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OZNAMENIE KOMISIE RADE A EUROPSKEMU PARLAMENTU

Europsky akény program boja proti HIV/AIDS, malarii a tuberkuloze prostrednictvom

externych opatreni (2007 - 2011)

POLITICKY KONTEXT A ROZSAH POSOBNOSTI AKCNEHO PROGRAMU

Eurdpska komisia (dalej len ,,EK*) prijala v oktobri 2004 oznédmenie s nazvom
»Spolocny ramec eurdpskej politiky pre externé opatrenia na boj proti HIV/AIDS,
malérii a tuberkuloze (TBC)“ — KOM(2004) 726." Tento ramec vznikol na zaklade
druhej spravy o pokroku ,,Akéného programu EK: urychlené aktivity tykajuce sa
HIV/AIDS, malérie atuberkulézy v stvislosti so znizovanim chudoby*, ktora
vyzdvihla kI'i€ové vysledky a oblasti, kde EK potrebuje posilnit’ ¢innost” alebo prijat’
d’alsie opatrenia.’

Rada privitala tento politicky rAmec, vyzvala EK a ¢lenské taty EU (dalej len ,,CS
EU*), aby rozsirili spolupracu a koordindciu v boji proti tymto trom chorobam,
a poziadala Komisiu, aby predlozila akény program (d’alej len ,,AP<).>

Tento AP zodpoveda zaverom Rady o harmonizacii® tym, Ze navrhuje kolektivne
opatrenia EU (EK a CS EU) na podporu programov boja proti tymto trom
chorobam® na trovni Kkrajin a opatrenia na globdlnej trovni vo vybranych
oblastiach, kde EU méze pridat’ uréiti hodnotu.

AP zahfna rozvojové krajiny a krajiny so strednym prijmom. Zaklad4 sa na
vSeobecnej zasade vyuzivania osvedCenej praxe a skusenosti s externymi opatreniami
a prisluSnymi politikami Spolocenstva. Komisia v tomto roku prijme ozndmenie
o spdsobe boja proti HIV/AIDS v ramci EU a v susednych krajinach. Strategické
programy krajin (d’alej len ,,SPK*) aak¢né plany v oblasti Europskej susedskej
politiky definujt prislusnu stratégiu a stibor opatreni.

Reakcia na HIV/AIDS, maliriu a TBC je stile nedostato¢ne financovana. Dalsie
financné prostriedky musia prist najmd z externych zdrojov — verejnych alebo
sukromnych. Nedostatok planovanych ro¢nych externych zdrojov bude aj nad’alej
narastat’ a odhaduje sa, Ze do roku 2007 dosiahne 14,9 mld. USD — 11,5 mld. USD
na HIV/AIDS, 2,6 mld. USD na malariu a 0,8 mld. USD na TBC.® Tieto udaje len
Ciastone zahfnaju zdroje na posilnenie zdravotného systému v partnerskych
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KOM(2004) 726.

SEK(2004) 1326.

Zavery Rady z 23. novembra 2004 (dok. 15158/04).

Zavery Rady z 24. novembra 2004 (dok. 15159/04).

Odkazy na spolo¢né opatrenia v krajinach st uvedené v bodoch akéného planu 1, 3, 5, 6, 9, 10, 13, 15,
16 a 18 a odkazy na spolo¢né opatrenia na globalnej tirovni v bodoch akéného planu 19, 23, 26, 27, 28,
29 a 30.

Globalny fond, Addressing HIV/AIDS, Malaria and Tuberculosis: The Resource Needs of the Global

Fund 2005-2007 (RieSenie probléemov s HIV/AIDS, malariou a tuberkulozou: zdroje, ktoré potrebuje

Globalny fond na roky 2005 - 2007), 2005.
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2.1.

krajinach, ¢o je zédkladnym predpokladom pokroku, a potrebu d’alSich investicii do
vyskumu a vyvoja novych nastrojov a intervencii.

Hlavnym cielom AP je zvysit’ usilie pri rozSireni intervencii, ktoré priniesli
vysledky. EU by sa mala zamerat’ na prispevok, ktory pomdze odstranit’ nedostatok
financii v pripade tychto troch chorob, a splnit’ 6. rozvojovy ciel’ milénia (dalej len
»RCM®), ktory odzrkadl'uje vahu a vyznam Eurdpy ako medzinarodného partnera pri
rozvoji.

OPATRENIA EU NA UROVNI KRAJIN

Veduce postavenie krajin je klI'acom k boju s tymito chorobami aich nasledkami
prostrednictvom rozsiahlych stratégii. Ugast’ ob&ianskej spolo¢nosti — vratane 0sob
postihnutych tymito chorobami — apartnerstvo s verejnymi a sukromnymi
ucastnikmi, darcami a medzinarodnymi organizdciami st nevyhnutné na zvySenie
usilia, ktoré povedie k uspechu. (Pozri prilohu 1.)

Politicky a strategicky dialog na podporu stratégii krajin v boji s tymito

chorobami

(1) EU posilni svoj politicky dialég s krajinami o kI'a€ovych otazkach tykajicich
sa vediceho postavenia a riadenia. Dialdg sa zameria na potrebu komplexne;j
stratégie s primeranou  rovnovdhou medzi  prevenciou, lieCbou
a starostlivostou v zavislosti od situacie v kazdej krajine. Dalsie témy dialogu
zahfnaju prava deti, prava Zien azdravie aprava v sexudlnej oblasti
avoblasti reprodukcie. Dialog by sa mal zamerat na potreby sirot
a ohrozenych deti. Na tento ucel by pracovnici EK mali vyuzit ,rdmec*
prijaty v juli 2004.” Dialog by sa mal zamerat’ na ostatné ohrozené skupiny,
ako su drogovo zavisli, ktori si drogy vpichuji, vizni, starSie osoby,
zdravotne postihnuté osoby, uteCenci a osoby presidlené v ramci Statu,
ako aj otazky tykajuce sa stigmatizicie a diskriminacie. Uplatiiovanie
zasady viacsej ucasti osob zijucich s AIDS (dalej len ,,GIPA“- Greater
Involvement of People Living with AIDS) je potrené rozsirit' aj na tieto tri
choroby.®

2) EK v snahe pomdct implementovat’ politiku pripravi stibor nastrojov pre
delegacie a utvary, ktoré budu zahffiat’ usmernenia tykajuce sa politického
dialégu, usmernenia tykajuce sa programovania, ktoré poskytuju rady pokial’
ide o ukazovatele a monitorovanie usilia krajin, a referencné dokumenty.
Tento stbor sa bude pravidelne revidovat a aktualizovat. Zabezpe¢i sa
zvySovanie povedomia a odborné priprava zamestnancov EK.

(3)  Vramci EU sa vziajomne vyuZiju odborné skiisenosti s cielom zabezpedit,
7e EU ako celok bude mat’ rozhodujuce mnozstvo odbornych skiisenosti,
ktoré zohraji konStruktivnu ulohu v politike apri technickom dialdgu,
vratane prieskumov PRSP, dialogu medzi sektormi politiky a v ramci
mechanizmov koordinacie medzi krajinami (d’alej len ,,MKK*) Globalneho

Ramec ochrany, starostlivosti a podpory sirot a ohrozenych deti Zijucich na svete s HIV a AIDS, jal
2004.

Dalsie informacie o zasade GIPA najdete v Sprdve o globdlnej epidémii AIDS za rok 2004 (2004 Report
on the Global AIDS Epidemic, UNAIDS).
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4)

fondu. V krajinach, kde EK nema osobitné odborné sktsenosti, delegacie
aktivne spolupracuju s expertmi CS EU aostatnymi partnermi, vratane
agentar OSN. Tato spolupraca moze zahfnat spolocné programovanie,
monitorovanie a poddvanie sprav a optimdlne vyuZije regionalne odborné
skiisenosti EU.

Delegacie EK budi propagovat zdravie a prevenciu choréb medzi
zamestnancami, najmi pri HIV/AIDS, vychadzajic z Kdédexu praxe ILO
o HIV/AIDS, a zaroven sa zameraju na prisluSné otazky tykajuce sa TBC
a malarie. Delegacie budu podporované v snahe pouzivat pri odbornej
priprave zamestnancov odbornt prirucku, ktora vypracovala ILO.” Delegacie
budu pomahat’ zamestnancom a ich rodindm a podporia ich prostrednictvom
primeranych programov socialnej ochrany.

Budovanie kapacit na boj proti tymto trom chorobam

)

(6)

(7)

EU bude mapovat’ zdroje TP, ktoré krajiny maju k dispozicii na
vypracovanie planu na zdiel’and TP, ktory sa bude riadit kodexom
spravania pri kolektivnych opatreniach. Takito pomoc by mali poskytovat’,
napr. agentiry OSN, na ziadost’ vnutroStatnych alebo regiondlnych organov
so Sirokou pdsobnostou, ako si MKK a platformy koordindcie medzi
sektormi.

EU bude podporovat, aby sa zdravie v programoch reformy verejného
sektora povazovalo za vynimo¢ény pripad, pricom zvysi verejné prostriedky
na vycClenenie dostatocného podielu verejnych vydavkov na zdravotnictvo
(napr. 15 % =zavdzku z Abuja pre africké krajiny), a bude pokracovat
v dialégu s institiciami z Bretton Woods o vhodnom finan¢nom priestore na
opatrenia pre tieto tri choroby.

EK posilni vnltroStatne programy v snahe vybudovat’ kapacity klinického
vyskumu prostrednictvom Partnerstva eurdpskych a rozvojovych krajin pri
klinickych Stadiach (d’alej len ,,EDCTP*“- the European and Developing
Countries Clinical Trials Partnership). VSeobecnd podpora vyskumu
prirodnych vied sa bude poskytovat’ cez 7. ramcovy program na vyskum
a technicky rozvoj (d’alej len ,,RP7). EK taktiez podpori synergiu v pristupe
k zdravotnickemu vyskumu (d’alej len ,,EDCTP*) a ¢innostiam zdravotnej
starostlivosti na turovni krajin, vo vybranom pocte partnerskych krajin.
V plnom rozsahu by sa mala preskiimat’ synergia medzi budovanim kapacit
na vyskum a odbornou pripravou zamestnancov zdravotnej starostlivosti.
ECDTP by mal zohravat integrujicu ulohu tym, Ze bude prispievat k
vnutro§tatnym a regionalnym planom klinického vyskumu. Dalsie usilie je
potrebné na podporu doplnkovych ¢innosti zdravotnej starostlivosti, vratane
zlepSovania miestnych a regionalnych zdravotnickych sluzieb na miestach
klinickych skusSok, posillovanim ludskych zdrojov, budovanim novej
infrastruktury, ako st nemocni¢né oddelenia, a zabezpeCenim pristupu
k lekarskej starostlivosti pre obyvatel'ov pocas klinickych sktiSok.

9

http://www.ilo.org/public/english/protection/trav/aids/code/codemain.htm

SK



SK

®

)

(10)

(1)

(12)

(13)

(14)

EK oskytne d’alsiu technicki podporu na zlepSenie kapacit krajin na
vypracovanie farmaceutickej politiky, aj strategickym partnerstvom
s WHO. EK podpori WHO v identifikacii kIicovych otazok, ktorymi sa
farmaceuticka politika musi zaoberat’.

EU podpori krajiny pri vyvoji spolahlivych a G¢innych politik a praktik
obstaravania farmaceutickych vyrobkov a komodit, ako su prezervativy,
postel'né siete s dlhotrvajucou tpravou proti hmyzu (d’alej len ,,LL-ITN-
long lasting insecticide-treated bed nets) a lieky proti retrovirusom.

EU sa bude snazit vyuZit® vzdajomnd synergiu medzi programami
a opatreniami na implementaciu Dohovoru o pravach dietata, pekinskej
agendy o rovnosti pohlavi, kahirskej agendy o sexualnom a reprodukénom
zdravi a pravach (d’alej len ,,SRZP*) a stratégie UNGASS a d’alSich stratégii
a programov OSN na boj proti HIV/AIDS, malarii a TBC.

V krajinach, kde EK podporuje sektor vzdeldvania, sa bude snazit zahrnat’
zivotné vzdelavanie a bezpe¢né Skoly pre deti, naymd pre dievCata, do
dialogu medzi sektormi a politikami v snahe zvySit ochranu pred
znasiliiovanim, tehotenstvom alebo nakazenim sa HIV/AIDS a ostatnymi
pohlavne prenosnymi chorobami (d’alej len ,,STD*- sexually transmitted
diseases). EK pomdze zaviest apodporovat’ kodexy spravania, odbornu
pripravu Skolskych pracovnikov a ochranné mechanizmy komunit.

V nudzovych situaciach a vleklych krizach Humanitarny trad EK (d’alej
len ,,ECHO*- EC Humanitarian Office) pomdZze znizovat’ prenos tychto troch
chorob, ako ajutrpenie, ktoré sposobuju, aimrtnost ludi zaradenim
zakladnych  preventivnych  a zmierfiujicich  opatreni do  svojich
humanitarnych programov, atieZz za pomoci jeho implementa¢nych
partnerov. Patri sem zvySovanie povedomia, informovanie, odborné priprava
a poskytovanie preventivnych nastrojov pre humanitarnych pracovnikov.
Preventivne a lieCebné opatrenia proti malarii a TBC uZ tvoria neoddelitenti
sucast’” humanitarnej odozvy, ktorti podporuje ECHO. Konzultacie o tychto
troch chorobach s ostatnymi darcami autvarmi EK sa stant zékladnou
sucastou procesu spajajuceho pomoc, rehabilitaciu arozvoj (dalej len
,»LRRD*“- Linking Relief, Rehabilitation and Development).

EU v snahe pomdct vnutro§tatnym iniciativam v boji proti znasiliovaniu,
nasiliu na Zenach, obchodovaniu s detmi a Sireniu uvedenych troch chorob,
v konfliktnych situdciach, pri udrziavani mieru a v situdciach po konflikte
zabezpeci pripravu usmerneni a icastnikom takychto operacii nastroje na
zvySovanie povedomia, informac¢né nastroje, nastroje odbornej pripravy
a preventivne nastroje v stilade s rezoliciou Bezpe€nostnej rady OSN z jula
2000.

EK analyzuje vplyv HIV/AIDS, malarie a TBC na bezpecnost’ 'udi, napr.
¢o sa tyka pristupu k zakladnym sluzbam a stability na $tatnej urovni, vratane
vplyvu tychto choréb na riadenie a fungovanie institacii. Vysledky sa
zapracuju do stratégie reakcie v rdmci podpory postihnutym krajinam.
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EU podpori krajiny prizhromaZd’ovani a monitorovani udajov
o HIV/AIDS, malarii a TBC podPa pohlavia aveku. EK podpori
pouzivanie ukazovatel'ov, ktoré je mozné zmysluplne monitorovat’ na rocnom
zaklade prostrednictvom vnutroStatnych zdravotnych informaénych systémov
vratane prieskumov sledovania spravania. V stulade s ,,3 jednotkami®,
roz$irenymi o malariu a TBC, a s prebiehajicim usilim o zladenie darcov
vramei stratégii krajin, EU bude spolupracovat’ s krajinami, WHO (d’alej
stavat’ na projekte dohl'adu druhej generécie, na zdravotnickej metrickej sieti
a partnerstvach na potlacenie malarie (d’alej len ,,RBM*“- Roll-Back Malaria)
a zastavenie TBC (Stop TBC), UNAIDS a Globalnym fondom na spolocnom
monitorovani a hodnoteni plnenia na zaklade spolocnych ukazovatel'ov
a spolo¢nom podavani sprav.

2.3. Finan¢né zdroje na boj proti tymto trom chorobam

(16)

(17)

EU bude krajinam nad’alej poskytovat’ zdroje na boj proti HIV/AIDS,
malarii a TBC, ktoré sa maju identifikovat’" prostrednictvom vhodnych
mechanizmov.

EK wvyuzije partnerstva a osobitni podporu, aby pomohla financovat
z hl'adiska ndkladov vysoko efektivne intervencie, ktoré¢ by mohli priniest
rychle vysledky vratane:

cielenej distribicie bezplatnych LL ITN adokoncenia socidlnych
marketingovych stratégii, ktoré podporuji miestne vyrobné kapacity

cielenej distribicie bezplatnych antikoncepénych prostriedkov
spojenej so zvySenymi investiciami na podporu zdravotnictva
a budovanie kapacit pre socidlny marketing

poskytovania univerzalneho bezplatného pristupu k dobrovol’'nému
poradenstvu a testovaniu (d’alej len ,,VCT*- voluntary counselling and
testing) a k liekom proti retrovirusom pre HIV pozitivne tehotné
Zeny.

V snahe dosiahnut maximalny vplyv by sa to malo vykonat ako sucast
komplexného balicka intervencii.

(18)

EU bude spolupracovat’ s krajinami na rieseni obav identifikovanych na fore
na najvyssej urovni o RCM pre zdravotnictvo a na revizii zamerania RCM na
PRSP. Napriek silnym zavizkom RCM, zatial' nenastal vyznamny presun
zdrojov na opatrenia, ktoré by mohli urychlit' pokrok smerom k RCM pre
zdravotnictvo. EK bude podporovat’ d’al§iu pracu a opatrenia uz§ie spajajuce
zavizky  vnutroStatnych politik v ramci RCM s finanénymi
rozhodnutiami s cielom nahradit’ investicie do stratégii, priktorych sa
dokézalo, Ze urychl'ujii pokrok pri dosahovani RCM, konkrétne RCM 6.

3. OPATRENIA EU NA GLOBALNEJ UROVNI

EK prijme aj opatrenia na regionalnej a globalnej trovni na boj proti tymto trom
chorobam, v partnerstve s CS EU as dalsSimi klI'i¢ovymi aktérmi. Vybrané oblasti
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pre opatrenia zahfiiaju cenovo dostupné farmaceutické vyrobky, regula¢né
kapacity, Pudské zdroje v sektore zdravotnictva a vyskum a vyvoj novych
nastrojov aintervencii. Globalne usilie na propagaciu prevencie, lieCby
a starostlivosti zostavaji zakladnym kameniom boja s tymito tromi chorobami.

(19) EK dalej zdokonali svoje regiondlne kapacity vyuzivanim regionalnych
zdravotnych poradcov s osobitnym zameranim na tieto tri choroby. Ulohy
budi zahfiiat vytvorenie siete odbornych poznatkov EU a partnerov na
vymenu odbornych sklsenosti, zdielania najlepSej praxe a podporu
regiondlnej spoluprace v oblastiach regula¢nych a obstaravacich kapacit.

Cenovo dostupné a bezpecné farmaceutické vyrobky

(200 EK bude monitorovat implementaciu avysledky nariadenia EK
o zabraneni obchodnej diverzie uréitych zikladnych liekov do EU.'"° EK
prostrednictvom dialogu s tymto odvetvim bude nabadat’ viacero spoloc¢nosti,
aby zaregistrovali Siroky vyber svojich vyrobkov podla pravidiel zavedenych
nariadenim.

(21)  EK bude podporovat’ cenovu transparentnost’ farmaceutickych vyrobkov
a komodit pouzivanych v boji proti tymto trom chorobam tym, Ze bude
od krajin pozadovat zverejnenie cien vyrobkov, ktoré kapia v ramci
programov krajin financovanych EK a Globalnym fondom. Ceny sa
spristupnia na internetovej stranke EK s cielom ulahcit’ porovnavanie cien,
ako sposob monitorovania dopadu uvol'nenia pomoci.

(22) EK bude presadzovat’ zdsady vyjadrené v deklaracii z Doha zroku 2001
o TRIP a zdravi verejnosti a v rozhodnuti Generalnej rady WTO z augusta
2003. EK navrhla pravne predpisy, ktoré potrebuju eurdpske spolocnosti na
vydavanie povinnej licencie na zéklade postupu opisaného v rozhodnuti."' EK
bude monitorovat implementdciu augustového rozhodnutia vyvazajicimi
a dovazajucimi stranami, identifikovat’ problémy a poskytovat’ pomoc pri ich
rieSeni. Aktivne sa bude zucastiiovat’ na rokovaniach s cielom zapracovat
rozhodnutie do dohody TRIP prostrednictvom formalnych zmien a doplneni.

Regulacna kapacita a predkvalifikacia

(23)  EK bude spolupracovat’ s WHO, Eurdpskou agentiirou pre hodnotenie liekov
(dalej len ,,EAHL) a zi¢astnenymi vniitrotatnymi regulaénymi organmi CS
EU na podpore rozvoja kapacity vniitrostatnych a regionalnych organov
na vykonavanie vedeckych a regulacnych tloh, pokial’ ide o hodnotenie
a povolovanie uvadzania farmaceutickych vyrobkov na trh. To zahfna

Nariadenie (ES) 953/2003. U. v. EU L 135, 3.6.2003, s. 5.

Néavrh nariadenia Eurépskeho parlamentu a Rady o udelovani povinnych licencii patentom tykajicim
sa vyroby farmaceutickych vyrobkov na vyvoz do krajin, ktoré maju problémy s verejnym
zdravotnictvom. KOM(2004) 737.
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(24) EK pomoze zriadit’ regionalne siete spoluprace regulacnych konzultantov
aregionalne programy vzajomného uznavania povoleni na uvadzanie
vyrobkov na trh. Podpora EK bude zahfnat S§tidiu realizovatelnosti
v spolupraci s Africkou uniou (dalej len ,,AU%), vytvorenia afrického
programu vzajomného uznavania povoleni na uvadzanie vyrobkov na trh.
Spolupraca by mala tiez pomdct zriadit' regiondlne odborné strediska
regulacie v krajinach, ktoré maji v tejto oblasti potencial, napr. Brazilia,
Juzna Afrika a Thajsko. EK je pripravena spojit’ sily s WHO, aby pomohla
zriadit medzinarodny poradny vybor nezavislych expertov, ktori budu
poskytovat’ technicku, vedeck a strategickl podporu regulaénym agentiram
partnerskych krajin.

(25) EK bude podporovat projekt predkvalifikaicie WHO vo svojom usili
rozsirit” geografické pokrytie a rozsah vyrobkov. Okrem financovania bude
podpora EK zahfiat’ vzdjomné vyuzivanie odbornych sktsenosti a l'udskych
zdrojov a cielent podporu miestnych vyrobnych iniciativ v rozvojovych
krajinadch s cielom aktualizovat" spravne vyrobné postupy a predkladanie
navrhov (Stadie bioekvivalencie a stability).

3.3. Zaoberanie sa krizou l'udskych zdrojov pokial’ ide o poskytovatel’ov zdravotnej
starostlivosti

(26) Nedostatok vySkolenych poskytovatel'ov zdravotnej starostlivosti oslabuje
tsilie rozgirit’ poskytovanie sluzieb prevencie, lie¢by a starostlivosti. EU bude
podporovat’” subor inovaénych reakcii na krizu l'udskych zdrojov. Na
regionalnej urovni EK vyuZije svoju podporu pre AU a Nové partnerstvo pre
rozvoj Afriky (d’alej len ,,NEPAD*- the New Partnership for Africa’s
Development) s cielom pomoct’ zabezpecit' silné veduce postavenie Afriky
pri formulovani a koordindcii reakcie na krizu l'udskych zdrojov. Cielom by
skor malo byt zvySovanie motivacie zdravotnickych pracovnikov, aby zostali
v rozvojovych krajinach alebo regionoch, kde je ich potreba najvécsia, alebo
sa do tychto krajin vratili, a nie vytvarat’ bariéry pre migraciu. Opatrenia buda
zahffiat’ posiliiovanie kapacit AU a NEPAD na zmapovanie rozsahu problému
a napomdahanie regiondlnemu dialdégu o opatreniach na urovni krajin,
regionov ana globalnej urovni, ktoré su potrebné na zlepSenie odbornej
pripravy a zachovanie a udrzanie zvysenej kapacity I'udskych zdrojov. Lepsie
prilezitosti na vyskum mozu tiez pomoéct predchddzat’ uniku mozgov.
Podporovat sa bude aj zapajanie miestnych komunit do vyskumnych ¢innosti,
ktoré by mohli prispiet k zlepSovaniu celkovej urovne zdravotnej
starostlivosti. Posilnena synergia medzi vyskumom podporovanym EK
a zdravotnymi zdrojmi na miestnej a regiondlnej urovni moéze pomodct pri
d’alSom zlepSovani zdravotnej starostlivosti.

Clanok 58 umoziiuje EAHL poskytnut’ vedecké stanovisko v ramci spoluprace s WHO k hodnoteniu
urcitych liekov na huménne pouzitie uréenych vyhradne na trhy mimo Spolo¢enstva. Nariadenie (ES) €.
726/2004 (31. marca 2004), ¢lanok 58, U. v. EU L 136, 30.4.2004, s. 1.
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(27)

EK do roku 2006 predlozi strategicky dokument o Pudskych zdrojoch
vSirSom zdravotnickom ramci, ktory pomdze sformulovat konkrétne
opatrenia, atym ovplyvni aj vykondvanie tohto AP. Tato stratégia bude
zahtnat’ diskusiu na tieto témy:

prax v oblasti Eurdpskeho kdédexu etického naboru pracovnikov,
v ramci ktorej sa Cerpa auci zo sklisenosti s dobrovolnymi kodexmi
v CS EU;

odSkodnenie pre partnerské krajiny (napr. prostrednictvom zdanenia
naboru pracovnikov CS EU) ako ndhrada za nabor vysSkolenych Statnych
prislusnikov z krajin, v ktorych je kriza I'udskych zdrojov;

podporovanie vypracovania vnutrostatnych planov pre Pudské zdroje
prostrednictvom politického dialégu o sektoroch, SPK a PRSP; a

Vyhlasenie globalnej solidarity vydané Radou a CS EU, stanovujuce
klicové zasady a ciele opatreni na podporu l'udskych zdrojov v pripade
zdravotnej krizy.

34. Nové nastroje a intervencie

(28)

(29)

(30)

EK podpori vyskum avyvej mnovych nastrojov aintervencii
prostrednictvom projektov navrhnutych s cielom zrychlit vyvoj novych
vakcin, liekov, mikrobicidov a diagnostickych néstrojov pre chudobné
lokality. EK bude podporovat’ u€ast’ vyskumnych organizacii a institdcii
z krajin s endemickymi chorobami na projektoch vyskumnej spoluprace
s europskymi partnermi. Poskytne podporu EDCTP a sucasne bude naliehat’
na eurdpske krajiny, stkromné charitativne institicie a priemysel, aby na tato
iniciativu poskytli zna¢né finan¢né prostriedky a odborné skusenosti. Vo
svojom dialégu so zacastnenymi krajinami a spolo¢nostami bude EK
zastavat’ zahrnutie c¢lankov o cenovej dostupnosti, pravach na duSevné
vlastnictvo (d’alej len ,,PDV*), vyrobe a regula¢nom schval'ovani. EK podpori
vyskum socialneho spravania, epidemiologicky a prevadzkovy vyskum,
vyskum zdravotnych systémov a aplikovany vyskum, ako aj Stidie
odhadovania nakladov — vratane kapacit a pripravenosti komunit podiel'at’
sa na klinickych skaskach a rychlo zavadzat nové nastroje a intervencie hned’
po ich vypracovani a schvéaleni.

EU vypracuje $tadie s cielom stanovit' prioritny zoznam ,hlavnych
stimulov* na zapojenie sikromného priemyslu do vyskumu a vyvoja novych
nastrojov aintervencii na zéklade analyzy néakladov avynosov aich
realizovatelnosti. Stadie by mali najmid analyzovat zdokonalené trhové
mechanizmy, hotovostné prémie, medzinarodné finan¢né prostriedky na
vakciny aprenosné vysady, ako su rozSirenia PDV alebo rychle
schval'ovanie.

EK podpori vybrany pocet verejno-siikromnych partnerstiev (d’alej len
» VSP) a globalnych iniciativ. Cielom je zavedenie nevyhnutnej koordinacie
a synergie, a primeranej Urovne zdrojov potrebnych na zrychlenie usilia
v oblasti vyskumu a vyvoja, na odhad zdravotnych, socidlnych
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3.5.

3.6.

a ekonomickych prinosov, ktoré by mohli vychadzat z vyvoja a pouzivania
novych diagnostickych, preventivnych a terapeutickych technologii ana
pripravu komunit na zavedenie vakcin proti HIV/AIDS a mikrobicidov. EK
roz§iri spolupracu vramci Eurdpy s cielom zabezpecit' uskuto¢nitelnost’
apokrok v inovacnych vyskumnych iniciativach smerom k vyvoju
prioritnych vyrobkov.

Posilnené partnerstva

EK prizve do prebichajiceho dialogu prostrednictvom Féra investorov EK
a regionalnych konzultacii Siroku skupinu partnerov, s ktorymi bude konzultovat'.
Forum investorov vyzve zastupcov obcianskej spolocnosti vratane osob, ktoré su
priamo postihnuté tymito troma chorobami, aby posilnili svoju ulohu a hlas
v politickom dialogu na globélnej Grovni. Rozhodujucou zostava ucast’ sukromného
sektora vratane priemyslu (napr. sukromnych investorov pre Afriku) a sukromnych
nadécii.

EK bude spolupracovat a dalej podporovat klucové organizacie a globalne
iniciativy prostrednictvom efektivnych globalnych partnerstiev zdiel'ajucich spolocné
usilie, rizika a prinosy s cielom previest’ spolo¢nu predstavu do spolo¢ného nazoru
a spolo¢nych opatreni. EK posudi relativne vyhody prace v globalnych partnerstvach
posudenim, Co partnerstvo ponuka, pokial’ ide o:

o jedinefné odborné skusenosti, Siroké zastiupenie v krajinach, kI'a¢ové zdroje,
ktoré robia partnera obzvlast uzito¢nym, aby sa opatrenia EU stali efektivnejSie
a ucinnejsie.

e to, ¢i prinosy pre EU vyvazia vstupy, pokial ide o zdroje, personal a ¢as; a

e to, ¢i EK, ako organizacia, pontka partnerovi osobitné komparativne vyhody
a aké je stanovisko CS EU voci potencidlnemu partnerovi.

Okrem hlavnych zucastnenych, ktori st uvedeni v bode 3.4, a na zéklade posudenia
tychto troch kritérii EK navrhne spolupracu s tymito partnermi na globalnej Grovni.
WHO (v ramci strategického partnerstva EK-WHO) a UNAIDS — su kl'i¢ovymi
partnermi EK. Tieto organizacie ponukajui tak technické skusenosti, napr.
s farmaceutickou politikou, regulaénymi otdzkami a monitorovanim zdravia, ako aj
skusenosti s tymito chorobami v ramci RBM a Stop TBC. EK bude taktiez uzko
spolupracovat s UNFPA scielom zabezpeCit preskimanie synergie medzi
iniciativami v tejto oblasti a iniciativami zameranymi na kahirsku agendu, s ILO,
vramci strategického partnerstva EK-ILO, as organizdciou UNICEF v otazkach
zdravia matky a dietat’a a vzdelavania.

Jasné timocenie europskeho nazoru

EK zohrava doleZita tlohu a méa velku zodpovednost’ spolo¢ne s CS EU, pokial’ ide
o stanovenie, prezentovanie a obhajobu eurdpskej predstavy azavdzkov na
medzindrodnej urovni. Politicky dialég s krajinami je rozhodujici pri rieSeni
a obrane zakladnych prav a pri predkladani a prediskutovavani citlivych otdzok na
najvyssej politickej urovni.
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Na globalnej trovni je mozné, ze EK bude udeleny formalny mandat, napr. v
obchodnej politike, alebo Zze EK preberie iniciativu, alebo ze ju CS EU poziadaji
o takuto ulohu. Toto je niekedy tiez pripad v procesoch OSN, kde zastupuje v plnom
rozsahu CS EU a ma formalne pravo vyjadrovat’ svoj nazor. Prikladom su pripravy
UNGASS, kontrola plnenia RCM a konferencie OSN o rovnosti pohlavi a SRZP —
ktoré s uzko spojené s politickymi otdzkami, o ktorych sa hovori v tomto AP. EK
moze zohrévat konstruktivnu ulohu tak pri predstavovani, ako aj pri obhajobe
pozicie EU na medzinirodnej trovni a tym, e neélenskym krajinam EU ponuka
spolahlivého partnera pre dialdg. Uzka spolupraca medzi EK a CS EU zostava
rozhodujiicou vramci OSN, ako aj vramci G8. EK tiez potrebuje byt schopna
spolufinancovat’” konferencie a semindre, kde sa hodnoti pokrok ana ktorych sa
diskutuje o novej politike a praxi.

DALSIE KROKY

Rozhodnutia o programovani a pridelenych rozpoctovych prostriedkoch na
opatrenia navrhnuté v tomto AP sa budu prijimat’ v stlade so Struktirou nastrojov
uréenych na d’alSie finan¢né vyhlady.

CS EU sa vyzyvaju, aby uzsie spolupracovali s EK na prijimani osobitnych opatreni
na urovni krajin, napr. zdielani skuisenosti, zastivani spolo¢ného nizoru EU
v politickom dialégu, mapovani a planovani technickej pomoci pri budovani kapacit
a formulacii spolo¢nych opatreni na podporu krajin pri rieSeni obmedzeni pokial ide
o l'udské zdroje. EK prijme rozhodnutia potrebné na podporu synergie a poskytne
jasnu reakciu na tieto tri choroby v ramci prislusnych oblasti politiky.

EK bude monitorovat’ a podavat’ spravy o implementacii prostrednictvom rocnych
a strednodobych hodnoteni osobitnych nastrojov pre jednotlivé krajiny, FP7 a
monitorovacich ahodnotiacich mechanizmov Globalneho fondu. EK bude
s partnermi v krajinach pracovat’ na dohode o pouZzivani jedného monitorovacieho
a hodnotiaceho radmca so spolo¢nymi ukazovatel'mi. Komisia v rokoch 2008 a 2010
predlozi Parlamentu a Rade komplexni spravu o pokroku dosiahnutom pri
implementacii, vystupoch a vplyve AP.
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Annex 1 — Principles for country strategies to confront the three diseases

Civil society, in particular people infected and affected by the diseases, together with
representatives of the social partners and the private sector should be active partners
in policy dialogue, priority setting, and the design, implementation and monitoring of
strategies.

Strategies should be evidence-based and represent an appropriate policy-mix,
including information, prevention (e.g. condoms and LL-ITNs), harm reduction (e.g.
needle exchange for injecting drug users), vector control measures against malaria
(e.g. environmental and sanitation measures and intra-door residual spraying with
DDT), treatment and care, and impact alleviation. Information and prevention remain
crucial components of any strategy aiming to halt the spread of HIV/AIDS, malaria
and TB. These strategies should also help to increase human security and the
protection of human rights — including women’s rights and the rights of the child.
They should also help to overcome stigma and discrimination among those infected
and affected, including groups at higher risk of HIV/AIDS infection e.g. commercial
sex workers, men having sex with men, injecting drug users and prisoners, and
protect the rights of such people while at the same time providing access to essential
services based on equity.

The translation of policies into strategies requires sufficient and predictable financing
based on solid costing and gap analyses, adequate allocation of domestic resources
according to capacities and topping-up by external aid to support the strategy.

Strategies should be cross-sectoral and be both an integrated part of, and reflected in
comprehensive actions for developing health and other social services to improve
health outcomes. Synergies should be explored with strategies to promote SRHR and
gender equality. All sectors should consider the impact of the three diseases and how
their sector can contribute through an appropriate response.

Inclusion of strategies into MDG-based poverty reduction programmes should be
promoted in developing countries.

Gender equality should be promoted through these strategies, and reflect the fact that
girls and women carry a heavier burden and are affected more often and at an earlier
age by HIV/AIDS than men. HIV/AIDS strategies must be designed to address the
constraints that make it difficult for girls to use prevention tools, treatment and care
services. The role and responsibilities of men in HIV/AIDS prevention should also
be highlighted, including in terms of norms and responsible sexual behaviour.

Strategies should reflect the fact that family-based and community-based care often
plays a crucial role in alleviating the burden of the disease, including as an
alternative to institutional care for orphans and vulnerable children. The age
dimension also needs to be taken into account, with a particular focus on children
affected by malaria, orphans and vulnerable children affected by HIV/AIDS and
elderly people who have higher rates of TB infection (often undiagnosed) and who
are also often left to take care of such children and may need support to this end in
terms of social protection or allowances. Inheritance and social rights for widows and
orphans need to be protected through legislation and put into effective practice.
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Strategies should address other specific vulnerable groups, e.g. workers in unhealthy
environments, refugees, migrants, internally displaced people, minority communities,
and people with disabilities, who are often placed in vulnerable situations.
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Annex 2 — Indicative monitoring framework for actions 2007-2011

ACTION/ PARTNERS MONITORING AND OUTCOMES

INITIATIVE

COUNTRY ACTION

Political dialogue EC - Political dialogue on key issues relating to leadership, governance, human rights, vulnerable groups,
EU MSs and stigma and discrimination.

Develop a toolkit for policy | EC - Toolkit prepared and distributed to Delegations.

dialogue, programming and | EU MSs - Training at HQs organised.

monitoring for EC/EU | WHO (+UNAIDS, RBM, - HIV/AIDS, malaria and TB, including the critical issues, raised in the dialogue in more countries;

delegations; and for awareness
raising and training at
headquarters (HQ)

StopTB)

reports by social sector experts.
- HIV/Malaria/TB analysis, where relevant, included in CSP programming and review exercises.

Sharing health expertise between
EU MSs

EC Delegations, EU MSs

- Mapping of EC/EU health experts.

- Arrangements for joint working or sharing of EU health expertise.

- EU health experts present in policy and political dialogue in PRSP, health sector, and disease-specific
reviews, as reported annually by EC Delegations.

- Shared situation analysis, programming, monitoring and reporting increasingly used.

- Development of a joint framework for analysis and reporting.

Social responsibility for EC staff | EU MSs - Education and prevention programmes in EC delegations.
and their families ILO - Adequate social protection schemes for EC Delegations and RELEX services, which support staff and
their families affected by the diseases, in line with good practice developed by EU Member State
development agencies.
Sharing resources for technical | EC - Plan for shared TA and code of conduct agreed in countries with high presence of EU donors, based
assistance EU MSs on mapping of resource persons.
WHO (+UNAIDS, RBM,
StopTB)

SK
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ACTION/ PARTNERS MONITORING AND OUTCOMES
INITIATIVE
6. | Supporting national human | EC Delegations (in particular | - Incentives and strategies developed and supported by the EU to retain health providers and to
resources for health policy and | in countries with EC sector strengthen research capacities through training of professionals and the creation of more attractive
strategies which build HR | or macroeconomic budget career conditions and perspectives.
capacity support) - Bretton Woods institutions acknowledging the exceptional situation in terms of human resources in
EU MSs and their health the health sector and contributing to an enabling environment to address this.
professions councils
Dialogue with IMF, AU,
NEPAD
7. | Building capacity for clinical | EC - Capacity increased for research (social, clinical, operational), including training of human resources,
research EU MSs in several African countries with heavy burden for the three diseases and accompanied by adequate
EDCTP institutional capacity strengthening.
- Support by EC, EU MSs, EDCTP and other global stakeholders for further scientific and technical
cooperation between health care and health research, complementing EC supported clinical trials
activities.
8. | Building capacity for | WHO (+UNAIDS, RBM, - Support provided through WHO, including on the following key issues on pharmaceutical policy: ,
pharmaceutical policy StopTB) including Multi-Drug Resistant TB; substitution therapy for injecting drug users; affordable, rational
and supervised use of relevant malaria treatment, including Artemisinin-based combination therapy;
provision of second-line treatment for HIV/AIDS; treatment guidelines for women of reproductive age
and children; and guidance on drug quality.
- Improved and more rational use of pharmaceutical products in developing countries.
9. | Building capacity for | WHO (+UNAIDS, RBM, - Prices on pharmaceutical products and SRH commodities published.
procurement of pharmaceutical | StopTB) - Lowest prices paid by least developed countries by end of 2011, as seen from prices published.
products and commodities
10. | Increase synergy between | EC - Child health programmes and SRH services increasingly providing information and preventive
programmes and services on the | EU MSs commodities for the three diseases.
three diseases and for children’s
rights and health, and sexual and
reproductive health
11. | Making schools safe for children | International organisations, - School safety raised in policy and political dialogue, reports by EC delegations with education as

and including prevention of the
three diseases in curricula

e.g. UNICEF and UNFPA,
and teachers and parent
organisations

focal sector, taking into account the work done by e.g. UNICEF and UNFPA on rights-based, child-
friendly schools and involve children, parents and teachers in their design and implementation.
- Codes of conduct established and respected by teachers.
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ACTION/ PARTNERS MONITORING AND OUTCOMES
INITIATIVE
12. | Assessing the impact of the three | EC - Study on human security and stability.
diseases on human security and - EU response proposed for critical countries.
stability at state level
13. | Mainstreaming efforts to | EC - ECHO guidelines for HIV/AIDS and malaria finalised.
confront the three diseases in - Training and tools provided for humanitarian workers.
emergency operations - The three diseases addressed in the situation of CSPs subject to LRRD.
14. | Training of peacekeeping forces | EC -Accompanying measures of EC support for the AU Peace facility.
to confront the three diseases AU
EU MSs
15. | Collecting of relevant data for | EU MSs - Sex- and age-disaggregated data collected and analysed to monitor meaningful indicators on the three
annual monitoring of progress | WHO (+UNAIDS, RBM, diseases.
indicators"’ StopTB) - Capacity of national monitoring and reporting systems strengthened, including to monitor essential
Health Metrics Network services.
16. | Financial resources to confront | EUMS - Adequate and predictable funding of the Global Fund, including a significant EU contribution.
the three diseases GLOBAL FUND
17. | Highly cost-effective UNICEF - EC support and funding provided for these interventions through relevant organisations in partnership
interventions likely to yield rapid | UNFPA with heavy-burden countries.
results WHO/UNAIDS
Other agencies
18. | Promoting MDG-6  focused | EC - MDG rating analysis for PRSPs developed.
PRSPs EC Delegations - PRSPs increasingly focused on achieving the MDGs with increased resources allocated to MDG®6.
EU MSs

Examples include: Voluntary Counselling and Testing (VCT) coverage, Prevention of Mother-To-Child Transmission (PMTCT) coverage, and Highly Active Anti-
Retroviral Therapy (HAART) coverage (for HIV/AIDS); use of LL-ITNs for under-fives and pregnant women, and Intermittent Preventive Treatment (IPT) during
pregnancy and possibly childhood (for malaria); and DOTS detection and cure rate (for TB).
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ACTION/ PARTNERS MONITORING AND OUTCOMES
INITIATIVE
GLOBAL ACTION
19. | Strengthening regional | EC - EC regional health advisors appointed.
cooperation to confront the three - Annual regional reports on country actions.
diseases in Southern Africa and - Regional cooperation established on key issues and examples of good practice shared.
South-East Asia, expanding to
other regions
20. | Monitoring and promoting of the | EC - Monitoring reports published with meaningful and transparent price data.
anti-trade diversion Regulation Dialogue with industry
21. | Promoting price transparency WHO (including RBM and - Prices of pharmaceutical products and commodities purchased through EC support published.
StopTB) and UNAIDS
MSF
GLOBAL FUND
(see action point 9)
22. | Implementing the August 2003 | EC - EC legislation to implement the August Decision adopted by Council and Parliament.
decision of the WTO EU MSs, - August Decision fully incorporated into the TRIPs Agreement through a formal amendment.
Dialogue with WTO - Biannual report of implementation of the August agreement in third countries.
23. | Developing scientific and | EC - Use of Article 58 of Regulation (EC) No 726/2004 for the evaluation of medicines for developing
regulatory capacity of partner | WHO, EMEA, EU MSs countries.
countries Regulatory bodies - Specific guidelines developed on key products, e.g. microbicides and vaccines — consistent with the
risk-benefit profile of products in the country context, and age and gender aspects when assessing
safety and efficacy. Support will be given through TA, training and exchange schemes.
- Training on regulatory capacity provided by experts under EC Framework contract and/or WHO.
- International conference organised by EMEA and WHO focusing on regulatory issues relating to
microbicides.
24. | Establishing regional schemes of | EC - Regional capacity developed in terms of centres of regulatory expertise.
mutual recognition for marketing | AU, WHO - Regional scheme of mutual recognition for marketing authorisation established.

authorisation

Setting up an international
advisory committee on regulatory
matters

- Needs and opportunities for setting up an international advisory committee fully explored.
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ACTION/ PARTNERS MONITORING AND OUTCOMES
INITIATIVE

25. | Support for WHO | EC - Continued and expanded EC funding for the WHO prequalification project.
prequalification project EIB - Annual report on prequalification progress in relation to production map in developing countries.

WHO

26. | Innovative responses to the | EU MSs, - EC support for AU-NEPAD in tackling the human resource crisis, ultimately leading to increased
human resource crisis among | AU, NEPAD, HL Forum on training, improved working conditions and better availability of health providers in Africa.
health providers the Health MDGs

27. | Preparing new EC policy on a | EC - EC Communication on “HR-diversion” adopted and ways forward explored with EU MSs.
European response to the human
resource crisis among health
providers

28. | Supporting research and | EC - EC funding leading to results in terms of new tools and interventions (e.g. EDCTP).
development of priority tools and | EU MSs - Research collaboration with and participation of disease-endemic countries further strengthened,
interventions, including clinical | Private sector through excellence centres in disease-endemic countries.
trials and non-medical research - Key areas of research (basic, preclinical and clinical) funded under FP7 and results effectively used in

EC policy development and implementation in the fight against the three diseases.

29. | Evaluating the effectiveness and | EC - Studies finalised and EC policy proposal in terms of new incentives presented.
potential cost of implementing
pull incentives within EC
competence

30. | Support for priority tools | EC - EC and EU support for PPPs and global initiatives working on priority tools and interventions, e.g.
through public-private | EU MSs HIV/AIDS vaccines and microbicides.

partnerships (PPPs) and global
initiatives

PPPs and global initiatives
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