¢enych postupov, platforiem,
studii atvorby sieti. Je planované aj prepojenie zo 7. rdmcovym
programom pre vyskum.

Aby sa znizil pocet nehod a zraneni, budi navrhnuté preventivne akcie,
kampane a stratégie, ktoré sa budi zameriavat’ na urcité rizikové skupiny
a situdcie.

3.2.5. Dosiahnutie sucinnosti medzi narodnymi zdravotnymi systémami (novd
vetva )

Zdravotné sluzby patria predovSetkym do pdsobnosti ¢lenskych Statov,
ale spolupraca na trovni EU modze byt prospe$nd pacientom
a zdravotnym systémom, ktoré Celia rovnakym vyzvam napr. pokroky v
medicine, starnutie, mobilita pacientov a profesiondlov. Komisia
umoziiuje spoluprdcu prostrednictvom stretnuti Skupiny na vysokej
urovni pre zdravotné sluzby a lekarsku starostlivost’ a otvorenej metddy

V spolupréci so stratégiou pre drogy EU 2005-2012.
V spolupraci s akciou pre ,,Sudrzny eurdpsky politicky ramec pre vonkajsiu akciu na konfrontaciu
s HIV/AIDS, malariou a tuberkul6zou®, KOM (2004) 726 kone¢na verzia 2.
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koordinacie'?. Utinna spoluprica si vyzaduje zdroje napr. zriadenie
a riadenie sieti a tvorbu analyz.

Podpora SpoloCenstva bude zahfnat' vytvaranie podmienok pre
poskytovanie cezhrani¢nej zdravotnej starostlivosti, vymenu informacii,
presadzovanie bezpe&nosti pacienta, podporu zriadenia systému EU pre
referen¢né centrd a poskytovanie informacii o zdravotnych sluzbéch.
V tomto pripade sa vyskytnu doplnky k 7. rdmcovému programu pre
vyskum a akénému planu pre e-zdravie.

3.2.6. Tvorba a rozsirovanie viacerych a lepsich informacii o zdravi pre
obcanov, expertov v oblasti zdravia a tvorcov politik

Datab4za poznatkov z celej EU je potrebnd kvoli zhromazd’ovaniu,
analyze a rozSirovani porovnatelnych a spolahlivych informacii o zdravi
obCanom a tvorcom politik. Tvorba a §irenie lepSich informacii znamena
roz§irit’ su¢asné aktivity na rozvoj systému monitorovania zdravia v EU,
ktory sa zavedie do vSetkych zdravotnych aktivit, pricom sa podla
potreby vyuzije Statisticky program Spolo¢enstva.

Implementacia tohto ciel'a znamena rozvijanie existujucich ukazovatel'ov
a novych nastrojov na zbieranie tidajov, prieskumu eurdpskeho zdravia,
intenzivnejSie Sirenie informacii obCanom prostrednictvom portalu
zdravia EU, kampane zacielenej na mladych ludi, vytvaranie sieti a
informacie o zriedkavych chorobach. Obsiahnuté st tu aj posilnenie
analyzy a podpora néstrojov e-Zdravia.

SMEROM K EUROPSKEMU TRHU PRE EUROPSKYCH SPOTREBITELOV

4.1. NasSe vychodisko

Dovera spotrebitelov je uz lepSie chapanda ako zdkladnd poziadavka pre
fungovanie trhu; ale nebola dostato¢ne odzrkadlend vo vSetkych oblastiach
politiky.

Clenské §tity dnes viacej povazujii ochranu spotrebitela za svoju prioritu.
V ramci obchodného podnikania sa uznava hodnota pravnych predpisov
tykajuca sa eurdpskeho spotrebitel’a pri budovani vnttorného trhu, posiliiovani
dovery a vyradovani podvodnych obchodnikov. ReSpektuje sa tiez dolezitost’
silného a vierohodného zastipenia.

Podl'a hodnotenia dopadov je potrebny d’alsi vyvin v tych oblastiach, ktoré sa
povazuju za prioritné v spotrebitel’skej politike. NaSe sucasné ciele: spolo¢na
vysokd uroven ochrany spotrebitela, vhodné presadzovanie pravnych
predpisov a silnej$i hlas pre spotrebitel'ov pri tvorbe politiky tak zostane
nad’alej platny tak, ako je cielom integrovat’ zaujmy spotrebitel'ov do ostatnych
politik. Podobne priprava a spracovanie udajov o porozumeni problémov
a potrieb spotrebitel'ov zostava vyzvou napriek suc¢asnému pokroku.
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4.2.

Integracia trhu vedie k ekonomickému prospechu spotrebitelov (Vacsi vyber
tovarov a sluzieb, hospodarska sit'az podl'a prinosu, nizSie ceny, vysSia Zivotna
uroven). Politiky vnatorného trhu musia zaruCovat, Ze sa tento prospech
zrealizuje, vratane kvality tovarov asluzieb aich pristupnost a ucast.
Vnutorny trh nemo6ze spravne fungovat bez dovery spotrebitel'ov. Vhodna
ochrana spotrebitel'ov je nevyhnutna pre rast a konkurencieschopnost’.

Co bude nasledovat’

Akokol'vek, spotrebitel'ska politika musi d’alej drzat’ krok s vyvojom.
Vyzvy, ktorym celi spotrebitel’ska politika ....

Ako st:

. starnuca populdcia takisto ako potreba komplexného pristupu (najma
v kontexte informacnej spolo¢nosti) s ohl'adom na Specidlne potreby.
Patria sem problémy tykajuce sa bezpeCnosti tovarov a sluzieb,
vystavenost’ necestnym a podvodnym obchodnikom; jednoduchy pristup
k zédkladnym tovarom a sluzbam.

. v kombinécii s vyzvami, ktoré su kladené na vSetkych spotrebitel'ov na
zaklade zlozitych a domyselnych modernych trhov, ktoré ponukaji viac
vyberu, ale sucasne predstavuju vicsie riziko vratane trestnych ¢inov.

o vyuzitie potencidlu pre cezhrani¢ny ndkup prostrednictvom eliminacie
ostavajucich bariér pri naplnani maloobchodnej dimenzie vnutorného
trhu.

o kombinovana vyzva zlepSovania uplatiiovania a presadzovania pravnych

predpisov, najmé cez hranice.

...vyZaduju si d’alSie snahy a nové napady, ktoré budu zrealizované
akciami v tychto prioritnych oblastiach:

o zarucenie spolo¢nej vysokej ochrany pre vsetkych spotrebitelov EU,
nezavisle od toho, kde ziju, pri cestovani alebo nakupovani v EU, pred
rizikami a ohrozeniami voci ich bezpe¢nosti a ekonomickym zaujmom.

o zvacSovanie spotrebitel'skej kapacity pri presadzovani ich vlastnych
zaujmov, t.j. pomahat’ spotrebitel'om, ako si maji pomdct’ sami.

Naviac, Eurdpsky institut pre spotrebitel'ov vytvoreny v rdmci jedinej vykonnej

agentury programu bude zdkladom pre implementaciu tychto akcii (pozri
prilohu 1).

10
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Stanovuju sa Styri vetvy akeii:
4.2.1.Lepsie porozumenie spotrebitelom a trhom
Toto zahfna:

o Rozvoj a aktualizicia zakladne vedeckych poznatkov a ndstrojov
na hodnotenie vystavenosti spotrebitelov chemikalidm, vratane
hladiska  vSeobecnej  bezpecnosti  vyrobkov  a prispenie
k uplatiiovaniu stratégie REACH.

. Rozvoj porovnatelnych ukazovatel'ov a referenéného hodnotenia
pokroku spotrebitel'skej politiky: meranie uspechu trhu dodavanim
vysledkov  pre spotrebitelov, napr. o cenach, urovniach
cezhranicnych  ndkupoch B2C, cezhranicnom marketingu,
spotrebitel'skych podvodoch, nehodach a tirazoch, staznostiach
spotrebitelov — s prislusSnym doérazom na sluzby vSeobecného
zaujmu.

o Prehlbovanie poznatkov o dopyte a spravani sa spotrebitela
a vzajomna sucinnost s obchodnym sektorom, trhové dopady
regulacie, napr. prostrednictvom prace na informaciach, ktoré su
poskytované spotrebitelom a pre spokojnost’ spotrebitel’a vyuzijic
podla potreby Statisticky program Spolocenstva.

Cast’ tejto prace mozno vykonat v ramci 7. rdamcového programu pre
vyskum.

4.2.2. Lepsia regulacia ochrany spotrebitelov

Toto zaha:

o Ukoncenie preskimania smernic v rdmci spotrebitel'ského prava,
vytvorenie spolocného referenéného ramca pre eurdpske zmluvné
pravo.

o Analyza bezpecnostnych aspektov rastuceho cezhrani¢ného trhu
sluzieb, uplnd analyza smernice o vSeobecnej bezpecnosti
produktov a systematickejSie vyuzitie noriem.

. LepSie porozumenie narodnym spotrebitel'skym  politikam:
identifikovat’ a presadzovat’ najlepSie postupy; stanovit’ referencné
hodnotenie pokroku a odporucanie; skolenia pre tvorcov politik
a ich zavéadzatel'ov.

o Skiimanie z&ujmov spotrebitelov sa berd do uvahy pri tvorbe
noriem a identifikacii potrieb pri zlepSovani.

o Zabezpetit, aby boli spotrebitelia vypocuti pri tvorbe politik EU,
podporit’ efektivne spotrebitel'ské organizacie na urovni EU a ich

11
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ucast’ v poradnych organoch, diskusnych skupiniach a paneloch
Specialistov.

4.2.3. Lepsie presadzovanie pravnych predpisov, monitorovanie a kompenzdcia
Toto zahfna:

o Posililovanie cezhrani¢éného presadzovania pravnych predpisov:
vykondvanie prislusnych pravnych predpisov a koordinacia prace
vSetkych ucastnikov, najmé z colnych tradov, vratane vseobecnej
bezpecnosti produktov, RAPEX-u aberuc pritom do uvahy
medzinarodnu dimenziu.

. ZlepSenie transpozicie aimplementacie smernic EU, s v&¢Sim
zameranim na zdroje pre  monitorovanie transpozicie
a implementacie, aby sa zabezpecila jednotnd interpretacia.

o ZlepSenie schopnosti spotrebitel'skych organizacii pri pomdhani
spotrebitel'om, fungovat ako systém skorého varovania pri
identifikacii podvodnych obchodnikov a monitorovanie narodnych
politik.

. Zlepsenie prostriedkov pre spotrebitel'ov pri odSkodneniach, najma
v pripade cezhrani¢nych pripadov, vratane pristupu
k alternativnemu  rieSeniu  sporov;, rozvijanie  eurdpskych
spotrebitel’skych centier.

4.2.4. Lepsie informovani a vzdeldvani spotrebitelia
Toto zahfna:

o Informovanie spotrebitelov spolocne s ¢lenskymi S$tatmi, napr.
o pravach a prostriedkoch na odskodnenie. Zahfiia to porovnavacie
testovanie, porovnavanie cien alepSie povedomie o ponukach
v celej EU.

o Rozvijanie vzdeldvania spotrebitelov, pricom sa stavia na
doterajSej skuSobnej praci v oblasti tohto vzdelavania; spolu
s vnatro§tatnymi  orgdnmi  podporovat  aktivity vzdeldvania
spotrebitelov pri¢om sa zadleni dimenzia EU, akcie cielené na
mladych spotrebitelov.

o Zabezpecit, aby boli spotrebitelia prostrednictvom lepSe;j
informovanosti schopni uskuto¢iiovat’ vybery, ktoré su zaloZzené na
informécidch, boli zodpovedné environmentalne i socialne, a aby
boli schopny vybrat také potraviny, najvyhodnejSie vyrobky
a sluzby, ktoré najlepSie zodpovedaju cielom ich Zivotného Stylu,
¢im sa buduje dovera a istota.

12
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ZAVER

o Budovanie kapacity spotrebitel'skych organizacii: Skolenia na
rozvijanie zru¢nosti, znalosti, tvorby sieti a vyuZzivanie spolo¢ného
usilia.

Hodnotenie dopadov ukazuje, Ze je potrebnych viac a posilnenych akeii
v tychto oblastiach. Vyzaduje si to viac zdrojov, ako je v sucasnosti
k dispozicii.

Budovanie databazy poznatkov, napr. o ujme spotrebitel’'ov, bezpecnosti
sluzieb, spokojnosti a dovere v trh, sluzby vSeobecného zaujmu alebo
informacnej spolo¢nosti, ¢o si vyzaduje podstatné zvySenie vyskumu,
ktory sa doteraz uskutociiuje.

Skolenia spotrebitel'skych organizacii a informéacie pre ob¢anov si
vyzaduju posilnené snahy, ktoré presahuji hranice toho, ¢o sucasné
zdroje umoziuji. Spolupraca v oblasti presadzovania pravnych
predpisov, vratane vytvarania sieti, organizatori Skoleni na zabezpecenie
optimalnej implementacie a cezhrani¢né presadzovanie priamo na mieste
su nevyhnutné, ale méd svoju cenu. PokraCujice snahy na podporu
spotrebitel'skych organizacii si vyzaduju dalSie prostriedky v rozsirenej
EU. Na plnenie stratégie 2002-2007 a prevzatie naértnutych vyziev st
teda potrebné finan¢né zdroje, ktoré d’aleko presahuju sucasné Grovne.

Implementacia programu a manazovania pridavnych zdrojov predstavuje
ucinnu a Struktdrovan organizéciu. RozSirenie vykonnej agentiry pre
zdravie o oddelenie spotrebitela je postup, ktory je najmenej ndkladny.

Uvedené navrhy predstavuji hlavny smer EU. Su postavené na praci, ktora bola
odvedena v spotrebitel'skej oblasti a oblasti zdravia a umoziuji vytvaranie novych
prepojeni, ¢im vznikaju synergie. Zlepsi sa tak u¢innost a hospodarnost’ akcii EU,
ktoré sa viac zviditeI'nia. Podstatné je, Ze zdujmy v oblasti zdravia a spotrebitela su
v centre kazdodenného zivota l'udi. Tym, Ze sa tieto otazky dostantl na hlavnu scénu
a navrhnutim konkrétnych akcii, ktoré vychadzaju v Gstrety potrebam a zaujmom
obCanov, program pomdze zacielit’ hlavnll pozornost’ na ob¢ianstvo pri tvorbe politik
a pomdze znovu priblizit EU k svojimi ob&anom.

13
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Priloha 1: Vvkonna agentira zdruZzeného programu pre zdravie a spotrebitela

Komisii bude pri implementacii zdruzeného programu pre zdravie a spotrebitela pomahat’
jedna nezavisla vykonna agentura, ktora bude pozostavat’ z rozSirenej verzie existujuce]
vykonnej agentliry pre program verejné¢ho zdravia, ktora zahfna ,,institat spotrebitel’a®.

Na tento uc¢el Komisia navrhne zmenu rozhodnutia Komisie 2004/858 z 15. decembra 2004
zakladajuceho vykonnii agentiru pre program verejného zdravia, s cielom rozsirit' sféru
¢innosti v suvislosti s podporou prevadzky celého nového zdruzeného programu.

Bez toho, aby bolo dotknuté toto budice rozhodnutie, uvazuje sa otom, ze organizacia
agentury bude zalozena na dvoch ,,oddeleniach®: ,,oddelenie zdravia“ a ,,inStitat spotrebitel’a®.
Spolocné akcie budu tieto ,,dve oddelenia“ riadit’ spolu.

Rozsah posobnosti Vykonnej agentiry pre verejné zdravie zaloZenej rozhodnutim
2004/858 je obmedzené na: ,vykondavanie uloh, ktoré sa tykaju pomoci z programu
Spolocenstva, nezaobera sa vSak hodnotenim programu, monitorovanim legislativy, alebo
inymi ¢innostami, ktoré mozu spadat pod ramec vylucnych kompetencii Komisie“. Agentira
predovsetkym riadi Specifické projekty, zaoberd sa postupmi spojenymi s udel'ovanim zmluav,
grantov a poskytuje: “logisticku, vedeckii a odbornu podporu, predovsetkym organizovanim

réc

stretnuti odbornikov predbeznych studii, seminarov a konferencii .

“Institat spotrebitela* ako sucast’ agentiry je zamerany na podporu Komisie pri
vykonavani finan¢nej a administrativnej prace na vSetkych akcidch spotrebitel'skej politiky
planovanych v stratégii zdravia a ochrany spotrebitel'a. Toto bude zahfiat’ organizaciu vyziev
na predkladanie ponuk, zhromazd'ovanie udajov a pribuzni pracu na podporu vyskumu
a zhromazd'ovanie udajov, organizdcia a praktick¢é kazdodenné fungovanie programov na
vzdelavanie a Skolenie expertov z Clenskych Statov, spotrebitel'ské organizacie a ich experti;
a Sirenie Udajov a informacii. InStitit spotrebitela by sa mal aktivne snazit o spolupracu
s ostatnymi organmi a programami Spoloc¢enstva, najmé so Spolo¢nym vyskumnym centrom
a Statistickym tiradom Eurdpskych spologenstiev s cielom posilnit’ synergie vo vsetkych
dolezitych oblastiach ochrany spotrebitela (napr. vystavenie, spotrebitel'ska bezpecnost’,
metdda potvrdzovania).

Tak ako je to v pripade vSetkych vykonnych agentir, Komisia bude nad’alej zodpovedna za
rozhodnutia, ktoré sa tykaju definovania ariadenia politickych priorit a akcii, vratane
definicie ro¢ného planu prace (podla postupu uvedené¢ho v navrhu rozhodnutia Eurépskeho
parlamentu a Rady, ktorym sa ustanovuje akcia Spolocenstva v oblasti ochrany zdravia
a spotrebitel'a. Toto umozni tvarom Komisie ststredit’ sa na tlohy tykajuce sa politik.
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Priloha 2: Priklady oblasti a zaleZitosti politik, kde sa moZu d’alej rozvijat’ synergie

politik zdravia a spotrebitel’a

Politiky Zalezitosti a programy, kde sa maju synergie d’alej rozvijat’
Bezpecnost’ Oznacovanie, vystrazné mechanizmy, inSpekcia a kontrola
pot;ravmoveho Synergie s vyskumom, dopravou, Zivotnym  prostredim,
retazca pol'nohospodarstvom, vzdelavanim, akcia pre vyzivu
Socidlna politika Agenda socialnej politiky
Davky socidlneho zabezpecenia: nariadenie 1408/71 a suvisiace
nariadenia; Eurdpska karta zdravotného poistenia
Socidlna ochrana: Otvorend metéda koordinacie (OMK) na oblast’
zdravotnej starostlivosti a sluzby dlhodobej opatrovatel'skej starostlivosti
(v ramci OMK pre socialne zaclenenie a ochranu)
Projekty Eurdpskeho socidlneho fondu (ESF) na Skolenia pracovnikov
v zdravotnej oblasti
Socialne a zdravotné sluzby v§eobecného zaujmu
Zdravie a bezpecnost’ na pracovisku
Vyskum Vyskum zdravia a spotrebitelov v rdmci 7. rdmcového programu (FP7)

pre vyskum (téma Zdravotny vyskum FP7)

Uz8ia spolupraca s vyskumnym programom, najmd v suvislosti s
nasledujucimi vetvami programu zdravia a spotrebitel’a: ,,Presadzovanie
zdravia prostrednictvom rieSenia determinantov”, ,,Prevencia chorob
a zraneni‘ (vratane vyskumu o infekénych chorobach ); ,,Synergie medzi
narodnymi zdravotnymi systémami ”.

Zivotné prostredie

Environmentalny a zdravotny akény plan 2004-2010

Spolo¢nost” informécii
a média

Akeény plan e- zdravie (uplatnenia e-zdravia, konferencie tykajuce sa e-
zdravia)

e- komunikacia a prava spotrebitel’a (sluzby vSeobecného zaujmu)
e-zaclenenie a obcianstvo

12010 —Eurdpska informacéna spolo¢nost’ pre rast a zamestnanost’
e-pristupnost’ (¢innosti v oblastiach politiky a vyskumu)

Regionalna politika Fond solidarity
Zdravie v ramci nového konvergencného ciela 2007-13 Strukturalnych
fondov
Zdravie ako hnacia sila regiondlneho rozvoja/projektov zdravotnej
infrastruktury

Hospodarska politika | Praca na dlhodobych rozpoctovych navrhoch nakladov na zdravotnu

starostlivost’
Praca s OECD na zdravotnych stadiach
Makroekonomické trendy ovplyviiujice doveru spotrebitel’a

Politiky pre zdravie a spotrebitel'a ako hnacie sily konkurencieschopnosti
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Politika
podnikanie

pre

Pokracovania procesu
odporucani

iniciativy G10 pre lieky

Spolo¢na akcia o liec¢ivach a lekarskych pristrojoch
REACH

Bezpecnost’ chodcov

Kozmetika

Zaujmy spotrebitela pri normalizacii

a implementacia

Vnutorny trh

Sluzby vo vnatornom trhu

Uznavanie profesijnych kvalifikacii
Zdravotné poistenie

Maloobchodné finanéné sluzby

Postové sluzby a sluzby vSeobecného zaujmu
Udaje o spotrebitel'och vo vniitornom trhu
Ujma spotrebitel’a

Smernica o e-obchode

Doprava

Akeény program pre eurdpsku cestnu bezpecnost’
Preprava nebezpecnych tovarov
Préava cestujucich

Energetika

Politika ochrany pred Ziarenim

Liberalizécia, prava a bezpecnost’ spotrebitel’a

Hospodarska stitaz

Trhy so zdravotnymi sluzbami

Prinosy a ujmy spotrebitela

Obchod Postavenie zdravotnych sluZieb v rdmci obchodnych rokovani
TRIPS, antiretroviralne lieky, obchod s tabakovymi vyrobkami
Integracia postojov spotrebitelov vo WTO, vratane regula¢nych
dialogov GATS
Vonkajsia politika Spolupréca so susednymi krajinami
Politiky pre rozvoj | Akcia na konfrontaciu HIV/AIDS, malarie a tuberkulézy (zahrani¢na
a pomoc akcia).
Nedostatok zdravotného personalu v rozvojovych krajinach
Propagacia vstupu civilnej spoloc¢nosti
RozSirovanie Presadzovanie  konvergencie sacquis EU o ochrane zdravia

a spotrebitela

Presadzovanie hospodérskej a socidlnej sudrznosti

Posilnenie verejnych sprav a institucii v oblastiach zdravia a ochrany

spotrebitel’a
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Dane a colné Gnia

Dane acld pre Specifické vyrobky, ktoré st podstatné pre zdravie
a spotrebitelov

Colné politiky (zabezpecujuce opatrenia pre zdravie a bezpe€nost
vyrobkov z tretich krajin, ktoré sa dostavaju do EU)

Pol'nohospodarstvo

Politika kvality
Vz4jomna zhoda programov pre rozvoj vidieka

Vzdelavanie/ kultara

Program pre mladez, Sport/propagacia fyzickej ¢innosti

Celozivotné vzdelavanie, vzdelavanie spotrebitel'a

Statisticky program Statistiky o zdravi, zdravotnych determinantoch, zdravotnych sluzbach
a bezpecnosti potravin
Statistiky o ochrane spotrebitela vratane modelov nakupnych zvyklosti,
porovnani cien a cenovej konvergencii pre tovary a sluzby
Spravodlivost, Pristup k spravodlivosti

sloboda a bezpecnost’

Medzinarodné suikromné pravo a sprostredkovanie

Akcia tykajuica sa naduzivania drog: Stratégia EU pre drogy (2005-2012)
a Protidrogovy akcny plan (2005-2008).

ZlepSenie povedomia spotrebitelov v suvislosti s rizikami zlo¢inov
spojenych s vyrobkami a sluzbami (,,ochrana pred zlocinmi”)

Bioterorizmus

Nezakonné obchodovanie s 'udskymi orgdnmi
Yy

Ochrana udajov

Horizontalne politiky

Lepsia reguléacia

Komunika¢na
stratégia EU

Sluzby vseobecného
zaujmu

Uplné zaradenie predstavitelov zdravia a spotrebitefov do procesu
politik EU

Komunikacna stratégia zahtiia zdravotné a spotrebitel'ské zaujmy

Préava spotrebitela pri sluzbach vSeobecného zdujmu
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2005/0042 (COD)
Navrh na
ROZHODNUTIE EUROPSKEHO PARLAMENTU A RADY

ktorym sa zriad’uje akény program Spoloc¢enstva v oblasti zdravia a ochrany
spotrebitela (2007-2013)

Text s vyznamom pre EHP

EUROPSKY PARLAMENT A RADA EUROPSKEJ UNIE,

so zretel'om na Zmluvu o zalozeni Eur6pskeho spolocenstva, najmi na jej ¢lanky 152 a 153,

so zretel'om na navrh Komisien,

. J4 r s I 14
so zretel'om na stanovisko Europskeho hospodarskeho a socidlneho vyboru ™,

so zretelom na stanovisko Vyboru regionov ",

konajuc v stlade s postupom ustanovenym v &lanku 251 Zmluvy'®,

ked’ze:

(M

)

Spolocenstvo moze prispiet’ k ochrane zdravia, bezpe€nosti a ekonomickym zaujmom
obcCanov akciami v oblastiach verejného zdravia a ochrany spotrebitel’a

Je preto vhodné stanovit’ akény program SpoloCenstva v oblasti zdravia a ochrany
spotrebitel’a, nahradzajuc rozhodnutie 1786/2002/ES Eurdpskeho parlamentu a Rady z
23. septembra 2002 o akénom programe Spolocenstva v oblasti verejného zdravia
(2003-2008)'7 a rozhodnutie 20/2004/ES Eurépskeho parlamentu aRady z 8.
decembra 2003, ktorym sa stanovuje vSeobecny systém financovania opatreni
Spolocenstva na podporu spotrebitel'skej politiky na roky 2004 az 2007'®. Tieto
rozhodnutia by preto mali byt’ zrusené.

Uv.EUCI[...L,[...],s. [...].

Uv.EUCI[...L,[...].s. [...]

Uv.EUCI[...L,[...].s. [...].

Uv.EUCI[...L,[...].s. [...].
0

U.v. EU L 271, 9.10.2002, s. 1. Rozhodnutie zmenené a doplnené rozhodnutim 786/2004/ES (U.v. EU
L 138, }0.4.2004, p.7)
U.v. EUL 5, 9.1.2004, s. 1Rozhodnutie zmenené a doplnené rozhodnutim 786/2004/ES.
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3)

4)

)

(6)

(7

Zatial', ¢o sa uchovavaju zakladné prvky a Specifikd akcii pre zdravie a ochranu
spotrebitel’a, jednotny integrovany program by mal pomoct’ pri umociiovani synergii
cielov a ucinnosti spravovania akcii v tychto oblastiach. Zlucenim aktivit tykajacich
sa zdravia a ochrany spotrebitel’a do jednotného programu by malo pomoct’ pri plneni
spolo¢nych ciel'ov ochrany ob¢anov pred rizikami a ohrozeniami, pricom pre obanov
rastie moznost' ziskat znalosti a prilezitost rozhodovania sa o svojich zdujmoch
a podporovanie hlavnych trendov pri cieloch v oblasti zdravia a spotrebitela vo
vsetkych politikach a Cinnostiach Spolo€enstva. Zlucenie administrativnych Struktir
a systétmov by malo umoznit’ efektivnejSiu implementaciu programu a napomdct’ €o
najlepSiemu vyuZitiu zdrojov Spolocenstva na zdravie a ochranu spotrebitela.

Politiky zdravia a ochrany spotrebitel'a zdielaji spolocné ciele, ktoré suvisia s
ochranou pred rizikami, zlepSovanim rozhodovania ob¢anov a integrovanim zdujmov
zdravia a ochrany spotrebitel’a do vsetkych politik Spolocenstva, ako aj so spolo¢nymi
nastrojmi, ako st komunikécia, budovanie kapacit pre obciansku spolo¢nost’ v oblasti
zdravia a ochrany spotrebitel'a, a presadzovanim medzinarodnej spoluprace v tychto
oblastiach. Otazky, ako st vyZiva, obezita, tabak a iné volI'by spojené so spotrebou, su
prikladmi zalezitosti s presahom do viacerych oblasti, ktoré ovplyviiuji ako zdravie
tak ochranu spotrebitela. Pri zdruZzenom pristupe k tymto spoloénym cielom
a nastrojom bude umoznené, aby ¢innosti spolo¢né pre zdravie aj ochranu spotrebitel’a
boli uskuto¢iiované ucinne a hospodarne. St tu ale aj samostatné ciele, ktoré
jednotlivo suvisia s kazdou s tychto dvoch oblasti, zdravim a ochranou spotrebitela,
ktoré by sa mali dosahovat’ prostrednictvom akcii a nastrojov, ktoré st Specifické pre
kazdu z tychto dvoch oblasti.

Koordinacia s ostatnymi politikami a programami je klIi¢ovou castou zdruzeného
ciela vkladania hlavnych trendov politik zdravia a ochrany spotrebitel'a do ostatnych
politik. S cielom presadzovania synergii, a aby sa predislo duplikécii, treba vhodne
vyuzivat fondy SpoloCenstva aprogramy, vratane ramcovych programov
Spoloc¢enstva pre vyskum aich vysledkov, Strukturdlnych fondov a Statistického
programu Spolocenstva.

Je vo vSeobecnom eurdpskom ziujme, aby zaujmy obcanov v oblastiach zdravia,
bezpecnosti a hospodarstva, takisto ako spotrebitel'ské zadujmy pri vyvoji noriem
vyrobkov a sluzieb, boli zastlipené na trovni Spolocenstva. KI'icové ciele programu
mozu tiez zavisiet na existencii $pecializovanych sieti, ¢o si tiez vyZaduje prispevky
od Spolocenstva, aby sa mohli rozvijat’ a fungovat. V pripade osobitého charakteru
prislusnej organizéacie a v pripade vynimocnej uzito¢nosti, nebude obnova podpory
Spolocenstva pre fungovanie takychto organizacii podliehat’ principu postupného
zmenS$ovania rozsahu podpory Spolocenstva.

Implementdcia programu by mala byt =zalozena na existujicich akciach a
Strukturalnych opatreniach v oblastiach verejného zdravia a ochrany spotrebitel’a,
ktoré by sa mali rozsirit, vratane Vykonnej agentury pre verejné zdravie zaloZenej
rozhodnutim Komisie 2004/858/ES". Implementacia by sa mala vykonavat' v uzkej
spolupréci s prisluSnymi organizaciami a agentirami, najmd s Eurdpskym Centrom

U.v. EUL 369, 16.12.2004, s. 73.
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®)

©)

(10)

(In

(12)

(13)

pre prevenciu a kontrolu chorob®, ktoré bolo zriadené nariadenim Eurdpskeho
parlamentu a Rady (ES) 851/2004.

Opatrenia nevyhnutné na implementaciu tohto rozhodnutia by sa mali prijat’ v stilade
s rozhodnutim Rady 1999/468/ES z 28. jina 1999, ktorym sa ustanovuji postupy pre
vykon vykonavacich pravomoci prenesenych na Komisiu?' re$pektujuc potrebu
transparentnosti ako aj rozumnej rovnovahy medzi ro6znymi ciel'mi programu.

Dohoda o Eurépskom hospodarskom priestore (d’alej len Dohoda o EHP) stanovuje
spolupracu v oblastiach zdravia aochrany spotrebitela medzi Eurdpskym
spolocenstvom a jeho cClenskymi Statmi na jednej strane a krajinami Eurdpskeho
zdruzenia volného obchodu, ktoré st zapojené¢ do Eurdpskeho hospodarskeho
priestoru (d’alej len krajiny EZVO/EHP), na strane druhej. Potrebné je aj opatrenie
tykajlice sa otvorenia programu pre uCast dal§ich krajin, najmi susednych krajin
Spoloc¢enstva, krajin ktoré sa uchddzaju o ¢lenstvo v tlom, krajin ktoré su
kandidatskymi krajinami, alebo pristupuji do Spolocenstva, beruc pritom osobity
zretel' na potenciondlne ohrozenia zdravia, ktoré vznikaju v inych krajinach a mozu
mat’ dopad na Spolocenstvo.

Mali by sa podporovat’ vhodné vztahy s tretimi krajinami, ktoré sa nezucastiiuji na
programe, aby sa pomohlo pri dosahovani cielov programu, berdac do uvahy
akékol'vek prislusné dohody medzi tymito krajinami a SpoloCenstvom. Pre tretie
krajiny to m6ze znamenat vyvinut doplnkové aktivity k tym, ktoré su financované
prostrednictvom tohto programu v oblastiach vzdjomného zaujmu, ale v rdmci tohto
programu sa nebude vyzadovat finan¢ny prispevok.

Berac do uvahy prislusnu kapacitu aulohy rozdielnych organizacii, je vhodné
rozvinit’ spolupracu s prislusSnymi medzinarodnymi organizaciami, ako su Organizacia
spojenych narodov a Specializované agentiry vratane Svetovej zdravotnickej
organizacie, ako aj Rady Eurdpy a Organizacie pre hospodarsku spolupracu a rozvoj, s
cielom implementicie programu prostrednictvom zvySovania ucinnosti a
hospodérnosti akcii, ktoré sa tykaji zdravia a ochrany spotrebitel'a na medzinarodnej
urovni a urovni Spolocenstva.

Na zvySenie hodnoty a dopadu programu ja potrebné prijaté opatrenia pravidelne
monitorovat’ a hodnotit’, vratane nezavislych vonkajsich hodnoteni.

Kedze ciele tejto akcie, ktord sa ma uskuto¢nit’ v oblasti zdravia a ochrany
spotrebitel’a, sa nedaju dosiahnut’ v dostato¢nej miere na urovni Clenskych Statov,
vzhladom na nadnarodny charakter tejto problematiky, a mozu sa teda lahSie
dosiahnut’ akciou na trovni Spolocenstva, ktora moze byt’ ti€innejsia a ucelnejsia ako
akcia iba na vnutroStatnej Urovni, moZe SpoloCenstvo prijat’ opatrenia v sulade
s principom subsidiarity stanovenym v ¢lanku 5 Zmluvy. V sulade s principom
proporcionality tak, ako je stanovené v tom clanku, toto rozhodnutie nepresahuje to,
¢o je potrebné na dosiahnutie tychto ciel'ov.

20
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U.v. EUL 142, 30.4.2004, s. 1.
U.v. ESL 184, 17.7.1999, s. 23
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(14) Komisia by mala zabezpecit vhodny prechod medzi tymto programom a dvomi
programami, ktoré nahradza, najmd pokracovanie viacro¢nych opatreni a Struktur
podpory sprav, ako je Vykonna agentura pre program verejného zdravia.

PRIJALA TOTO ROZHODNUTIE:

Clanok 1

Zriadenie programu

Tymto sa zriad'uje akény program SpoloCenstva v oblasti zdravia a ochrany spotrebitela,
ktory pokryva obdobie od 1. januara 2007 do 31. decembra 2013, d’alej len ‘program’.

Clanok 2

Ucel a ciele

1. Program dopliia a podporuje politiky ¢lenskych §tatov a prispieva k ochrane zdravia,
bezpecnosti a hospodarskym zdujmom obcanov.

2. Ucel uvedeny v odseku 1 sa dosahuje prostrednictvom spoloénych cielov spolu so
Specifickymi cie'mi v oblastiach zdravia a ochrany spotrebitela.

(a)

(b)

(c)

Spolo¢né ciele pre zdravie a ochranu spotrebitel’a, ktoré sa maju dosahovat’
prostrednictvom akcii andstrojov  stanovenych v prilohe 1 k tomuto
rozhodnutiu, s tieto:

— ochraiiovat’ obfanov pred rizikami a ohrozeniami, ktoré presahuju
hranice kontroly jednotlivcov;

—  zvySovanie schopnosti obCanov prijimat’ lepSie rozhodnutia o svojom
zdravi a spotrebitel'skych zaujmoch,;

— a zaradenie cielov politiky zdravia a spotrebitela do hlavnych trendov
politiky .

Specifické zdravotné ciele, ktoré sa maju dosahovat prostrednictvom akecii
a nastrojov stanovenych v prilohe 2 k tomuto rozhodnutiu:

— ochranovat’ obcanov pred zdravotnymi ohrozeniami;

—  presadzovanie politik, ktoré vedu k zdravSiemu sposobu zivota;
— prispievat’ k znizovaniu vyskytu vaznych chorob;

— zlepsit ucinnost’ a hospodarnost’ zdravotnych systémov.

Specifické ciele ochrany spotrebitela, ktoré sa maji dosahovat
prostrednictvom akcii a nastrojov  stanovenych v prilohe 3 ktomuto
rozhodnutiu:
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— lepSie porozumenie spotrebitel’'ov a trhov;
— lepSia regulacia ochrany spotrebitela;
— lepsie presadzovanie, monitorovanie a odSkodnenie;

— a lepsie informovani, vzdeldvani a zodpovedni spotrebitelia.

Cldanok 3
Metody implementacie

Akcie na dosiahnutie ucelov a ciel'ov stanovenych v ¢lanku 2 naplno vyuziji metody,
ktoré su k dispozicii, na implementéaciu, najmi vratane:

(a) priamej alebo nepriamej implementacie Komisiou na centralizovanom zaklade;
(b) manazmentu v spojeni s medzinarodnymi organizaciami.

Na tcel odseku 1(a) uvedeného vyssie financné prispevky Spolocenstva nepresiahnu
nasledujuce urovne:

(a) 60% na akciu planovant na pomoc dosiahnutia ciela, ktory predstavuje Cast’
politiky Spolo¢enstva v rdmci oblasti zdravia a ochrany spotrebitel’a, okrem
pripadov osobitej uzito¢nosti, ked’ prispevok Spolocenstva nesmie presiahnut’
80%; a,

(b) 60% na vydavky na fungovanie organu, ktory sa usiluje o naplhanie ciela
vSeobecného eurdpskeho zaujmu v pripade, ked’ je takato podpora nevyhnutna
na zabezpecenie zastipenia zaujmov v oblasti zdravia a spotrebitel'a na Grovni
Spolocenstva alebo na implementaciu kl'ic¢ovych cielov programu, okrem
pripadov osobitej uzito¢nosti, ked’ prispevok Spolocenstva nesmie presiahnut’
95%. Obnovenie takychto finanénych prispevkov méze byt vynaté z principu
postupného znizovania.

Na tcel odseku 1(a) uvedeného vyssie, mozu finan¢né prispevky Spolocenstva podla
potreby a za podmienky, ze je to vhodné pre splnenie ciela, zahrnut spoloc¢né
financovanie Spoloc¢enstvom a jednym alebo viacerymi c¢lenskymi Statmi alebo
Spolo¢enstvom a prisluSnymi organmi ostatnych zucastnenych krajin. V tomto
pripade, prispevok Spolocenstva nesmie presiahnut’ 50%, okrem pripadov osobitej
uzito¢nosti, ked prispevok Spolocenstva nesmie presiahnut’ 70%.Tieto prispevky
Spolocenstva moZno udelit’ verejnému organu alebo neziskovému organu, ktory urcil
Clensky §tat alebo prislusny opravneny trad a schvalila ho Komisia.

Na tucel odseku 1(a) uvedeného vysSie financné prispevky SpoloCenstva sa mozu
poskytnut’ aj vo forme pausalneho financovania v pripadoch, kde to zodpoveda
charakteru prislusnych akcii. Pre takéto financné prispevky sa percentudlne hranice
stanovené¢ v odsekoch 2 a3 neuplatiuju. Kritéria pre vyber, monitorovanie
a hodnotenie takychto akcii sa podl'a potreby prisposobia.
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Clanok 4
Implementacia programu

Komisia zabezpeci implementéaciu programu v sulade s ustanoveniami ¢lanku 7.

Cldnok 5
Financovanie
1. Finan¢ny rdmec pre implementaciu programu na obdobie upresnené v ¢lanku 1 je
1203 milionov EUR.
2. Ro¢né vyhradené prostriedky st povolované rozpoctovym organom v medziach
finan¢ného vyhladu.
Cldnok 6
Vybor
1. Komisii poméha vybor (d’alej len ‘vybor’).
2. V pripade odkazu na tento odsek, uplatnia sa ¢lanky 4 a 7 rozhodnutia 1999/468/ES,

so zretelom na ustanovenia jeho ¢lanku 8. Lehota ustanovend v ¢lanku 4 ods. 3
rozhodnutia 1999/468/ES je dva mesiace.

3. V pripade odkazu na tento odsek, uplatnia sa ¢lanky 3 a 7 rozhodnutia 1999/468/ES,
so zrete'om na ustanovenia jeho ¢lanku 8.
4. Vybor prijme vlastny rokovaci poriadok.
Clanok 7

Implementacné opatrenia

1. Opatrenia dolezit¢ z hladiska implementacie tohto rozhodnutia, ktoré¢ sa tykaju
nasledujuceho, sa prijmu v sulade s postupom riadenia uvedeného v ¢lanku 6 ods. 2:

(@) roCny plan prace na implementaciu programu, kde st stanovené priority
a akcie, ktoré sa maji vykonat’, vratane rozmiestnenia zdrojov a prislusnych
kritérii;

(b) opatrenia na hodnotenie programu uvedené v ¢lanku 10.

2. Komisia prijme akékol'vek d’alSie opatrenia dolezité z hl'adiska implementécie tohto
rozhodnutia. Vybor o nich bude informovany.
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Cldanok 8
Utast’ tretich krajin
Program je otvoreny pre ucast’
(a) krajin EZVO/EHP v sulade s podmienkami stanovenymi v Dohode o EHP;
(b) a tretich krajin, najmé krajin v susedstve Europy, krajin, ktoré Ziadaju o Clenstvo
alebo su kandidatmi na vstup do Unie, krajin zdpadného Balkanu, ktoré su zaradené
v procese stabilizacie a pridruzenia, v sulade spodmienkami stanovenymi
v prislusnych bilaterdlnych a multilateralnych dohodéch, ktoré ustanovuji vS§eobecné
principy ich tcasti na programoch Spolocenstva.
Clanok 9
Medzinarodna spolupraca
Pocas implementacie programu sa budi podporovat’ vztahy s tretimi krajinami, ktoré sa
nezucastiiuji na programe, prislusné medzinarodné organizacie st tiez vyzvané.
Clanok 10
Monitorovanie, hodnotenie a Sirenie vysledkov
1. Komisia v zkej spolupraci s ¢lenskymi S$taitmi monitoruje implementaciu akcii
programu vo svetle jeho cielov. Podédva spravu vyboru a informuje Radu

a Parlament.

2. Na poziadanie Komisie ¢lenské Staty poskytna informacie o implementacii a dopade
tohto programu.

3. Komisia zaruci, ze program bude zhodnoteny tri roky po jeho zacati a po jeho
skonCeni. Komisia ozndmi vyplyvajice uzavery, kde st priloZzené jej pripomienky,
Europskemu parlamentu, Rade, Eurdpskemu hospodarskeho a socidlnemu vyboru
a Vyboru regionov.

4. Komisia zverejni vysledky uskutocnenych akcii v stlade stymto rozhodnutim
a zaruci ich Sirenie.

Clanok 11

ZruSenie

Rozhodnutia 1786/2002/ES a 20/2004/ES sa zrusuju.
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Cldanok 12
Prechodné opatrenia

Komisia prijme akékol'vek opatrenia nevyhnutné na zabezpecenie prechodu medzi
opatreniami prijatymi podl'a rozhodnuti 1786/2002/ES a 20/2004/ES a tych, ktoré sa maju
vykonat’ na zaklade tohto programu.

Clanok 13

Zavereéné ustanovenie

Toto rozhodnutie nadobuda ucinnost’ diiom nasledujucim po jeho uverejneni v Uradnom
vestniku Eurdpskej unie.

V Bruseli
Za Europsky parlament Za Radu
predseda predseda
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Ciele

3.

PRILOHA 1 — Posilnenie synergii prostrednictvom akcii a nistrojov

Chranit’ ob¢anov pred rizikami a ohrozeniami, ktoré presahuji hranice
jednotlivcov (napr. zdravotné ohrozenia, ktoré ovplyviiuju spolo¢nost’ ako celok,
nebezpecné vyrobky, necestné obchodné postupy).

Zvysovat’ schopnosti obfanov prijimat’ lepSie rozhodnutia o svojom zdravi
a spotrebitel’skych zaujmoch.

Zaradit’ ciele politiky zdravia a ochrany spotrebitel’a medzi hlavné trendy
politiky.

AKcie a nastroje

1.

ZLEPSENIE KOMUNIKACIE S OBCANMI EU V OTAZKACH ZDRAVIA A SPOTREBITELA
1.1. Kampane pre zvySovanie povedomia.

1.2. Prieskumy.

1.3. Konferencie, semindre, stretnutia expertov a za¢astnenych stran.

1.4. Publikacie o otazkach politiky zdravia a ochrany spotrebitel’a.

1.5. Poskytnutie on-line informacii.

1.6. Vyvoj a vyuzitie informa¢nych miest.

RAST OBCIANSKEJ SPOLOCNOSTI A UCASTI ZUCASTNENYCH STRAN PRI TVORBE
POLITIK TYKAJUCIH SA ZDRAVIA A OCHRANY SPOTREBITELA

2.1. Presadzovanie a posiliiovanie organizacii pre spotrebitel’a a zdravie na urovni
Spolocenstva.

2.2. Skolenia a budovanie kapacit pre organizacie spotrebitel’a a zdravia.

2.3. Vytvaranie sieti mimovladnych spotrebitel'skych a zdravotnych organizacii
a inych zucastnenych stran.

2.4. Posiliiovanie poradnych organov a mechanizmov na urovni Spoloc¢enstva.

VYTVORENIE SPOLOCNEHO PRISTUPU NA INTEGROVANIE ZAUJMOV ZDRAVIA
A SPOTREBITELA DO DALSICH POLITIK SPOLOCENSTVA

3.1. Vyvoj auplatiovanie metdd na zhodnotenie dopadu politik a ¢innosti
Spoloc¢enstva v oblastiach zaujmov zdravia a spotrebitel’a.

3.2. Vymena osvedCenych postupov v oblasti narodnych politikdch s clenskymi
Statmi.
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3.3.

Stadie o dopade d’alsich politik na zdravie a ochranu spotrebitela.

PRESADZOVANIE MEDZINARODNEJ SPOLUPRACE TYKAJUCEJ SA ZDRAVIA
A OCHRANY SPOTREBITELA

4.1. Opatrenia o spolupraci s medzindrodnymi organizaciami.

4.2. Opatrenia o spolupraci s tretimi krajinami, ktoré sa programu nezucastiiuju.

4.3. Podporenie dialdégu medzi organizaciami pre zdravie a ochrany spotrebitela.
ZLEPSENIE SKOREHO ODHALOVANIA, HODNOTENIA A OZNAMOVANIA RIZiK
PROSTREDNICTVOM:

5.1. Podporovanie vedeckého poradenstva ahodnotenie rizika, vratane uloh

5.2.

5.3.

5.4.

5.5.

5.6.

5.7.

nezavislych  vedeckych  vyborov  zriadenych rozhodnutim Komisie
2004/210/ES*

Zhromazd’'ovanie a spracovanie informdcii a zriadenie sieti Specialistov
a institutov.

Presadzovanie rozvoja a harmonizacie metodologii hodnotenia rizika.

Akcie na zhromazd'ovanie a hodnotenie informacii o vystaveni obyvatel'stva
a podskupin chemickym, biologickym a fyzikdlnym nebezpecenstvam pre

zdravie.

Zriadenie mechanizmov na skoré zistenie objavujtcich sa rizik a akcia tykajtica
sa novo identifikovanych rizik.

Stratégie na zlepSenie komunikécie v pripade rizika.

Skolenie na hodnotenie rizika.

PRESADZOVANIE BEZPECNOSTI TOVAROV A LATOK EUDSKEHO POVODU

6.1.

6.2.

6.3.

6.4.

6.5.

Analyza tudajov o zraneniach avyvoj usmerneni o najlepSich postupoch
v suvislosti s bezpe¢nost'ou vyrobkov a sluzieb spotrebitel'ov.

Vyvoj metodolédgii a udrzba databazy, ktora slizi na ucely zhromazd'ovania
udajov o zraneniach v suvislosti s bezpe¢nost'ou vyrobkov spotrebitel'ov.

Cinnosti na pomoc pri rozvijani bezpe¢nosti a kvality organov a latok I'udského
povodu, vratane krvi, zloziek krvi a prekurzorov krvnych buniek.

Zlepsenie dostupnosti a pristupu v ramci SpoloCenstva k orgdnom a latkam
Pudského pdvodu vysokej kvality a stupiia bezpecnosti na lekarske tcely.

Odborna pomoc pri analyze problémov tykajtcich sa rozvoja a implementacie
politik a pravnych predpisov.

U.v. EUL 66, 4.3.2004, s. 45.
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PRILOHA 2 - ZDRAVIE

AKCIE A PODPORNE OPATRENIA

Ciel 1: ochranovat’ obéanov pred ohrozeniami zdravia

1.

ZLEPSENIE DOHZADU A KONTROLY OHROZENi ZDRAVIA PROSTREDNICTVOM

I1.1.

1.2.

1.3.

1.4.

L.5.

1.6.

1.7.

Zvysovanie schopnosti vysporiadat’ sa s prenosnymi chorobami podporou
d’alSej implementacie rozhodnutia ¢. 2119/98 o sieti Spoloc€enstva pre
epidemiologicky dohl'ad a kontrolu prenosnych chorob.

Vypracovanie stratégii a mechanizmov pre prevenciu, vymenu informacii o a
reakciach na ohrozenia spdsobenych neprenosnymi chorobami,

Vymena informdcii o stratégiach a vyvoj spolo¢nych stratégii na zistenie
a ziskanie spolahlivych informacii o ohrozeniach zdravia z fyzikdlnych,
chemickych alebo biologickych zdrojov, vratane tych, ktoré sa tykaju
umyselného vypustenia, avyvoj apouzitie pristupov a mechanizmov
Spoloc¢enstva v pripade potreby,

ZlepSenie laboratornej spoluprace, aby sa zarucila vysokd kvalita
diagnostickych schopnosti pri patogénoch v celom SpoloCenstve, vratane
Struktary eurdpskeho referenéného laboratoria pre patogény, ktoré si vyzaduju
posilnent spolupracu na urovni Spolocenstva.

Rozvoj novej azlepSenej prevencie, politik vakcinacie aimunizécie,
partnerstiev a nastrojov a monitorovania situdcie v oblasti imunizacie.

Vyvoj aimplementdcia sieti ostrazitosti asystémy poddvania sprav
o neziaducich udalostiach, ked’ sa vyuzivaju preventivne zdravotné opatrenia
a latky l'udského povodu.

Odbornd pomoc pri analyze otdzok spojenych s pripravou a implementéaciou
politik a pravnych predpisov.

SCHOPNOST REAKCIE NA ZDRAVOTNE OHROZENIA PROSTREDNICTVOM

2.1.

2.2.

2.3.

Vytvorenie postupov manazmentu rizika pre zdravotné mimoriadne situacie
a zlepSovania schopnosti koordinovanej reakcie na mimoriadne zdravotné

stavy,

Vytvéranie audrzovanie kapacity pre zhodnotenie a spracovanie potrieb
amedzier v pripravenosti, reakcii, rychlych a spolahlivych komunikaciach
a konzultaciach o protiopatreniach,

Vyvoj komunikaénych stratégii v pripade rizika a néstroje na informovanie
avedenie verejnych a zdravotnych odbornikov a zlepSovania povedomia
a interakcie medzi aktérmi,
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2.4. Rozvoj stratégii apostupov pre stanovenie, testovanie, hodnotenie
arevidovanie vSeobecnych nepredvidanych udalosti aplany tykajice sa
Specifickych zdravotnych nidzovych stavov a ich su¢innost’ medzi ¢lenskymi
Statmi a prevadzanie cviceni a testov,

2.5. Rozvoj stratégii a mechanizmov na preskimanie a zlepSenie disponibility,
adekvatnosti a pristupu k zariadeniam (napr. laboratorid) a vybaveniu
(detektory, atd’.), ako aj pripravenost, vicsia kapacita a infrastruktura v sektore
zdravia na rychlu reakciu,

2.6. Vyvoj stratégii amechanizmov pre hodnotenie potriecb na zostavenie
a propagaciu prostriedkov verejného zdravia, ktoré mozno rychlo rozmiestnit’ v
nudzovych pripadoch a priprava mechanizmov a postupov pre prevod
zdravotnych prostriedkov Ziadajicim $tatom a medzinarodnym organizaciam,

2.7. ZaloZenie audrzovanie vysSkolenej skupiny expertov z oblasti verejného
zdravia, ktord je sustavne v pohotovosti, pripravend na globalne rychle
rozmiestnenie na miesta velkych zdravotnych kriz spolu s mobilnymi
laboratériami, ochrannym zariadenim a izolaénymi prostriedkami.

Ciel 2: presadzovanie politik, ktoré veda k zdravSiemu sposobu Zivota

3.

PRESADZOVANIE ZDRAVIA PROSTREDNICTVOM RIESENIA OBLASTI
DETERMINANTOV

Akcie buda podporovat’ pripravu, rozvoj a implementaciu aktivit, stratégii a opatreni
tykajtcich sa zdravotnych determinantov tym, Ze sa rieSia nasledujtce oblasti:

3.1. Determinanty zdravia spojené so zavislostami, najmé tabakom, alkoholom
a drogami a ostatné navykové latky,

3.2. Determinanty zdravia spojené so zivotnym Stylom, najmi vyziva a fyzicka
aktivita, sexudlne zdravie a reproduk¢né zdravie,

3.3. Socidlne a ekonomické determinanty zdravia zamerané najmé na rozdiely v
zdravi a na dopad, ktory maju socialne a ekonomické faktory na zdravie,

3.4. Environmentdlne determinanty zdravia zamerané najmd na dopad
environmentalnych faktorov na zdravie,

3.5. Kyvalita, a¢innost’ a hospodéarnot’ intervencii verejného zdravia,

3.6. Podpora cCinnosti zameranych na verejné povedomie, Skolenia a akcie
budovania kapacit v savislosti s prioritami stanovenymi v predoslych
odsekoch,

3.7. Odborna pomoc pri analyze otdzok v suvislosti s vyvojom a implementaciou
politik a pravnych predpisov.
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Ciel 3: prispievat’ k znizovaniu vvskytu vaznych chorob

4.

PREVENCIA CHOROB A ZRANENI

Pri koordinacii s pracou na zdravotnych determinantoch program podpori

4.1.

4.2.

4.3.

44.

4.5.

nasledujuce:

Rozvoj aimplementacia akcii pre vazne choroby osobit¢ho vyznamu so
zretelom na celkové zat'azenie chorobou v Spolocenstve, ked” moze akcia
Spolocenstva poskytnat’ pridantt hodnotu k narodnym snahdm,

Priprava a implementécia stratégii a opatreni prevencie chorob, najmé urcenie
osved¢enych postupov atvorba usmerneni a odporucani, vratane druhotnej
prevencie, skriningu a skorého odhalenia,

Vymena osvedc¢enych postupov a znalosti ako aj koordinacia stratégii pri
presadzovani mentalneho zdravia a prevencii mentalnych ochoreni,

Priprava a implementacia stratégii a opatreni pri prevencii zraneni,

Podpora pri vymene vedomosti, Skolenia a akcie pre budovanie kapacit v
suvislosti s rieSenymi chorobami a prevenciou zraneni.

Ciel 4: zlepSenie uc¢innosti a hospodarnosti zdravotnych systémov

5.

DOSIAHNUTIE SUCINNOSTI MEDZI NARODNYMI ZDRAVOTNYMI SYSTEMAMI
POSTREDNICTVOM :

5.1.

5.2.

5.3.

5.4.

5.5.

Umoznovania cezhrani¢ného nédkupu a poskytovania zdravotnej starostlivosti,
vratane zbierania informdacii a vymeny, aby sa ulahCilo zdielanie kapacity
vyuzitie cezhrani¢nej starostlivosti,

Zdielania informacii o mobilite zdravotnych pracovnikov arieSeni ich
nasledkov,

Zriadenia systému Spolocenstva pre spolupracu v oblasti referencnych centier
ainych Struktir so spolupricou medzi zdravotnymi systémami viac ako
jedného ¢lenského Statu,

Vytvorenia siete na posilnenie kapacity pri rozvijani a zdielani informacii
a hodnoteni tykajucich sa zdravotnych technoldgii atechnik (hodnotenie
zdravotnych technoldgii),

Poskytnutia informécii pre pacientov, zdravotnickych pracovnikov a tvorcov
politik, o zdravotnych systémoch a zdravotnej starostlivosti v spojeni s akciami
pre celkové zdravotné informacie a vritane mechanizmov pre zdielanie
a Sirenie informécii spolu s akénym planom pre oblast’ europskeho e-zdravia,
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5.6.

5.7.

5.8.

Vyvoja nastrojov pre hodnotenie dopadu politik SpoloCenstva v oblasti
zdravotnych systémov,

Vyvoja a implementacia akcii na presadzovanie bezpecnosti pacienta a vysokej
kvality starostlivosti,

Podporovania vyvoja politiky v oblasti zdravotnych systémov, najma
v spojitosti s otvorenou metdodou koordinacie zdravotnej a dlhodobe;j
starostlivosti.

Akcie prispievajice ku vSetkym vysSie uvedenym ciel’om:

6.

ZLEPSENIE INFORMACII O ZDRAVI A ZNALOSTI NA ROZVOJ VEREJNEHO ZDRAVIA
PROSTREDNICTVOM:

6.1.

6.2.

6.3.

6.4.

6.5.

6.6.

6.7.

6.8.

Nad’alej pokracovat’ vo vyvoji monitorovacieho systému o udrzateI'nom zdravi,
pricom osobitd pozornost’ je venovana rozdielom v zdravi a ziskavaniu udajov
o zdravotnom stave, zdravotnym determinantom, zdravotnym systémom
a zraneniam; Statistickda zlozka tohto systému sa bude dalej rozvijat,
vyuzivajuc podl'a potreby Statisticky program Spolocenstva.

Poskytovanie d’alSich prisluSnych znalosti v oblasti zdravia,
Definovanie prislusnych d’alSich ukazovatelov,
Vyvoj vhodnych mechanizmov podédvania sprav,

Zariadit pravidelné zhromazd'ovanie informacii, spolu so Statistickym
programom, medzinadrodnymi organizaciami, agentirami a prostrednictvom
projektov,

Podporenie analyzy otazok zdravia v Spolocenstve prostrednictvom
pravidelnych sprav  SpoloCenstva o zdravi, udrzovanie mechanizmov
rozsirovania prostrednictvom portadlu zdravia, podpora konferencii zhody
a cielené informacné kampane koordinované medzi prisluSnymi stranami ,

Zameranie sa na poskytnutie pravidelného a spol'ahlivého zdroja informéacii pre
obcanov, pre l'udi na rozhodujucich poziciach, pre pacientov, oSetrovatelov,
zdravotnych pracovnikov a ostatné zainteresované strany,

Vyvoj stratégii a mechanizmov pri prevencii, vymene informadcii o zriedkavych
chorobach a o ich rieseni.
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PRILOHA 3: Spotrebitel’ska politika — akcie a podporné opatrenia

Ciel’ I — LepSie porozumenie spotrebite’om a trhom

Akcia 1: Monitorovanie a hodnotenie rozvoja trhu a dopadu na hospodarske ainé
zaujmy spotrebitelov, vratane prieskumov cien, inventir a analyz staznosti spotrebitela,
analyza cezhranicného marketingu a nakupov, ktory spotrebitel’ uskutocnuje u obchodnikov,
prieskumy zmien v Struktare trhov.

Akcia 2: Zhromazd’ovanie a vymena udajov a informacii, ktoré tvoria zakladnu pre
dokazy pre rozvoj spotrebitel'skej politiky a na integraciu zadujmov spotrebitel'ov do ostatnych
politik Spolocenstva, vratane prieskumov postojov spotrebitelov a obchodnikov, vyskum
spojeny so spotrebitel'om a iné prieskumy trhu v oblasti finan¢nych sluzieb, zhromazd’ovanie
a analyza prislusnych tudajov, z ktorych sa vytvori Statisticka zlozka, ktora sa vyuzije podla
potreby Statistického programu Spolocenstva.

Akcia 3: Zhromazd’ovanie, vymena, analyza udajov a rozvoj nastrojov na hodnotenie,
ktoré poskytuji zaklad pre vedecké ddokazy o vystaveni chemikaliam, ktoré sa uvolnuju
z vyrobkov.

Ciel’ I1 — LepSia regulacia ochrany spotrebitel’a

Akcia 4: Priprava pravnych predpisov ainé¢ regulativne iniciativy a propagacia
samoregulativnych iniciativ, vratane:

4.1. Komparativna analyza trhov a regulativnych systémov
4.2. Pravna a odborna expertiza pri tvorbe politiky v oblasti bezpe€nosti a sluzieb
4.3 Technickd expertiza v suvislosti s hodnotenim potrieb noriem pre bezpecnost

vyrobkov a navrhovanie normalizicie mandatov CEN pre vyrobky a sluzby

4.4 Pravna a odborna expertiza pri vyvoji politiky v oblasti hospodarskych zdujmov
spotrebitel'ov
4.5 Workshopy so zii¢astnenymi stranami a expertmi.

Ciel I1I — Lepsie presadzovanie pravnych predpisov, monitorovanie a kompenzacia

Akcia 5: Koordinacia akcii spojenych s dohl'adom a presadzovanim pravnych predpisov
v stvislosti uplatiiovanim pravnych predpisov v spotrebitel'skej oblasti, vratane:

5.1 Rozvoj atdrzba nastrojov informacnych technologii (napr. databazy, informécie
a komunikac¢né systémy)

5.2. Skolenia, seminare, konferencie o presadzovani pravnych predpisov

5.3. Planovanie a rozvoj spojenych akcii pri presadzovani pravnych predpisov

5.4. Spolocné pilotné akcie presadzovania pravnych predpisov

5.5. Analyza problémov pri presadzovani pravnych predpisov a ich rieSenia
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Akcia 6: Finan¢né prispevky pre Specifické spolocné akcie zamerané na dohlad a
zavadzanie pravnych predpisov pre zlepSenie administrativnej a vykondvacej spoluprace v
oblasti pravnych predpisov tykajacich sa ochrany spotrebitel'a v Spolocenstve, vratane
smernice o vSeobecnej bezpecnosti vyrobkov a ostatné akcie v kontexte administrativnej
spoluprace.

Akcia 7: Monitorovanie a hodnotenie bezpecnosti vyrobkov, okrem potravin, a sluzieb
vratane:
7.1. Posilnenia a roz$irenia zaberu a Cinnosti vystrazného systému RAPEX bertc do

uvahy vyvoj na trhu s vymenou informacii o dohl'ade.
7.2. Odbornej analyzy vystraznych oznameni.

7.3. Zhromazd’'ovania a hodnotenia udajov tykajacich sa rizik, ktoré predstavuju
Specifické vyrobky a sluzby spotrebitel'ov.

7.4. Dalgieho vyvoja siete bezpenosti vyrobkov pre spotrebitel'ov tak, ako sa stanovuje
v smernici 2001/95/ES Eur6pskeho parlamentu a Rady'.

Akcia 8: Monitorovanie fungovania a hodnotenie dopadov schém alternativneho
rieSenia sporov na spotrebitelov.

Akcia 9: Monitorovanie transpozicie a implementacie pravnych predpisov tykajucich sa
ochrany spotrebitelov c¢lenskymi Statmi, najmd smernica o ne€estnych obchodnych
postupoch, a ndrodnych spotrebitel’skych politik.

Akcia 10: Opatrenie tykajuce sa Specifickej odbornej apravnej expertizy pre
sptrebitel'ské organizacie na podporu ich prispevku na akcie pre zavadzanie pravnych
predpisov a dohl’ad.

Ciel 1V. LepSie informovani, vzdelani a zodpovedni spotrebitelia

Akcia 11: Rozvoj audrzba jednoducho averejne pristupnych databaz pokryvajic
uplatiiovanie a judikatiuru pravnych predpisov Spolocenstva v oblasti ochrany spotrebitel’a.

Akcia 12: Informacné akcie o opatreniach na ochranu spotrebitela, najmd v novych
Clenskych Statoch, v spolupraci s ich spotrebitel'skymi organizaciami.

Akcia 13: Vzdeldvanie spotrebitel'ov, vratane akcii zacielenych na mladych spotrebitel'ov
a vyvoj interaktivnych vzdelavacich néstrojov pre spotrebitel'ov.

Akcia 14: Zastipenie zadujmov spotrebitelov Spolo¢enstva na medzinarodnych foérach,
vratane medzinarodnych normalizacnych orgédnov a medzinarodnych obchodnych organizacii.

Akcia 15: Skolenia pre zamestnancov regiondlnych, ndrodnych spotrebitel'skych
organizacii a organizacii SpoloCenstva a ostatné akcie zamerané na budovanie kapacit.

! U.v. ESL 11, 15.1.2002, s. 4.
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Akcia 16: Finan¢né prispevky pre spolocné akcie s verejnymi a neziskovymi organmi
tvoriace siete v Spolocenstve, ktoré poskytuju informacie a pomoc spotrebitelom, aby mohli
uplatiiovat’ svoje prava a ziskali pristup k riadnemu rieSeniu sporov (Siet’ eurdpskych
spotrebitel'skych centier).

Akcia 17: Finanéné prispevky na fungovanie spotrebitel'skych organizacii v
Spolocenstve, ktoré zastupuju zadujmy spotrebitelov pri vyvoji noriem pre vyrobky a sluzby
na urovni Spolocenstva.

Akcia 18: Finanéné  prispevky na  fungovanie  spotrebitel'skych  organizacii
v Spolocenstve.

Akcia 19: Poskytnutie Specifickej odbornej apravnej expertizy spotrebitel'skym
organizacidm na podporu ich ucasti a prinosu do konzultatného procesu pri politickych
iniciativach SpoloCenstva legislativneho alebo nelegislativneho charakteru v prislusnych
oblastiach politik, ako su politiky vnutorného trhu, sluzby vSeobecného zdujmu a 10-rocny
ramcovy program o udrzatel'nej vyrobe a spotrebe.

Spolo¢né pre vSetky ciele

Akcia 20: Finan¢né prispevky na Specifické projekty na trovni SpoloCenstva alebo
narodnej urovni pri podpore d’alSich ciel'ov spotrebitel'skej politiky,
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LEGISLATIVE FINANCIAL STATEMENT

NAME OF THE PROPOSAL :

Health and consumer protection programme 2007-2013

ABM / ABB FRAMEWORK
Policy area: Health and Consumer Protection (SANCO, Title 17)

Activities: Public health / Consumer protection:

BUDGET LINES

3.1.

3.2.

Budget lines (operational lines and related technical and administrative
assistance lines (ex- B..A lines)) including headings :

Current budget lines:
ABB 17 03 01 01 Public health (2003-2008)

ABB 17 01 04 02: Public Health — Expenditure for Administrative
management

ABB 17 01 04 30 : Public health —Operating subsidy to the Executive Agency
for the Public Health Programme. This line should to be renamed and
should receive appropriations from the lines ABB 17 01 04 02 : Public
Health — Expenditure for Administrative management and ABB 17 01

04 03 : Community activities in favour of consumers — Expenditure
for Administrative management.

ABB 17 02 01 : Community activities in favour of consumers

ABB 17 01 04 03: Community activities in favour of consumers —
Expenditure for Administrative management

A new budget structure will be defined after approval of the Interinstitutional
Agreement on Financial Perspective 2007-2013.

Duration of the action and of the financial impact:

Total allocation for action : 1203 € million for commitment

Period of application:1 January 2007 — 31 December 2013
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3.3. Budgetary characteristics:

EFTA Contributions Heading in
Budget lines Type of expenditure New o . from associated financial
contribution countries perspectives
17030101 -
Non diff | NO YES YES No3
comp
1701 04 02 -
Non- 1 Non-diff | NO YES YES No3
comp
17 01 04 30 -
Non- | Non-diff' | YES YES YES No3
comp
1702 01 -
Non ditt | No YES YES No 3
comp
17 01 04 03 -
Non- | Non-diff® | NO YES YES No 3
comp
4. SUMMARY OF RESOURCES

4.1. Financial Resources

4.1.1. Summary of commitment appropriations (CA) and payment
appropriations (PA)

EUR million (to 3 decimal places)

Expenditure Sec- 2007 2008 2009 2010 2011 2012 2013 and Total
type tion later
no.

Operational
expenditure[1]
Commitment

Appropriations
(CA) 8.1 a 76,055 | 95,319 | 111,457 | 138,898 187,668 | 241,465 | 258,954 1109,815
Payment

Appropriations
(PA) b 22,817 | 59,018 94,381 114,848 145,296 189,176 | 484,279 1109,815

1 Non-differentiated appropriations hereafter referred to as NDA.
2 Non-differentiated appropriations hereafter referred to as NDA.

3 Non-differentiated appropriations hereafter referred to as NDA.
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Administrative expenditure within reference amount[2]

Technical &
administrative
assistance
(NDA)

8.2.4 c

8,945

10,681

12,543

14,102

15,332

15,535

16,046

93,185

TOTAL REFERENCE

AMOUNT

Commitment
Appropriations

atc

85

106

124

153

203

257

275

1203

Payment
Appropriations

b+c

31,8

69,7

106,92

129

160,63

204,7

500,33

1203

Administrative expenditure not i

ncluded

in reference amount[3]

Human
resources and
associated
expenditure
(NDA)

8.2.5 d

8,532

8,964

9,396

9,828

10,26

10,26

10,26

67,5

Administrative
costs, other than
human resources
and associated
costs, not
included in
reference
amount (NDA)

8.2.6 e

4,100

4,121

4,141

4,162

4,183

4,204

4,225

20,748

[1] Expenditure that does not fall under Chapter xx 01 of the Title xx

concerned.

[2] Expenditure within article xx

01 04 of Title xx.
[3] Expenditure within chapter xx 01 other than articles xx 01 04 or xx 01 05.

Total indicative financial cost of

intervention

total

TOTAL CA
including cost
of Human
Resources

atctdte

97,63

119,08

137,54

166,99

217,443

271,46

289,485

1299,6

TOTAL PA
including cost
of Human
Resources

b+ct+d+e

44,39

82,783

120,46

142,94

175,071

219,17

514,81

1299,6
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Co-financing details

Not applicable

4.1.2. Compatibility with Financial Programming

X  Proposal is compatible with Financial perspective 2007-2013
as proposed by the Commission (COM (2004) 101 of 26

February 2004).

4.1.3. Financial impact on Revenue

X Proposal has no financial implications on revenue

4.2. Human Resources FTE (including officials, temporary and external staff) —
see detail under point 8.2.1.

Annual requirements

2007

2008

2009

2010

2011

2012

2013

Total number of
human resources*

79

83

87

91

95

95

95

*

of which 20 new posts with a breakdown of 4 new posts each year from 2007 to 2011
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CHARACTERISTICS AND OBJECTIVES:

5.1.

5.2.

Need to be met in the short or long term

The Communication and the programme proposal bring together Public
Health and Consumer protection policies and programmes under one
framework to make EU policy work better for citizens. Many objectives
of health and consumer actions under Treaty articles 152 and 153 are
shared: promoting health protection, information and education, safety and
integration of health and consumer concerns into all policies. Health and
consumer policies also use many similar types of actions to pursue their
objectives e.g. information to citizens, consultation of stakeholders,
mainstreaming activities, risk assessment. Bringing the two areas together
will thus lead to greater policy coherence, economies of scale and
increased visibility.

Value added of Community involvement and coherence of the proposal with
other financial instruments and possible synergy

The EU, national and regional authorities, citizens, businesses and civil
society have a role to play in improving the health, wellbeing and welfare
of European citizens. There are however several shared health and
consumer policy challenges that only action at EU level can tackle.
Greater mobility and more communication have benefited citizens. But
they have also increased the risk of spreading health threats such as SARS
and other communicable diseases (which cannot be addressed by
individual Member States alone) and scams e.g. from bogus lotteries. The
complexity of modern life has brought more choice for citizens. But it has
also made it harder for them to make the best choices.

The proposed strategy and programme aim to implement articles 152 and
153 of the Treaty as regards Community action on health and consumer
protection, by complementing national action with value-added
measures which cannot be taken at national level.

Bringing health and consumer protection under a common framework will
lead to important synergies in terms of objectives and actions, and
enhance policy coherence. Merging the two programmes will also
streamline administrative procedures (with a common set of tools and a
unified budget) and increase visibility of policy actions vis-a-vis European
citizens and within the EU institutions.

39

SK




SK

5.3.

The joint Health and Consumer programme builds on the two existing
programmes and maintains their core elements. It also expands health and
consumer protection activities and builds bridges between the two in order
to respond to stakeholders’ concerns.

Clearly, EU action on food safety also has an important contribution to
making citizens healthier, safer and more confident. The Commission will
build synergies with food safety policy which is not explicitly covered in
this strategy, for example when working on nutrition.

Synergies will be ensured with other major instruments. One of the
common objectives of the proposed health and consumer programme is to
mainstream health and consumer interests in other policies to reflect the
obligations of articles 152 and 153 of the Treaty. Actions will be
developed building on and extending current activities.

For example health has been more closely associated to the Structural
Funds and the research programme when designing the new legal bases.
Particular attention has also been given to ensure synergies with the
Solidarity Fund. Similarly, consumer interests have to be integrated into
areas of policy such as the development of the internal market,
competition or services of general interest.

Objectives and expected results of the proposal in the context of the ABM
framework

The overall goal of the EU Health and Consumer Policy is to improve the
quality of life for EU citizens, in terms of their health and their consumer
interests. This will contribute to making Europe’s citizens healthier, safer and
more confident, providing the means for economic and social inclusion, and
thus giving substance to EU citizenship. As regards health, progress towards
meeting this goal will be assessed with the Healthy Life Years Structural
Indicator.

Protection and promotion of health and consumer interests depends on many
factors. Citizens themselves, through their own choices, can improve their
health and protect their interests as consumers. But much depends on external
factors that public policy needs to address.
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5.3.1. Core joint objectives
*EU Health and Consumer policies have three core joint objectives:

1.  Protect citizens from risks and threats which are beyond the
control of individuals and that cannot be effectively and
completely tackled by individual Member States alone.

2. Increase the ability of citizens to take better decisions about
their health and consumer interests. This means increasing the
opportunities they have to exercise real choice and also equipping
them with the knowledge they need.

3.  Mainstream health and consumer policy objectives across all
Community policies in order to put health and consumer issues at
the centre of policy-making. The EU Treaty recognises this by
requiring that all policies take health and consumer interests into
account”.

5.3.2. Areas of synergy

There are a number of areas of synergy between EU Health and
Consumer policies. There is therefore much scope for complementary
actions with common objectives to be undertaken as outlined below.

. Improve communication with EU citizens. The aim is to
improve the delivery of information citizens need to manage their
health and consumer interests and to listen better to their concerns
and feed this into policy-making.

. Increase civil society and stakeholders’ participation in EU
policy-making. The aim is to improve consultation to ensure
their close participation in policy-making. Activities would
include promoting civil society networking, wider public
consultations and better representation in consultation bodies.
Civil society needs active, expert and articulate voices for health
and consumer interests at EU level. There is still a lack of a stable
and credible EU consumer movement with grassroots, resources
and voice, and this cannot be ignored in the Member States.
Similarly, on health there is a need to increase stakeholders’ input
into policy-making.

Articles 95, 152 and 153 of the Treaty of the Union.
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Develop a common approach for integrating health and
consumer concerns into other EU policies, i.e., to deliver
within the Commission the integration of health concerns and
consumer interests into other policies and to develop ideas and
share best practice with Member States on how to develop this at
national level. In the health area, there is a need to develop
Health Impact Assessment as an evaluation tool. There is also
much scope for achieving synergies with other policies, including
social policy (Health Insurance card, health and safety at work);
Information society (eHealth applications); Environment
(Environment and health action plan); Research (health research
in the framework programmes); Development (HIV/AIDS);
Regional policy (health in the Structural Funds) and many others.

In the consumer area, most EU policies that regulate or intervene
in markets or which affect citizens’ rights (data protection,
copyright, access to justice) have a profound effect on consumer
outcomes. The main current areas are competition policy,
information society and essential services (or services of general
interest), where core universal services need be established and
maintained. Issues related to standardisation and developing of
information society are also of key importance to consumers.

Enhance scientific advice and risk assessment. Tackling
problems that might impact on health and safety requires good
independent scientific advice and thorough risk assessment. Risk
assessment is therefore a fundamental element of the joint
programme. Proactive risk management measures will be taken
by encouraging the early identification of emerging risks;
analysing their potential impact; promoting information exchange
on hazards and exposure; fostering harmonised approaches to risk
assessment across different sectors; promoting training and
exchange schemes for assessors; and improving communication
between risk assessors and stakeholders.

Promote the safety of products and substances of human
origin. Activities would include best practice exchange,
awareness raising, implementation guidelines, training and
networking, joint surveillance and enforcement projects and
systematic development of product safety standards, as regards
the following two categories:

. General product safety, which is a common thread running
through consumer actions.
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. Safety of products that impact directly on health, including
those derived from substances of human origin (such as
blood, tissues and cells) that are not tradable for profit. The
aim is to support Member States’ implementation of
Community legislation and to promote the accessibility of
these products.

. To promote international cooperation, including co-operation
with international organisations and third countries in the areas of
health and consumer protection.

The EU must take a bigger role in international health and tackle
global health issues more. Measures foreseen include taking steps
to strengthen co-operation with the WHO and with the OECD.
The EU must also support candidate countries as well as
neighbouring countries on key public health issues and in
developing their health systems. Measures foreseen include
bilateral initiatives with enlargement and neighbouring countries,
exchange of good practices and assistance in tackling health
crises.

On consumer affairs, international regulatory cooperation is
increasingly necessary in areas such as product safety and in
dealing with rogue traders. At the multilateral level, the
relationship between trade and consumer interests is growing.
International Regulatory cooperation also needs to be
complemented by dialogue between civil society and their
involvement (e.g. in standardisation).

5.3.3. Public health objectives
First, to protect citizens against health threats.
Second, to promote policies that lead to a healthier way of life.

Third, to contribute to reducing the incidence of major diseases in
the EU.

Fourth, to contribute to the development of more effective and
efficient health systems.

Fifth, to support the objectives above by providing health
information and analysis.
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5.34.

Progress towards these objectives will lead to enabling European
citizens across the EU to enjoy healthier and longer lives and will
contribute to reducing the gap in life expectancy and health status
between Member States. Improvements will be monitored through the
short list of Community health indicators® and the “healthy life years”
structural indicator.

Consumer policy priority areas:

. Better understanding of consumers and markets,
. Better consumer protection regulation

. Better enforcement, monitoring and redress,

. Better informed and educated consumers

Actions will contribute to ensure an equally high level of protection
for all EU consumers, wherever they live, travel to or buy from in the
EU, from risks and threats to their interests. Action covers the safety of
goods and services; the fairness of commercial practices and contractual
rights for consumers; affordable access to essential services, protection
from rogue traders and access to effective means of redress. This should
result in reducing the lack of confidence of consumers in the internal
market and enabling them to make free and informed choices from an
appropriate range of products. This, in turn, will boost competition and
make a significant contribution to the competitiveness of EU
businesses.

Actions will also contribute to increase the capacity of consumers to
promote their own interests, as individuals or though consumer
organisations, i.e., helping consumers help themselves. This means
equipping consumers with the tools they need to take better and more
rational decisions in the internal market. This includes the provision of
information to consumers about their rights, means of redress but also
products and the opportunities of the internal market. This also implies
a clear role for the representatives of consumers, properly resourced
and with sufficient expertise.

5

http://europa.eu.int/comm/health/ph_information/indicators/indicators_en.htm.

44

SK




SK

5.4. Method of Implementation (indicative)
Show below the method(s)° chosen for the implementation of the action.

X Centralised Management
X  Directly by the Commission
[ Indirectly by delegation to:
X Executive Agency

O Bodies set up by the Communities as referred to in art. 185
of the Financial Regulation

[1  National public-sector bodies/bodies with public-service
mission

0l Shared or decentralised management
[ With Member states
[0 With Third countries

X  Joint management with international organisations (relevant
organisations in the areas of health and consumers)

If more than one method is indicated please provide additional details in the "Relevant comments"
section of this point.
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6. MONITORING AND EVALUATION

6.1. Monitoring system

The Commission monitors the most pertinent indicators throughout the
implementation of the new joint programme. The indicators hereunder listed
are related to the objectives described under part 5.3 .

Objectives

Indicators

Strengthening synergies for policy delivery

Improve communication with EU citizens

number of campaigns

number of conferences & participants
number of publications

satisfaction with portal, n. of users

number information points’ users

Increase civil society and
participation in EU policy-making

stakeholders’

number of public consultations, number of

conferences and participants

meetings,

number of responses to open consultations

number of members of consultation bodies, number and
regularity o meetings

Develop a common approach for integrating

Number of joint measures with other DGs

hea'ltl.l and consumer concerns into other EU Number of ISC on which DG SANCO is consulted/Number of
policies SANCO responses to other DGs
Health Impact assessments undertaken
Explicit references to health policy objectives in other policies
Enhance scientific  advice and risk | Number of scientific opinions given
assessment Community guidelines or decisions embodying the scientific
opinions
Promote the safety of products and | Number of product safety standards developed

substances of human origin

Promote international cooperation

Number of initiatives with International organisations

Number of initiatives with third countries

Health

protect citizens against health threats

ECDC becomes operational

European co-ordination capacity for responding rapidly to
threats is in place

Number of projects in this area

SK
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promote policies that lead to a healthier way of
life

Number of new measures proposed and carried out in new
strategies

Number of projects in this area
Number of events
Number of thematic platforms created

Number of information/awareness raising publications and
target audience reached

contribute to reducing the incidence of major

Number of new measures proposed and carried out in new

diseases strategies
Number of projects in this area
Number of information/awareness raising publications and
events and target audience reached

improving effectiveness and efficiency in | Number of centres of reference identified

European health systems

Number of countries participating in HTA network

Number of assessment reports

For all health objectives : Health information and
knowledge

Number of projects in this area

Number of information/awareness raising publications and
events and target audience reached

Number of hits in health portal
Number of Health reports

Consumer policy

A better understanding of consumers and markets

— Level of knowledge-base activity (number of reports
and data analysis)

- integration of the data and analyses into consumer-
related Commission initiatives

Better consumer protection regulation

- Level of consumer satisfaction on legislation,
opinions on infrigements.

- Businesses’ opinions on the impact of legislation

Better enforcement, monitoring and redress

- Measure of consumers’ satisfaction

- evaluation of the efficiency of the different tools,
instruments and networks

Better informed and educated consumers

Measure of knowledge and satisfaction of consumers on
consumer policy and consumer protection

SK
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The implementation of the Community programme entrusted to the executive
agency is subject to the control of the Commission and this control is exerted
according to the methods, the conditions, the criteria and the parameters which it
lays down in the act of delegation defined by Council Regulation (EC)
N° 58/2003 laying down the statute for executive agencies to be entrusted with
certain tasks in the management of Community programmes’, Article 6 (3).

6.2. Evaluation

6.2.1. Ex-ante evaluation

This programme proposal is built on a series of existing Community
programmes and measures, some of which have been operational for
many years, and which have been the subject of a comprehensive
sequence of evaluations, as well as a substantial corpus of experience of
administering and implementing the programmes in the Commission
(and a former technical assistance office) and within the Member States
and other participating countries (particularly the candidate countries).

The new programme was designed taking into account in particular the
experience gained through implementing the programmes on public
health 2003-2008 and the Consumer Policy Strategy 2002-2006.

The hypothesis of taking no action was considered:

. No action means failure to meet the provisions of articles 152
and 153 of the Treaty.

. No action means that the Commission would not meet the
requirement of having a proper legal basis for consumer
protection and for health actions during the period 2007-2013 as
imposed by the new financial perspectives. (The Health
Programme expires at the end of 2008; the consumer programme
at the end of 2007). This would make it very difficult to fulfil
various legal obligations.

. No action would mean that it would not be possible to take action
to increase consumers’ confidence in goods and services from
other Member States with consequent implications for the
effectiveness of the single market. This would cause problems for
business which would continue to be confronted with a
fragmented market.

7

OJL 11, 16.1.2003, p. 1.

48

SK




No action would mean that the Commission would not fulfil its
commitment to present a health strategy, following an open
consultation in 2004, intended to help prepare the ground for a
new strategy. In terms of effects on health, some serious negative
impact would arise following the expiry of the current health
programme. Health protection in Europe would be undermined as
essential health threat surveillance systems and alert mecanisms
would find it difficult to operate. There would be inadequate
information about important health trends and developments as
mechanisms to collect and analyse the data would not function
effectively. This would make it harder for health authorities to
plan and develop policies and for citizens to take decisions. There
would also be a great reduction in actions against trans-frontier
health threats eg HIV/AIDS and bioterrorism.

No action would also mean that the Commission stopped work in
areas of central concern to its citizens daily lives and thus lost the
possibility to increase visibility and to demonstrate the relevance
of'its action to them.

Building a joint programme will:

SK

help bring citizens’ issues to the forefront of the EU agenda by
providing a joint framework for two policies that impact on
citizens’ day-to-day life.

generate synergies, exploiting the common objectives of
articles 152 (public health) and 153 (consumer protection) of the
Treaty (e.g. health protection, citizens’ information and
education, mainstreaming) and common elements of work under
health and consumer policies (e.g. co-operation with Member
States, contacts with civil society, risk assessment, international
dimension).

enhance the coherence of EU policies, in response to Treaty
articles 152 and 153, which require the integration of health and
consumer interests in other policy areas.

streamline and simplify administrative and budgetary
procedures making Community action more visible, transparent,
operational, effective and also flexible (one single programme,
one set of procedures, common set of tools, one budget line).
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(a)

In addition the existing executive agency for the public health
programme could have its current mandate adapted to be able to
ensure the management tasks of the new programme, including
budgetary tasks, which would constitute the best management
instrument at the disposal of the Commission®. This will in
particular ensure :

— Multiplier effect (leverage) enabling the Commission to
concentrate on its core competencies;

— Effectiveness and flexibility in the implementation of
outsourced tasks;

— Simplification of the procedures used;

— Proximity of the outsourced action to the final
beneficiaries.

In the public health area

The public health programme 2003-2008, adopted in September 2002,
represents a major step forward for the implementation of the provisions of
Article 152 of the EC Treaty. It provides for the integrated development of a
strategy aimed on the one hand at ensuring a high level of health protection in
all Community policies and actions and, on the other, at supplementing and
coordinating policies and actions carried out by the Member States in the field
of health surveillance and information systems, combating transmissible
diseases and disease prevention.

In designing the new joint programme proposal, special attention was given to
building upon the experience acquired during the first years of operation of
the 2003-2008 programme, as well as to integrating the work carried out in
various consultations, fora and groups.

See also the study "Cost-effectiveness assessment of externalisation of European Community' s
public health action programme" by Eureval-C3E, of 21.6.2002.

Decision No 1786/2002/EC of the European Parliament and of the Council of 23 September 2002
adopting a programme of Community action in the field of public health (2003-2008), OJ L 271,
9/10/2002.
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Preparatory work on the health strategy

An open consultation on the future Health Strategy was launched in
July 2004. The consultation was carried out on the basis of a public
consultation document published on the web-site. All interested parties from
the public health area, public bodies, interest groups and individual
citizens, were invited to participate in the consultation, by means of a written
contribution. Almost 200 contributions from national and regional
authorities, NGOs, universities, individual citizens and companies have
reached the Commission, Following the analysis of the results, a number
of policy priority areas have been identified making it necessary to re-
orient existing work in order to refine the policy priorities. The result is
available in the Commission website'".

Approximately 1/4 of all respondents including Ireland, Sweden, the
Netherlands, Germany, the UK, Lithuania Malta and Poland urged the EU
to pro-actively promote health and prevent illness. Measures proposed
include the need to focus on children and teenagers, to implement a
nutrition/obesity strategy, to tackle smoking and alcohol, to address a wide
range of issues affecting health and to act on important diseases including
cancer, respiratory and cardiovascular diseases.

Approximately 1/5 of all respondents including France, Germany, Ireland,
the Netherlands, Sweden, Finland and Lithuania asked the EU to
mainstream health. Respondents urged the Commission to implement a
comprehensive and coherent EU approach to health, encompassing
policies as diverse as Education, Trade, Internal Market, Social,
Environment, Agriculture, External, Transport and Regional development.
Several respondents including France, Ireland, Sweden and Finland raised
the need for a Health Impact Assessment system.

The need to position health as a driver of economic growth and to
disseminate evidence was raised by Ireland, France, the Netherlands,
Malta and the UK. Some NGOs and Germany, Ireland and Sweden asked
for health to become part of the Lisbon agenda.

Many stressed the need to address health inequalities by increasing
funding for health. Respondents also urged the EU to involve
stakeholders more closely in policy-making, to support the civil society,
to take a stronger role on international health and to step up efforts in the
analysis and dissemination of data.

10

http://europa.eu.int/comm/health/ph_overview/strategy/reflection_process_en.htm.
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Finally, many respondents also urged the EU to increase resources
allocated to health, for the Public Health Programme to better serve
policy priorities, to improve dissemination of project results, to cover
neighbouring countries and to increase co-funding.

Respondents raise a large number of additional specific issues including
the need to focus more on mental health, the challenges posed by an
ageing population, the need to increase quality in healthcare, to secure
patients’ rights and safety, to set clear rules for patient and professional
mobility, for health technology assessment and research.

Health systems

In 2003, a high level reflection process on patient mobility and healthcare
developments in the EU was launched at ministerial level. Working groups
composed of Member State health ministers or senior representatives, and
stakeholders met throughout the year. In December 2003, a ministerial
level meeting including ministers from acceding countries, adopted a
report containing 19 recommendations for action at EU level. The
Commission responded in presenting three Communications'' in
April 2004. To take forward these recommendations, a High Level Group
on health services and medical care was established with working groups
on the following areas : cross-border healthcare purchasing and provision,
health professionals, centres of reference, health technology assessment,
information and e-health, health impact assessment and health systems,
patient safety. A report setting out progress at this stage and orientations
for future work was endorsed by the Council in December 2004. The need
to take forward work on the cooperation of health systems justifies the
creation of a new action strand under the selected option.

Involvement of stakeholders

Health policy making must respond to the needs and concerns of citizens. It is
necessary to build up the organisations representing patients and those
developing the public health agenda so that civil society is able to make the
constructive contribution needed to public health policy.

11

COM (2004) 301 final, COM (2004) 304., COM (2004) 356.
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Currently, patient groups and non governmental organisations in the health
field can find it difficult to develop initiatives at EU level and to stabilise their
organisations because they have inadequate resources.

For example active participation in the EU Health policy forum, which brings
stakeholders together to discuss policy issues, requires a level of
organisational capacity and resources that many NGOs lack. Associations are
not funded for their core work as such, because the legal basis of the Public
Health Programme 2003-2008 does not allow such direct funding. The
Commission is therefore proposing operational grants as well as project grants
to provide core funding to certain NGOs, including patient groups, in order to
help them develop their organisational capacity and put themselves on a
sound basis.

Need for additional budget and added-value

The programme proposal reinforces the existing three strands of the Public
Health Programme (Information, Health threats and promoting health
through addressing health determinants). The programme also includes
three new action areas which are essential to respond to the needs
identified: response to health threats, prevention of diseases and co-
operation between health systems. Below are the main reasons why an
additional budget is needed and the added value of Community action:

First, the current health budget is too limited to fully comply with Treaty
provisions. For example, the Community has a Treaty obligation to
protect citizens against health threats. Threats such as SARS show the
need for increased EU capacity to help Member States react to such threats
and to co-ordinate a response in order to minimise the risk of spread of
infection within the EU. The current budget does not enable the
Community to effectively pursue this obligation. The Treaty also foresees
Community action to encourage Members States’ co-operation on
health. However, so far, co-operation has been limited to the High Level
Group on health services which has no operational budget.
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Second, the three new strands also reflect existing Commission
engagements and policy developments. The Commission strategic
objectives for 2005-2009 stress the importance of countering threats to
citizens’ health and safety at EU level: hence a new strand on reaction to
threats which requires substantial resources. The new strand on health
systems co-operation responds to Member States’ requests and the Lisbon
process conclusion that European support to improve health systems is
“envisaged and can provide important added value”. The strand on
preventing specific diseases responds to repeated requests and to the
outcome of the open consultation on health. In addition, the first two
strands (reaction to threats and health systems co-operation) also
correspond to two areas where the Community Health mandate would be
expanded in the Constitution.

Third, as underlined in the Lisbon process, there is a need to reduce the
major differences between Member States in terms of life expectancy,
health status and health systems capability. Following enlargement,
supporting in particular the new Member States to develop their health
systems requires additional resources. In addition to infrastructure
investment to which the Community Structural Funds can contribute, there
is a need for the Community to help these countries in terms of training,
expertise, capacity building, preparedness, prevention and promotion, as
well as a need for analysis on their health investment needs.

Finally, the EU population ageing and its potential impact on the
sustainability of public finances, not least from the relative decline in the
working population, requires EU action to help Member States cope with
this challenge.

Cost-effectiveness

Improving cost-efficiency is one of the main reasons for bringing together
the existing Health and Consumer programmes into a single framework.
The overall programme will benefit from economies of scale and from the
streamlining of administrative and budgetary procedures, including
common tools. Using the same tools and procedures on common actions
will lead to savings in terms of organisation and management tasks and
will therefore translate into a cost/input reduction. The extension of the
existing Public Health Programme executive agency to support the whole
of the proposed programme will also lead to savings in terms of input as
regards tasks related with tendering and organisation of meetings. The
outsourcing of such administrative tasks to the executive agency will also
enable the Commission to focus on policy making and conception tasks,
including developing significant links with other policies.
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(b)

In the health part, more emphasis will be put on highly visible large-scale
projects, which should result in a better cost-efficiency ratio (small scale
projects are more labour intensive and necessarily with more limited
results). In addition, the programme foresees improving the way projects
results are exploited and disseminated, which will increase projects’
impact and visibility. The outsourcing of administrative tasks will enable
the Commission to focus on ensuring that health crises and emergencies
are better handled, that project results are better disseminated, to expand
work with stakeholders and to develop policy work on e.g. health
inequalities, ageing and children’s health, which are not limited to a
specific programme strand.

Consumer protection

. Relevance of the consumer policy part of the new Programme
The Consumer Policy Strategy which was initiated in 2002 brought
several major improvements to the functioning of European Consumer

policy, in particular with:

— putting into place a mid-term programme (5 years were foreseen
from 2002 to 2006);

- being flexible: a rolling plan of actions, revised every 18 months
is annexed to the programme;

- putting emphasis on a need for a knowledge-based consumer
policy;

- developing capacity building actions in favour of consumer
associations;

— developing education actions, in particular towards young
consumers;

In addition, the new joint programme tackles issues mentioned in
previous evaluations (see 6.2.2.b)):

- combine the consumer policy programme or strategy and its
related financial framework;

- increase the budget devoted to consumer policy;
- better match the implementation of the consumer programme or
strategy with available human resources with the use of a new

“Consumer Institute” department within the existing executive
agency;
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- improve enforcement: this is one of the major consumer policy
objectives of the new programme.

Added value

For consumer policy in particular, the increase in budget will allow a
better implementation of its main objectives. Indeed, there will be no
major changes in these objectives compared to the Consumer Policy
Strategy 2002-2006. However, the new budget allocation will provide
means to put a clear emphasis on three major areas / objectives, namely:

- Knowledge base (“a better understanding of consumers and
markets”)

— Enforcement (“better enforcement, monitoring and redress”)

- Empowerment of consumers (“better informed and educated
consumers”

These three major objectives will receive the large majority of funds
available under the operational budget.

Better added value will also be reached with the leverage effect made
possible with the existence of the “Consumer Institute” department of
the executive agency. It will increase both the operational capacities for
consumer policy and the policy and analysis capacities of the
Commission services.

Cost-effectiveness

Therefore, cost-effectiveness of the consumer policy part of the new
joint programme benefits from the leverage effect provided with the
existence of the “Consumer Institute” department of the executive
agency. There is no dispersion. As we mentioned, priority areas
remain broadly comparable to the ones of the Consumer Policy
Strategy. Now that several pilot actions tested under the Consumer
Policy Strategy have proven their interest, it is time to amplify this
effort. This is what should allow an extended operational budget and
the administrative capacity of the executive agency’s “Consumer
Institute” department.
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6.2.2. Measures taken following an intermediate/ex-post evaluation (lessons
learned from similar experiences in the past)

(@)

Ex post evaluation of the former 8 public health programmes

The role of the European Community in the field of public health,
as defined by the Treaty, is to complement Member States’ action
by promoting research, providing health information and
education, encouraging cooperation and fostering policy
coordination among Member States through incentive measures.
An evaluation of the 8 Community programmes of 1996-2002
was carried out in 2004'2. The main objective was to assess
whether the goals were achieved in the EU through these action
programmes and to locate the genuine added value of European
intervention in the field of public health.

The evaluation shows that the Programmes had an overall
positive added value and calls for further investment by the EU in
Public Health. It gives a number of recommendations : some of
the issues raised have already been addressed when building the
Public health programme 2003-2008. However room for
improvement remains for the following areas:

— develop a complete and coherent theory of action for the
general public health framework;

- clarify the priorities the programme seeks to meet and the
levels targeted;

— be structured and research synergies and complementarities
between the policy instruments and the research areas;

— in the area of health determinants, redirect a substantial part
of the new programme towards the aspects of these
diseases which have not been fully researched and towards
tackling the issue of diseases from a preventive point of
view;

— to allow more room, in cases regarding the share of
responsibilities between the EU and the Member States, for
a re-orientation of the EU priorities towards emerging
issues and innovative approaches;

12

Health

Deloitte report of 2004 : “Final Evaluation of the eight Community Action Programmes on Public
(1996-2002) - web link :

http://europa.eu.int/comm/health/ph_programme/evaluation_en.htm.
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(b)

- to maximise the possibilities to exchange information and
knowledge between Member States, notably to allow
bridging the gap between countries lagging behind the most
advanced states, specially considering the recent
enlargement;

— to set up a systematic internal and external communication
policy;

- to enhance training activities, as it is the most valuable way
of disseminating methods and best practices;

— to reserve financing in the new programme for the effective
and large networks, i.e. which are representative in terms of
partners involved and coverage of the EU as a whole, so to
ensure their sustainability.

These recommendations will be reflected as far as possible in the
construction of the new programme.

Consumer protection

Consumer protection policy can build on the lessons taken from
former programmes, in particular the Consumer policy action
plan 1999-2001" and the Consumer policy Strategy 2002-2006'.
Some measures which were recommended in the ex-post
evaluation of the Consumer Policy action plan had already been
integrated in the Consumer Policy Strategy. Some specific
evaluations have been carried out and were taken into account.'®

An ex-post evaluation'® of the Consumer policy action plan draws
the following recommendations (abstract):

http://europa.eu.int/comm/consumers/cons_int/serv_gen/links/action_plan/ap01_en.pdf.
http://europa.eu.int/eur-lex/pri/en/oj/dat/2002/c_137/c_13720020608en00020023.pdf.

Evaluation of 1995-199 subventions to consumer organisations operating at European level, final
report, The evaluation partnership, 16 November 2001; Ex-ante budgetary evaluation of a possible
merger of EEJ-Net and the ECC network and assessment of the pilot phase of the EEJ-Net, final
report, EPEC, July 2004; Evaluation of the financial support for specific projects article 2c) of
Decision 283/1999/EC, Yellow Window, final report, 13 October 2004; Intermediate evaluation
of European consumer centres’ network (Euroguichets), CIVIC, final report, 10 November 2004.
Ex-post evaluation of the Consumer Policy action plan 1999-2001, final report, Bureau Van Dijk
Management Consultants — 16 December 2004.
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“Definition of the action plan

1.

Develop more flexible action plans, capable of reacting to new situations but
stable enough to ensure the continuity of the Commission policy strategy.

Combine the consumer policy action plan or strategy and its related
financial framework into one document, with the objective that they should
be of equal duration and that there is good coherence of the planned actions.

Generation of broader impact

3.

Make a very clear distinction between a policy document like the action
plan - being a sort of declaration of intent - and a management plan -
providing information on the progress of outputs and impacts.

Better match the implementation of the Commission consumer policy (that

has ambitious objectives) with DG SANCO (limited) human and financial

resources. For the Commission, this means:

- Define priorities.

- Be clear to consumer organisations on what is the role and what are the
priorities of the Commission on consumer policy, in particular

regarding the funding of and assistance to consumer organisations.

- Strengthen co-operation with Member States in particular within co-
operation on administrative enforcement.

- Build on existing infrastructures and networks created either by other
DGs or by Member States.

- Make the other DGs more aware of consumer interests and encourage
direct contacts between them and the consumer organisations.

- Increase the budget of DG SANCO.

Optimise the complementarities and synergies between the different
networks or entities contributing to the implementation of the Commission
consumer policy.

Reinforce the partnership with field organisations through:

- Reinforced participation of the consumer organisations in the policy-
making process.

- More transparent communication to consumer organisations.
- The increased role of the Euroguichets, the EEJ-Net, the International

Consumer Protection and Enforcement Network (ICPEN), consumer
associations, etc.
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7. Reinforce communication with Member States and consumer organisations
and between Member States and consumer organisations through exchanges
on:

- priorities and consumer needs at European and national/regional level.

- Commission actions and the progress made by the Member States and
consumer organisations on the implementation, use and enforcement of
the Commission actions and possibly on related best practices.

8. Improve enforcement through:

- Continuing the work initiated during the action plan on co-operation in
enforcement.

- Sustaining the development of consumer organisations in the countries
lacking effective enforcement, such as in the new Member States.

9. Wherever possible, repeat the well-structured approach used during the
revision of the General Product Safety Directive, which was based on the
preliminary study of the needs for improvement, good co-operation with the
Member States and the consultation of stakeholders.

10.  Continue to base the development of actions on informed judgement
through the use of the knowledge-base and the making of impact assessments
and evaluations (ex-ante and ex-post).

Impact assessment framework

11.  Regularly assess the impact assessment framework, for instance every two
years, in order that it reflects changing consumer policy objectives, the
emergence of new key issues (to be measured to know whether the
Commission consumer policy is successful in supporting its objectives) or
improvements in data availability.

In its concluding remarks, the Report on the implementation and
evaluation of Community activities 2002-2003 in favour of consumers
under the general framework as established by Decision 283/1999/EC"”
underlined the following elements:

17

To be adopted by the Commission.

60

SK




SK

"With respect to the previous years, expenditure commitments in
2002 and 2003 were generally more policy-driven than was the
case in 1999-2001. This is in large part the result of the Consumer
Policy Strategy 2002-2006, which defined clear objectives and a
more coherent approach to consumer policy. In particular, actions
to build up a knowledge-base for consumer policy have increased
in importance with respect to previous years. As they become
available, the results feed into policy development and financial
programming. This trend was further strengthened with the entry
into force of Decision 20/2004/EC that substitutes Decision
283/1999/EC. The new framework provides support only for
actions that support EU consumer policy.

Efforts to rationalize and improve the efficiency of the European
Consumer Centers and Extra-Judicial networks have led to a
decision to merge the two into a single structure. The results of
evaluations are also prompting efforts to better focus the activities
of the network on assistance with cross-border consumer
problems. A planned review of the function of the networks
within the larger framework of consumer redress instruments,
including small claims and injunctions/class actions by consumer
organizations, will help to better define consumer needs to which
the networks aim to respond.

With respect to European level consumer associations, the
experience with AEC has proved that, in spite of the financial
support provided from the Community budget, the feasibility of
an effective second general consumer organization at EU level is
low and that the national consumer associations that are not part
of BEUC do not have the means to manage an effective EU-level
organization.

Evaluations and critical assessments have provided the basis for a
substantial reorientation of information and education actions.
The pilots of the new actions will be subject of interim
evaluations to measure if they deliver improved impact.

With respect to specific projects, this instrument appears to be
more effective as a means of supporting national consumer
organizations and other NGO’s than as a policy tool, and its
concrete impact on the level of consumer protection in the EU is
found to be scarce. In that light, new instruments to support the
work of consumer associations, in particular the capacity building
actions as introduced by Decision 20/2004/EC, deserve to be
given a higher priority."
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6.2.3. Terms and frequency of future evaluation

Details and frequency of planned evaluation:

The Commission will draw up two successive evaluation reports based
on an external independent evaluation, which will be communicated to
the European Parliament, the Council, the Economic and Social
Committee and the Committee of the Regions.

Mid-term report: the first evaluation will be undertaken after the mid-
point of the programme. The object of this report is to provide an initial
assessment of the impact and effectiveness of the programme on the
basis of the results obtained. Any changes or adjustments that are
deemed necessary will be proposed by the Commission for the second
half of the programme.

Final Report: An external evaluation report covering the entire period of
operation of the Programme will be carried out, to assess the
implementation of the Programme.

Furthermore, the Commission plans to audit beneficiaries in order to
check that Community funds are being used properly. The results of
audits will form the subject of a written report.

Evaluation of the results obtained:

Information providing a measure of the performance, results and impact
of the Programme will be taken from the following sources:

— statistical data compiled on the basis of the information from
application dossiers and the monitoring of beneficiaries'
contracts;

— audit reports on a sample of programme beneficiaries ;

— use of the results of the executive agency’s evaluations and
audits.
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Anti-fraud measures

All the contracts, conventions and legal undertakings concluded between the
Commission and the beneficiaries under the programme foresee the possibility of an
audit at the premises of the beneficiary by the Commission’s services or by the
Court of Auditors, as well as the possibility of requiring the beneficiaries to provide
all relevant documents and data concerning expenses relating to such contracts,
conventions or legal undertakings up to 5 years after the contractual period.
Beneficiaries are subject to the requirement to provide reports and financial
accounts, which are analysed as to the eligibility of the costs and the content, in line
with the rules on Community financing and taking account of contractual
obligations, economic principles and good financial management.
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8. DETAILS OF RESOURCES

8.1.  Objectives of the proposal in terms of their financial cost
Commitment appropriations in EUR million (to 3 decimal places)
(Headings of Type Av. 2007 2008 2009 2010 2011 2012 2013 and later TOTAL
Objectives, of cost
actions and output
outputs should
be provided)
No. Total No. Total No. Total No. Total No. Total No. Total No. Total No. Total
outputs | cost outputs | cost outputs | costs out- cost out- cost out- cost out- cost outputs cost
puts puts puts puts

OPERATIO-
NAL
OBJECTIVE
No.1 actions
with common
objectives
Action 1 : Pro- 1,000 1 1,315 2 1,668 2 1,959 2 2,460 3 3,384 4 4,453 5 4,802 20 20,043
Improve jects,
communication confe-
with EU citizens | rences,

studies,

mee-

tings
Action 2 Pro- 1,000 1 1,363 2 1,716 2 2,010 3 2,512 3 3,418 4 4,438 5 4,769 20 20,225
Increase civil jects,
society and confe-
stakeholders' rences,
participation in studies,
policy-making mee-

tings
Action 3 : Pro- 1,000 1 1,299 2 1,620 2 1,891 2 2,349 3 3,151 4 4,014 4 4,294 19 18,619
Develop a jects,
common confe-
approach for rences,
integrating studies,
health and mee-
consumer tings
concerns into
other EU
policies
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Action 4 : Pro- 1,000 1 0,927 1 1,168 1 1,368 2 1,710 2 2,329 3 3,026 3 3,253 14 13,781
promote jects,
international confe-
cooperation rences,
studies,
net-
works,
mee-
tings
Action 5 :
detection,
evaluation and
communication
of risks
scientific Opi- 80 0,362 80 0,362 80 0,398 80 0,438 80 0,482 80 0,530 80 0,584 560 3,156
committees * nions,
mee-
tings
other Pro- 1,000 1 0,834 1 1,139 1 1,358 2 1,753 2 2,484 3 3,296 4 3,522 14 14,386
jects,
confe-
rences,
studies,
mee-
tings
Action 6 : Pro- 1,000 2 1,505 2 1,859 2 2,161 3 2,667 4 3,520 4 4,390 5 4,671 21 20,772
Promote the jects,
safety of goods confe-
and of rences,
substances of studies,
human origin net-
works,
mee-
tings
Sub-total 87 7,606 89 9,532 91 11,146 93 13,890 98 18,767 104 24,146 105 25,895 668 110,981
Objective 1
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OPERATIO-
NAL
OBJECTIVE
No.2*
health.........
Sub objective 1 : protect citizens against
health threats
Action 1 : Pro- 1,000 12 12,482 14 13,940 15 15,208 18 18,211 25 24,864 32 31,602 33 33,193 150 149,501
surveillance and | jects,
control of health | net-
threats works,
confe-
rences,
mee-
tings
Action 2 : Pro- 1,000 4 4,438 8 7,864 10 10,139 14 13,926 20 20,343 30 29,563 33 33,193 119 119,466
deliver response | jects,
to health threats net-
works,
confe-
rences,
mee-
tings
Sub objective
2: promote
policies that
lead to a
healthier way
of life
Action 3 : Pro- 1,000 14 | 13,869 15 15,370 16 16,053 19 18,747 25 25,466 32 32,010 33 33,193 155 154,708
health jects,
determinants net-
works,
confe-
rences,
mee-
tings
Sub objective
3: contribute to
reducing the
incidence of
major diseases
Action 4 : Pro- 1,000 3 2,774 6 6,077 9 9,294 13 13,390 20 19,740 29 29,155 33 33,193 114 113,624
prevention of jects,
diseases net-
works,
confe-
rences,
mee-
tings
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Sub objective
4: contribute to
development of
more effective
and efficient
health systems
Action 5 : health | Pro- 1,000 2 2,496 5 5,362 10 10,139 13 13,390 20 19,740 29 29,155 33 33,193 113 113,476
systems jects,
cooperation net-
works,
confe-
rences,
mee-
tings
All sub
objectives
Action 6: health | Pro- 1,000 14 13,869 16 15,728 15 15,208 19 18,747 25 25,466 32 32,010 33 33,193 154 154,221
information and | jects,
knowledge net-
works,
confe-
rences,
mee-
tings,
reports,
web
portal
Sub-total 50 | 49,928 64 | 64,340 76 76,042 96 96,411 136 135,620 183 183,495 199 199,159 805 804,995
Objective 2
OPERATIO-
NAL
OBJECTIVE
No.3 Consumer
protection '
Action 1: a 1,000 4 3,745 5 5,314 6 6,202 7 7,308 9 8,505 9 8,044 9 8,663 48 48,382
better
understanding of
consumers and
markets
Action 2: better 1,000 1 0,926 1 1,430 2 1,618 2 1,906 2 2,219 2 2,255 2 2,260 13 12,614
consumer
protection
regulation
Action 3: better 1,000 6 5,762 6 6,434 7 7,281 9 8,579 10 9,984 10 10,147 10 10,170 58 58,357
enforcement,
monitoring and
redress
K SK
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Action 4: better
informed and
educated
consumers

1,000

6 5,556

5,719

6,472

7,626

8,875

9,020

9,040

52

52,308

Action 5:
specific projets

1,000

3 2,531

2,550

2,697

3,177

3,698

3,758

3,767

22

22,178

Sub-total
Objective n

19 18,522

21

21,447

24

24,269

29

28,597

33

33,281

34

33,824

34

33,899

194

193,838

TOTAL COST

76,055

95,319

111,457

138,898

187,668

241,465

258,954

1109,815

Based on an indemnity of 300 Euros for participating in a full day’s meeting and an indemnity of 400 Euros for the scientific

opinion made by the rapporteur
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8.2. Administrative Expenditure

8.2.1.

Number and type of human resources

Types of post

and/or additional resources (number of posts/FTEs)

Staff to be assigned to management of the action using existing

2007 | 2008 | 2009 | 2010 [ 2011 2012 2013

A*/AD 4| 36 38| 40 42 42 42
Officials or temporary
staff[11.{17.01.01) B*, 2| 24| 26| 28] 30 30 30
C*/AST
Staff financed[2] by art. 17 01 02 3| B 230 2 23 23 23

Other staff [3] financed by art. 17

01 04/05

TOTAL

79 83 87 91 95 95 95

8.2.2.

The calculation includes the existing resources devoted to the two
current programmes, and the new requested staff, subject to agreement
under the annual procedure of resources allocation (APS/PDB). The
increase in the Commission staff is needed to. undertake the
conceptual and strategic preparatory work, specially during the first
years of the programme, and to exploit the results coming from the
programme and proposals. More over, the work on developing
enforcement cooperation with Member States, as well as the
intensification of capacity-building activities aimed at consumer
organisations will require strengthening of Commission resources

It does not include the executive agency’s staff.

Description of tasks deriving from the action

The joint programme will build on the two existing programmes (and
maintain their core elements), put forward new action strands and
expand on existing activities respectively on health and on consumer
protection.

As regards Health, the joint programme reinforces the existing three

strands of the Public Health Programme (Information, Health threats
and promoting health through addressing health determinants). It also
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proposes three new action areas: rapid response to health threats,
prevention of diseases and co-operation between health systems.

As regards consumer protection, the joint programme reinforces and
re-focuses the themes of the current programme (high common level of
consumer protection; effective enforcement and the proper involvement
of consumer organisations). A higher priority is given to information
and education and improving the understanding of how markets
function to the benefit of business and consumers.

The current executive agency will also be extended to deal with
Consumer issues. An extension of the executive agency, to be called
“Consumer Institute”, will enable the Commission to carry out
projects which had so far only be done at the pilot project level (e.g.
education tools) and to be the necessary scale and visibility to actions
meant to strenghthen the “knowledge base” for consumer policy
making (e.g. price surveys, quality of products) or to develop capacity
building actions (training of consumers’ organisations staff, of
enforcers from the Member States).

The existence of the “Consumer Institute” will enable an increase in the
visibility and the impact of such actions, and it will free resources in the
Commission to make use of these actions, in particular the knowledge
base ones, for policy development..

Sources of human resources (statutory)

(When more than one source is stated, please indicate the number of
posts originating from each of the sources)

X Posts currently allocated to the management of the programme to
be replaced or extended

O  Posts pre-allocated within the APS/PDB exercise for year n
Posts to be requested in the next APS/PDB procedure

Posts to be redeployed using existing resources within the
managing service (internal redeployment)

O  Posts required for year n although not foreseen in the APS/PDB
exercise of the year in question

70

SK




SK

8.2.4.

Other Administrative expenditure included in reference amount (XX 01
04/05 — Expenditure on administrative management)

EUR million (to 3 decimal places)

Budeet li 2013
udget fine . 2007 2008 | 2009 | 2010 | 2011 | 2012 and | TOTAL
(number and heading) |
ater
1. Technical and
administrative
assistance (including
related staff costs)
Executive agency 6,795 | 8,481 | 9,860 | 11,729 | 12,655 | 12,755 | 12,755 | 75,019
Other
technical and
administrative assistance
— intra muros 1,650 1,680 1,743 1,810 [ 2,091 2,170 2,255 13,399
— extra muros 0,500 | 0,520 [ 0,941 | 0,563 | 0,586 [ 0,611 1,036 4,797
Total Technical and
administrative assistance 8,945 | 10,681 | 12,543 | 14,102 | 15,332 | 15,535 | 16,046 | 93,145
These costs include the programme’s contribution to the operating costs
of the Health and Consumer Executive agency, and notably the
personnel costs to the agency for this programme. These costs
correspond to an estimation of 44 people (statutory personnel at the
agency and contractual agents) in 2007 and 98 people in 2013; the
increase of personnel over the period results from the increase in the
volume of activity entrusted to the agency, stemming from the increase
in the budget allocated for the different activities which it will be
responsible for managing.
8.2.5. Financial cost of human resources and associated costs not included in
the reference amount
EUR million (to 3 decimal places)
2013
Type of human resources 2007 2008 2009 2010 2011 2012 and
later
Officials and temporary staff (17 01 01) 6,048 | 6,48 | 6912 | 7,344 | 7,776 | 7,776 | 7,776
Staff financed by Art 17 01 02 (auxiliary,
END, contract staff, etc.) 2,484 | 2,484 | 2,484 | 2,484 | 2,484 | 2,484 | 2,484
(specify budget line)
7 SK




Total cost of Human Resources and 8,532

associated costs (NOT in reference
amount)

8,964 | 9,396 | 9,828 | 10,26 | 10,26 | 10,26
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Calculation — Officials and Temporary agents

Calculation includes overheads expenses and is based on the average
cost in the Commission

Calculation— Staff financed under art. XX 01 02

Calculation includes overheads expenses and is based on the average
cost in the Commission

8.2.6 Other administrative expenditure not included in reference amount

EUR million (to 3 decimal places)

2007

2008

2009

2010

2011

2012

2013

TOTAL

17 01 02 11 01 —
Missions

0,750

0,754

0,758

0,761

0,765

0,769

0,773

3,795

17 01 02 11 02 —
Meetings & Conferences;
and Committees

2,000

2,010

2,020

2,030

2,040

2,051

2,061

10,121

17 01 02 11 04 —
Studies & consultations

0,600

0,603

0,606

0,609

0,612

0,615

0,618

3,036

17 01 02 11 05 —
Information systems

0,750

0,754

0,758

0,761

0,765

0,769

0,773

3,795

2. Total Other
Management
Expenditure
(XX 010211)

4,100

4,121

4,141

4,162

4,183

4,204

4225

20,748

3. Other expenditure
of an administrative
nature (specify
including reference
to budget line)

Total
Administrative
expenditure, other
than human
resources and
associated costs
(NOT included in
reference amount)

4,100

4,121

4,141

4,162

4,183

4,204

4,225

20,748
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Calculation - Other administrative expenditure not included in
reference amount

The needs for human and administrative resources shall be covered within the
allocation granted to the managing Directorate-General in the framework of the annual
allocation procedure.
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