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NAVRH UZNESENIA EUROPSKEHO PARLAMENTU

o zavaznych a zanedbavanych chorobach v rozvojovych krajinach
2005/2047(INI)

Europsky parlament,

so zretelom na svoje vypocutie o zanedbavanych chorobéch z 27. aprila 2004,

- so zretel'om na oznamenie Komisie z 27. aprila 2005 (KOM(2005)0179),
- so zretel'om na oznamenie Komisie z 26. oktobra 2004 (KOM(2004)0726),

- so zretel'om na svoje uznesenia o HIV/AIDS, malarii a tuberkul6ze, predovSetkym vSak
na uznesenie zo 4. oktobra 2001 o urychleni opatreni zameranych na zavazné prenosné
choroby v kontexte zniZovania chudoby',

- so zretel'om na svoju poziciu z 30. januara 2003 k navrhu nariadenia o pomoci ur¢enej na
choroby stvisiace s chudobou v rozvojovych krajinach?,so zretel'om na Ramcovy dohovor
WHO o kontrole tabaku a okrtihly stdl Komisie na vysokej tirovni o kontrole tabaku a
rozvojovej politike, ktory sa konal 3. az 4. februdra 2003,so zretelom na svoje uznesenie
zo 4. septembra 2003 o zdravi a zniZzovani chudoby v rozvojovych krajinach?,

- so zretelom na uznesenie, ktoré prijalo Spoloéné parlamentné zhromazdenie AKT-EU 19.
februara 2004, o chorobéach stvisiacich s chudobou a o reprodukénom zdravi (AKT-EU
3640/04),

- so zretel'om na newyorskd vyzvu k zodpovednosti: vizba medzi HIV/AIDS a sexudlnym a
reproduk¢énym zdravim?,

- so zretel'om na svoje uznesenie z 10. marca 2005 o vede a technike - usmernenia pre
buducu politiku Eurépskej tinie na podporu vyskumu?,

- so zretel'om na Partnerstvo eurdpskych a rozvojovych krajin pre klinické skusky
(EDCTP), Osobitny program pre vyskum a vzdelavanie v oblasti tropickych chordb
(TDR), Globalnu alianciu pre vyvoj liekov proti tuberkuloze (Aliancia TB),
Medzinarodnu iniciativu na vyvoj o¢kovacej latky proti AIDS (IAVI), Medzindrodné
partnerstvo pre mikrobicidy (IPM), Eurdpsku iniciativu na vyvoj ockovacej latky proti
malarii (EMVI), Svetovu alianciu pre o¢kovacie latky a ockovanie (GAVI)/Fond pre
ockovacie latky, iniciativy Lieky na odstranenie malarie (MMYV), Partnerstvo pre
potlac¢enie malarie (RBM) a iniciativu Lieky proti zanedbavanym chorobam (DNDi) a iné
organizacie alebo iniciativy, ktoré pracuji na vyskume a vyvoji liekov proti
zanedbavanym chorobam,

1U. v. ES C 87E, 11.4.2002, s. 244.

2U. v. EU C 39E, 13.2.2004, s. 58.

3U. v. EU C 076, 25.3.2004, 5. 246.

4 Vyzva k zodpovednosti uverejnena na stretnuti na vysokej tirovni organizovanom UNFPA, UNAIDS a
organizaciou Family Care International v New Yorku 7. juna 2004.

5P6_TA-PROV(2005)0077.
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so zretel'om na uznesenie Europskeho parlamentu o ulohe Eurdpskej tnie pri dosahovani
miléniovych rozvojovych cielov (MRC) (2004/2252(IN1))®, schvalené 12. aprila 2005,

so zretel'om na spravu pracovnej skupiny OSN Miléniovy projekt pre HIV/AIDS, malariu,
TBC a iniciativu Pristup k zdkladnym lie¢ivam ,,Predpisovanie pre zdravy rozvoj:
zlepSovanie pristupu k lie€ivam* (,,Prescription for Healthy Development: Increasing
Access to Medicines*) z roku 2005,

so zretel'om na dokument WHO o agende zalozenej na potrebach farmaceutického
vyskumu a vyvoja v oblasti zanedbavanych chorob z oktobra 2004 a na dokument WHO o
zvySenej kontrole tropickych chordb, predloZeny na strategicko-technickej schodzi WHO
konanej v Berline v diloch 18. az 20. aprila 2005,

so zretel'om na ¢lanok 45 rokovacieho poriadku,
so zretelom na spravu Vyboru pre rozvoj (A6-0215/2005),

ked’ze zo vzdjomného prepojenia sveta, globalneho otepl'ovania a objavenia sa
zdravotnych hrozieb, ako napr. vtacia chripka a virusy ebola a marburg, z navratu starych
infekénych chorob ako tuberkul6za, ako aj zo zvySujiceho sa vyskytu chorob v
rozvojovych krajinach, ktorym je mozné predchadzat’ ockovanim a rasticeho problému
multirezistencie liekov vyplyva potreba komplexného pristupu ku vSetkym chorobam,

ked’Ze si Eurdpska unia nie je dostato¢ne vedoma naliehavosti situdcie s ohl'adom na
skuto¢nost’, Ze zvySujuca sa miera migracie a cestovania predstavuju stale vyssie riziko
Sirenia tychto chordb,

ked’ze Svetovy fond boja proti AIDS, tuberkul6ze a maldrii sa usiluje o zniZenie
zat'azenia chorobami a chudobou a ked’Ze klI'ai¢ovt tlohu zohréva koordinacia medzi
projektmi a jednotlivymi aktérmi vratane obstaravania, distribtcie a hodnotenia liekov a
ich stladu s narodnymi protokolmi,

ked’Ze pocet pripadov HIV/AIDS nad’alej celosvetovo rastie, pri€om Zeny a deti sl touto
chorobou obzvlast’ postihnuté, a ked’ze sa v roku 2004 vyskytlo viac novych infekcii nez
v ktoromkol'vek predchddzajucom roku a ceny antivirusovych liekov (ARV) st ,,¢im
d’alej tym zavaznej$im rizikom pre zdravie verejnosti‘’, pretoze lieky druhej linie su az
dvanastkrat drahsie ako vicSina cenovo najdostupnejSich generickych liekov prvej linie,

ked’ze HIV/AIDS 1i zly zdravotny stav zien pocas tehotenstva a zI¢ reproduk¢né zdravie
maji mnoho spolo¢nych koreniov vratane nerovnosti pohlavi, chudoby a socialne;j
marginalizacie a hoci pritomnost’ pohlavne prenaSanych chorob vyrazne zvySuje
zraniteI'nost’ voci infekcii HIV, samostatna darcovska politika sposobuje nejednotnost’ v
ramci uskuto¢iiovania programov,

ked’Ze prevencia je najucinnej$im spdsobom boja proti pohlavne prenasanym chorobam
(STD) vratane HIV/AIDS a ked’ze medzi sexualnym a reprodukénym zdravim a bojom

6P6_TA-PROV(2005)0115.
7 Sprava o pokroku WHO a UNAIDS "3 by 5", December 2004.
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proti HIV/AIDS existuje zretelné prepojenie,

ked’Ze pristup k informéaciam a sluzbam tykajicim sa zdravotného stavu Zien v Case
tehotenstva a reprodukéného zdravia zohrava ddlezitii ulohu pri zniZovani chudoby a mal
by byt’ integralnou sucast'ou boja proti HIV/AIDS,

ked’ze prevencia malarie si vyzaduje, aby sa vyuzivali insekticidmi oSetrené siete proti
komarom (predovsetkym v pripade malych deti, tehotnych Zien a I'udi postihnutych
chorobou HIV/AIDS), antimalarikd pre tehotné Zeny a postrekovanie vnutornych
priestorov s dlhodobym ucinkom,

ked’ze tuberkuldza postihuje tretinu svetovej populacie a v roku 2002 usmrtila priblizne
dva miliony l'udi, pricom mnohi z nich boli zaroven postihnuti HIV/AIDS, a ked’ze tato
obrovskll globalnu pohromu by mohli vyriesit’ nové diagnostické testy a lieky,

ked’Ze schistosomidzu je mozné lie€it’ pripravkom praziquantel, sprievodné néklady na
chemoterapiu vSak predstavuji dodato¢né zatazenie pre zdravotnictvo a existuji obavy z
toho, Ze sa parazity stanu rezistentnymi voci liekom a bude preto potrebné vyvinat iné
ucinné lieciva,

ked’Ze ucinky tazkej visceralnej leiSmaniozy a AIDS sa navzdjom zosiliiuju, ale liecba
patmocnym antimoénom ma vazne vedlajSie G€inky, vyZaduje si dlhy ¢as liecenia a
vzhl'adom na rezistenciu parazita straca u¢innost’,

ked’ze diagnostikovanie a lieCba africkej trypanosomézy (HAT) Cize spavej choroby st
narocné,

. ked’Ze akutne Stadium Chagasovej choroby je mozné liecit’ len dvoma liekmi,
nifurtimoxom a benznidazolom, kym pre chronické stadium moznost’ lie€by neexistuje,

ked’ze horucka dengue predstavuje celosvetovy zdravotnicky problém a komar Aedes
albopictus, sekundarny nositel’ hora¢ky dengue v Azii, sa teraz vyskytol aj v Eurdpe a
inych krajinach v dosledku medzinarodného obchodu s ojazdenymi pneumatikami a
ked’Ze proti tejto chorobe Ziadna konkrétna liecba neexistuje, ale v celkovej stratégii boja
proti tomuto nositel'ovi choroby sa dosiahol pokrok napriek pomalému vyvoji o¢kovacich
latok,

ked’Ze ochorenie Buruli ulcer (mycobacterium ulcerans) sa stdva hrozbou pre zdravie,
pri¢om jeho lieCba je mozna iba prostrednictvom chirurgického odstranenia postihnutého
miesta sposobujliceho stratu tkaniva alebo trvalé postihnutie,

ked’Ze vyskyt duSevnych chordb a epilepsie sa zvySuje, pricom tento problém sa
zanedbava,

ked’ze v mnohych castiach rozvojového sveta prevlada v dosledku migracie z
chudobnejsich oblasti, ako aj v ramci nich, zavazny nedostatok zdravotnickych
pracovnikov,
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R. ked’ze sa odhaduje, Ze opitovné pouZzivanie zdravotnickych pomocok viedlo v roku 2000
k vzniku 260 000 novych pripadov ndkazy HIV/AIDS, 2 milionom pripadov nédkazy
hepatitidou C a 21 milibnom pripadov ndkazy hepatitidou B,

S. kedZe uzivanie tabaku zapricini kazdorocne smrt’ 5 miliénov I'udi na celom svete a toto
mnozstvo by sa mohlo do roku 2020 zdvojnasobit’, pri¢om vacsina tychto imrti sa bude
tykat’ rozvojovych krajin,

T. kedZe medzinarodny a regionalny vyskum liekov proti chorobam stvisiacim s chudobou
trpi chronickym nedostatkom investicit,

U. kedZe sa odhaduje, Ze menej nez 10 % prostriedkov na svetovy vyskum v biomedicine je
urcenych na rieSenie problémov, ktoré su zodpovedné za 90 % svetového zat'azenia
chorobami a Ze zo vSetkych vyvijanych liekov proti zanedbdvanym chorobam sa
v rokoch 1999 az 2000 nachadzalo v $tadiu klinického vyvoja 18 vyskumnych
a vyvojovych projektov v porovnani s 2 100 latkam v pripade vSetkych ostatnych chorob
a ze stredna dizka klinického vyvoja v pripade zanedbavanych chorob je o asi tri a pol
roka dlhs$ia nez v pripade inych ochoreni,

V. ked’ze sa dosiahol vedecky pokrok vratane rozluStenia gendmu parazitov sposobujicich
malériu, leiSmaniézu a HAT, o sa vSak neodrazilo vo vyvoji novych pripravkov,

W. ked’Ze projekt predkvalifikacie vypracovany WHO tvori ddlezitu siet’ na hodnotenie
a ziskavanie novych zakladnych lieciv,

X. ked’ze sa odhaduje, ze kazdoro¢ne zomrie jeden a pol miliéna deti na choroby, ktorym je
mozn¢é predist’ oCkovanim,

Y. ked’Ze iba jediny farmaceuticky podnik zaregistroval lieky, ktoré st podl'a nariadenia
Rady (ES) €. 953/2003 z 26. méja 2003 o zabraneni obchodnej diverzie urcenych
zékladnych liekov do Eurdpskej unie® dostupné za niz$iu cenu; ked’Ze v tomto zozname
nie su zahrnuté noveé, v sucasnosti potrebné lieky, ktoré su vSak dostupné len za vysoké
ceny,

Z. ked’ze vSetky Clenské Staty WTO mali do svojich pravnych prepisov zahrnut’ dohodu
TRIPS o pravach duSevného vlastnictva, najma krajiny, ktoré vyrabaju generické lieciva,

1. vita ozndmenia Komisie, ale Ziada, aby sa jeho posobnost’ roz$irila aj na in¢ zanedbavané
choroby; zdoraziiuje skuto¢nost’, Ze vSetky akcie Komisie je mozné uplatnit’ aj na iné
choroby s vynimkou HIV/AIDS, maldarie a tuberkulozy;

2. naliehavo ziada Komisiu, aby névrhy politik nového akéného programu na boj proti
HIV/AIDS, TBC a maldrii previedla do konkrétnych ¢inov tym, Ze zaisti nalezité

programové rozhodnutia a dostato¢né rozpoctové prostriedky,

3. zdoraziiuje rozhodujici vyznam zabezpecenia vysSich a primeranych financnych

8U.v.EUL 135, 3.6.2003, s. 5. Zmenené a doplnené nariadenim Komisie (ES) &. 1876/2004 (U. v. EU L 326,
29.10.2004, s. 22).
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prostriedkov od ¢lenskych $tatov a financovania vonkajsich opatreni EU a rozvojovej
pomoci, nakol'ko deficit prostriedkov len pre HIV/AIDS, malariu a tuberkul6zu dosiahne
podla odhadov do roku 2007 vysku 11,5 miliard eur;

4. vyzyva Komisiu, aby sa v ndstrojoch vonkajsej politiky budiceho financného vyhl'adu
zaoberala HIV/AIDS, TBC a malariou ako prierezovymi otazkami;

5. podporuje zriadenie Fondu solidarity Eurdpskej Ginie® na G¢ely u¢innej a koordinovanej
spolo¢nej reakcie na pripady naliehavej potreby rozneho povodu;

6. pripomina, ze zdravotnicke sluzby v krajinach AKT pocas 90. rokov vyrazne trpeli, a to
najmi v dosledku kladenia dorazu na makroekonomické reformy, ktoré sposobili
drastické rozpoctové Skrty v sektoroch socialnych veci, ako napr. v zdravotnictve;

7. pripomina tiez, ze splacanie dlhov a ich urokov spotrebuje rocne takmer 40 % HDP
najmenej rozvinutych krajin, pricom ich rozpocet na vzdelavanie a zdravotnictvo zostava
nepatrny;

8. nalieha na krajiny AKT, aby dodrZali ciel Europskeho parlamentu venovat’ 20 %
prostriedkov na zdravotnicku starostlivost’;

9. je presvedceny, ze dokumenty tykajuice sa stratégie znizovania chudoby musia
zabezpecCit', aby sa na zéklade dat z analyzy chudoby upravilo zameranie prace v rezorte
zdravotnictva, a poskytnit’ prileZitost’ preorientovat’ plany a stratégie v zdravotnictve na
také opatrenia, ktoré by s najvac¢Sou pravdepodobnostou mohli viest’ k znizeniu chudoby;

10. zdoraziiuje, ze pristup k pitnej vode a k vyzive st zdkladnou podmienkou pre dobré
zdravie obyvatel'stva; trva preto na prierezovom rozmere zdravia a zlepSovania Zivotnych
podmienok, ktory prispieva k zvySovaniu o¢akévanej dlzky Zivota;

11. vyzyva rozvojové krajiny, aby obnovili svoj systém zékladnych verejnych
zdravotnickych sluzieb a ziada EU, aby podporila toto Gsilie poskytnutim pomoci pre
mimoriadne situdcie a posilnenim l'udskych a inStitucionalnych prostriedkov
a infraStruktary;

12. domnieva sa, Ze investicie do vodnych zdrojov, kanalizacie a infrastruktiry, ako aj
zvySovanie povedomia o spojitosti medzi zdravim, ¢istou vodou, kanalizaciou a
hygienou, su vel'mi dolezité pre boj proti chorobam prendSanym vodou (vratane zapalu
plic, hnac¢ky a malarie) a pre zavedenie systému zdravotnej starostlivosti;

13. ziada, aby politicky dokument o 'udskych zdrojoch obsiahnuty v akénom programe
Komisie obsahoval aj navrhy naliehavych opatreni ur€enych na zastavenie odlivu
zdravotnickych pracovnikov z rozvojovych krajin, ako aj opatreni, ako napr. lepSie
vzdeldvanie, kariérne moznosti, mzdové podmienky a iné stimuly, bezpe¢né pracovné
podmienky, spolupréca s iniciativami pre konkrétne choroby, dohody o partnerstve,
dobrovol'na podpora a rozSirovanie osved¢enych postupov a technickej podpory;

2005/0033 (COD)
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14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24.

zdoraziuje potrebu koordinacie v ramci EU a medzi EU a inymi globalnymi ¢&i lokalnymi
darcami pomoci, aby bolo mozné spdjat’ odborné znalosti a navzajom si poskytovat’
technickd pomoc s cielom dosiahnut’ lepsSie vysledky;

vita zadvdzok Komisie posilnit’ schopnost’ rozvojovych krajin vykonavat’ vyskum, vyzyva
v8ak na prekrocenie ramca klinickych testov a vytvorenie SirSej koncepcie vyskumu,
ktora by zahfnala operacny vyskum a vyskum zdravotnickych systémov, ktory je vel'mi
dolezity pre vyvoj ucinnejsieho, vykonnejsieho a udrzatel'nejSieho uskutociiovania
opatreni;

zdoraziiuje, Ze na zabezpecenie G¢innosti intervencii, projektov a programov je potrebné
uplatinovat’ vo vedeckom vyskume a pri zavadzani jeho vysledkov osved¢ené postupy;

poznamenava, ze lekarska starostlivost’ by sa mala poskytovat’ tak, aby sa lieky vydavali
a pouzivali s cielom zniZit’ rezistenciu;

poznamenava, Ze prerusenie lie¢by malarie, TBC alebo ARV v dosledku vin tsunami by
mohlo sposobit’ smrt’ mnohych l'udi;

vita vysledky prieskumu Eurobarometra, ktoré ukazuj, Ze verejnost’ v EU sa domnieva,
7e pomoc EU v boji proti AIDS a inym chorobam!'® méze byt’ vel'mi G¢inna;

zdoraziuje naliehava potrebu umoznit’ pristup k lie€ivam a zaroven zdoraziuje, aby
farmaceutické firmy zabezpecili tzemnu i cenovu dostupnost’ liekov aj v krajinach s
nizkymi prijmami obyvatel'ov;

zdoraziuje dolezitost’ vedenia a spolahlivosti krajiny a vyzyva Komisiu, aby zabezpecila,
aby sa do tohto procesu zmysluplne zapojili prislusné komunity a ob¢ianska spolocnost’ s
cielom zaistit’, aby ak¢né radmce odrazali zdujmy a skisenosti marginalizovanych
komunit;

ziada Komisiu, aby vyhodnotila skuto¢ny dopad opatreni zavedenych podl'a nariadenia
Rady (ES) ¢. 953/2003 z 26. méja 2003 o zabraneni obchodnej diverzie uréenych
zakladnych liekov do Eurdpskej unie!!, ako aj poskytovanie vyrobkov s odstupniovanou
cenou farmaceuticky priemyslom s cielom zlepsit’ pristup obyvatel'stva v rozvojovych
krajinach k zékladnym liekom, a aby navrhla, ak sa zistia nedostatky, dodatocné
opatrenia umoziujuce pristup najmé k zdkladnym liekom,;

vyzyva Komisiu, aby vyuzila Férum zainteresovanych stran ES ako systematicky
a pravidelny mechanizmus konzultécii s ob¢ianskou spolo¢nost’ou, 'ud'mi postihnutymi

HIV/AIDS, malariou a TBC a s predstaviteI'mi organizécii komunit z rozvojovych krajin;

pripomina Komisii vyznam zien v primarnej zdravotnicke;j starostlivosti a skuto¢nost’, ze

10 Prieskum Eurobarometru 222, Postoje k rozvojovej pomoci, februar 2005. ) )
11U, v. EU L 135, 3.6.2003, s. 5. Zmenené a doplnené nariadenim Komisie (ES) ¢. 1876/2004 (U. v. EU L 326,
29.10.2004, s. 22)
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25.

26.

27.

28.

29.

30.

31.

32.

Zeny, deti a 'udi s postihnutim je potrebné zahrnut’ do politik v oblasti zdravotnictva a
stvisiacich $tatistik a vyskumov;

vita podporu Komisie v ramci jej akéného programu zamerani na komplexné programy
prevencie zaloZené na dokazoch a naliehavo ziada Komisiu, aby podporila programy
prevencie HIV/AIDS zahriujuce politické vedenie, vzdelavanie podporujiice zmenu
spravania, programy na zniZenie $kod, distribliciu tovaru, dobrovol'nicke poradenstvo

a testovanie, dodavky bezpecnej krvi, opatrenia na zniZenie zranitel'nosti skupin

s vysokym rizikom nékazy, ako aj socialny vyskum a vyskum spravania;

zdoraziuje potrebu zvysit’ investicie do vyskumu a vyvoja novych technologii na
prevenciu HIV, ako st oCkovacie latky a mikrobicidy, a pozaduje vyvoj pediatricky
upravenych a dostupnych foriem ARV pre 2,2 milionov deti zijacich s HIV, ako aj
diagnostickych a monitorovacich pristrojov vyhovujucich potrebam a usporiadaniu
rozvojovych krajin;

naliehavo Ziada Komisiu, aby uznala, Ze rozlicné epidémie HIV vyzaduju rozlicny
pristup, bez ohl'adu na to, ¢i ide o krajiny so v§eobecnymi alebou koncetrovanymi
epidémiami; zdoraziuje, zZe treba venovat’ zvySent pozornost’ porozumeniu prenosovych
vzorcov za rozli€nych okolnosti a postupom na zéklade tychto dokazov;

pozaduje, aby politiky zniZovania chudoby a podpory rodin postihnutych HIV/AIDS a
inymi chorobami zohl'adnovali starSich I'udi, siroty osirelé a d’alSie bezbranné deti a aby
boli tieto osoby zapojené do navrhovania a realizécie prislusnych programov;

pozaduje silnejSie prepojenie medzi sexudlnym a reprodukénym zdravim a programami
HIV/AIDS, ako aj primerané a cenovo dostupné dodavky tovaru spojen¢ho s HIV/AIDS
a so sexualnym a s reprodukénym zdravim vratane muZzskych a Zenskych prezervativov
a diagnostickych prostriedkov a lie€iv proti STD;

je vel'mi znepokojeny spravami o tom, ze vlady niektorych africkych Statov uplatituja
dail z obratu alebo dovozu na antivirusové a iné lieky, v désledku coho su tieto lieky pre
chudobné komunity nedostupné; naliehavo Ziada Komisiu, aby tato zaleZitost’ vySetrila
a vyzvala tieto vlady, aby dané dane odstranili;

pozaduje, aby sa krajiny postihnuté malariou zaviazali k pouZivaniu kombinovanej liecby
na baze artemizininu (ACT), ktora bola uznana ako najic¢innejsi spdsob liecenia, a aby
urychlili jej zavadzanie, zdroven vyzyva darcov, aby financovali ACT a podporovali
nakup, predkvalifikovanie a vyrobu liekov na baze artemizininu;

ziada priemysel, aby zah4jil vyrobu insekticidmi osetrenych sieti (ITN), najma
insekticidmi oSetrenych sieti s dlhodobym G¢inkom(LLIN), poZaduje programy zamerané
na rychle rozsirenie ITN, poskytovanie skoleni o symptémoch malérie, odstraiovanie
zdrojov stojatych vod a vybavenie stredisk primarnej zdravotnickej starostlivosti liekmi a
spolahlivymi rychlymi diagnostickymi testami, ako aj na posilnenie partnerstiev medzi
Statmi na Ucely koordinécie tohto rozSirovania a odstranenie prekazok pri realizécii tychto
krokov;

RR\572042SK.doc 9/19 PE 357.813v02-00

SK



SK

33.

34.

35.

36.

37.

38.

39.

40.

41.

42.

43.

domnieva sa, ze leiSmanidza si vyzaduje jednoduché a ucinné diagnostické testy, vhodné
pre podmienky v krajinach s nedostatkom finanénych prostriedkov; berie na vedomie, Ze
vyskum a vyvoj novych spdsobov liecby trpi nedostatkom finan¢nych prostriedkov a ze
alternativne lieky sice existuju, ale st drahé a ich aplikacia je narocnd; pozaduje
urychlent registraciu liekov so sl'ubnymi perspektivami, ako je napr. paromomycin a
miltefosin;

berie na vedomie pracu iniciativ DNDi a TDR v suvislosti s lieCbou choroby africke;j
trypanosomozy a zdorazinuje naliehavu potrebu vyhodnotit’ bezpecnost’ a ucinnost’
nifurtimoxu, ako aj potrebu vyvinat’ nové, jednoducho pouziteI'né a presné diagnostické
testy;

pozaduje zvySenie usilia v rdmci prevencii Chagasovej choroby zapojenim ciel'ovych
skupin obyvatel'stva do kontroly prenosu choroby, oddelenim Zivotnych priestorov
zvierat a 'udi a pouzivanim insekticidov proti nositel'ovi choroby;

vita celosvetovy program WHO na identifikaciu oblasti, v ktorych sa endemicky
vyskytuje lymfaticka filaridza, a na lieCbu ohrozenej populacie prostrednictvom davky
lieku na jedno pouZzitie v jednoro¢nych intervaloch poc¢as najmenej piatich rokov;

je presvedceny, ze dodavanie bezpecnych a tcinnych liekov prinasa vel'ké pozitiva a Ze
naklady na zniZovanie alebo odstranenie infekcii aplikdciou darovanych liekov v roénych
alebo dvojro¢nych intervaloch predstavuju priblizne 0,20 eura na lieCent osobu;

pozaduje uskutocnenie rychlych opatreni (,,Quick Wins*) uvedenych v sprave OSN o
projekte Milénium 2005 vratane pravidelného kazdoro¢ného odcervovania;

vyzyva EU, aby prijala konkrétne opatrenia proti chudobe s cielom zabezpegit’ sulad
svojich politik v oblastiach obchodu, rozvojove;j spoluprace a pol'nohospodarstva, a tym
predisla vSetkym priamym a nepriamym negativnym nasledkom na hospodarstva
rozvojovych krajin;

pozaduje opédtovné zdoraznenie podpory liecby dusevnych a neurologickych chordob a
poruch, predovsetkym t'azkej (unipolarnej) depresie a epilepsie;

domnieva sa, ze zdravotnicke sluzby schopné diagnostikovat’, zvladat’ a liecit’ choroby,
ako je diabetes, by zachranili mnohé Zivoty a znizili pocet zdravotnych postihnuti
a amputacii; je potrebné rozsirit’ pristup k inzulinu a liekom proti diabetes druhého typu;

vyzyva Komisiu, aby podporovala programy zamerané na prevenciu a liecbu pérodom
sposobenej fistuly (,,obstetric fistula®) a starostlivost’ o postihnuté zeny a dievcata;

pozaduje iniciativy na poskytnutie urychleného lokalneho pristupu k vhodnym metédam
diagnostiky a bezpe¢ného odberu krvi vratane prislusnych skoleni a infraStruktiry, na
monitorovanie kIi¢ovych zdravotnych parametrov a zdoraziuje, ze je dolezité
zabezpecit', aby vsetky oCkovacie programy nariad’ovali pouzivanie takej zdravotnickej
techniky, ktora vylucuje opakované pouzivanie materialu;
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44. vyzyva Komisiu, aby podporila posilnenie narodnych a medzinarodnych programov
kontroly tabaku;

45. je presvedceny, Ze partnerstvd medzi verejnym a sikromnym sektorom, ako napr.
partnerstvo RBM, Aliancia TB, IAVI, IPM, GAVI/Fond pre ockovacie latky, MMV,
DNDi a Institat pre zdravie jedného sveta, su spolu s TDR kl'ai¢om k inovaciam a
budovaniu kapacit;

46. vyjadruje polutovanie nad skuto¢nostou, Ze vyvoj a vyskum v oblasti chordb, ktoré
takmer vylu¢ne postihuju chudobnych I'udi v rozvojovych krajinach, je v dosledku
nedostatku zivotaschopnych trhov nedostato¢ny a zdoraziuje potrebu medzinarodného
usilia o népravu tohto stavu;

47. pozaduje, aby siedmy rdmcovy program obsahoval konkrétnu zmienku o vyskume
ochoreni postihujticich ob¢anov rozvojovych krajin a o jeho financovani;

48. vyzyva Komisiu, aby sa zamyslela nad sposbmi uskuto¢niovania konkrétnych opatreni
v oblasti flexibility si¢asnych a planovanych tematickych rozpoc¢tovych poloziek, ako aj
v oblasti zjednoduSovania postupov, s cielom zlepsit’ synergie a konzistentnost’ politik,
sluzieb a programov Spolocenstva v oblasti boja proti tymto trom chorobam,;

49. vyzyva Komisiu, aby spolupracovala s WHO, okrem iného prostrednictvom Osobitného
programu pre vyskum a vzdelavanie v oblasti tropickych chordb a Iniciativy pre vyskum
o¢kovacich latok, pri zostavovani zakladného programu vyskumu a vyvoja, ktory by
definoval potreby a priority pre rozvojovy svet;

50. domnieva sa, Ze kontrola a registracia liekov by mali zodpovedat’ prioritdm krajin
s vyskytom endemickych chordb, pri€om yb mali existovat’ osobitné postupy na lepSie
hodnotenie pomeru rizika a prospechu liekov proti zanedbavanym chorobam;

51. pozaduje zlepsit’ pracovné podmienky pre zdravotnickych pracovnikov pracujucich
v rozvojovych krajinach, zabezpecit’ vhodné zdravotnicke vybavenie a prenos
technologii; pozaduje zvysit’ pocet vymennych programov pre lekarov z Europy do
rozvojovych krajin a naopak;

52. vyzyva Komisiu, aby podporovala integrované vyskumné projekty zahfnajiice kompletny
proces identifikacie chemickych latok az po uvedenie najucinnejsieho pripravku na trh;

53. pozaduje, aby sa aktivity EDCTP rozsirili aj na d’alSie zanedbavané choroby a d’alSie fazy
klinického vyvojal4;

54. pozaduje, aby sa medzinarodné normy pre eticky vyskum, ako napr. normy vypracované
v Helsinskej deklaracii, uplatiiovali vo vSetkych krajinach;

55. pozaduje spolupracu s farmaceutickym priemyslom v oblasti chor6b suvisiacich s
chudobou a ziada, aby novy ramcovy névrh na vyskum a vyvoj v oblasti tychto chordb

14 (FazalalV).
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56.

57.

58.

poskytoval podnety pre investicie vratane protokoldrnej pomoci, odpustenia poplatkov,
danovych dobropisov, dotécii, udelovania cien za inovacie, pomoci pre predkvalifikaciu,
zévizkov na predbezné odkupenie a ¢iastocného prevodu patentovych prav k lieckom,;
pozaduje tiez ,,pristup zaloZeny na potrebach;

zdoraziuje, Ze vzdelavanie a planovanie rodiny su rovnako dolezité ako pristup
k u¢innym liekom;

poZaduje, aby sa pre farmaceuticky priemysel zaviedla povinnost reinvestovat urCité
percento zo zisku do vyskumu a vyvoja zanedbavanych chorob ¢i uz priamo alebo
prostrednictvom verejnych programov alebo aby sa mu v tejto suvislosti poskytli
podnety;

v suvislosti s komisiou WHO pre duSevné vlastnictvo, inovécie a zdravie naliehavo
pozaduje vypracovanie novej zmluvy o globdlnom vyskume a vyvoji v oblasti mediciny
zahriujicej minimalnu povinnl podporu vyskumu a vyvoja, mechanizmy stanovenia
priorit a posudenia systému obchodovatel'nych uverov pre investicie do urcitych
projektov;

59. je presvedceny, ze rozvojové politiky by mali podporovat’ budovanie miestnych

60.

61.

62.

vyskumnych, vyvojovych a vyrobnych kapacit prostrednictvom prenosu a spolo¢ného
vyuZivania technologii;

vita, Zze Komisia vo svojom ak¢nom programe podporuje projekt predkvalifikacie
vypracovany WHO a vyzyva Komisiu, aby spolupracovala s WHO pri posilneni
a roz§ireni svojej schopnosti splnit’ tlohy tohto projektu;

vyzyva Komisiu a ¢lenské Staty, aby aktivne podporovali uplatiiovanie deklaracie z Doha
a postavili sa proti postupu ¢lenskych statov WTO s ciel'om spochybnit’ zaviazky, ku
ktorym sa jednomyselne prihlasili v deklaracii o dusevnom vlastnictve a verejnom zdravi,
najmé vzhl'adom na vyjednavanie o doloZzkach ,,TRIPS plus* v rdmci regiondlnych dohod
o vol'nom obchode;

poveruje svojho predsedu, aby postupil toto uznesenie Rade, Komisii, Svetovej
zdravotnickej organizacii a Spolo¢nému parlamentnému zhromazdeniu AKT-EU.
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EXPLANATORY STATEMENT

"Principiis obstata; sero medicina paratur
Cum mala per longas convaluere moras."
(Stop it at the start; it's late for medicine to be prepared when disease has grown strong
through long delays). Ovid

2005 has seen a new health threat on our agenda: Marburg emerged in Angola. This deadly
haemorrhagic disease has a mortality rate of over 90%. ECHO has swiftly supported
Meédecins Sans Frontiéres in providing not just powerful antibiotics and intravenous fluids,
but water purification systems and disposable protective gear.

Just one example of the need for vigilance, prevention and rapid response, just one reason
why we must never cherry pick in our battle against disease. We must continue to tackle the
Big Three of AIDS, Malaria and Tuberculosis - which are still not under control and are still
spreading to new regions - but as many or more people die, become chronically ill or live with
disabilities caused by diseases the world neglects. It is time to end that poverty of fatalism; it
is time to bring neglected diseases in from the cold and to bring real hope to those who live
with and too often die from them.

There are emerging health threats from new diseases such as Avian Flu and Ebola, which
pose a growing risk to EU citizens as a result of the increase in travel and population mobility.
It is possible that some of these diseases will increase in frequency in the western world as a
result of global warming. Meanwhile, old infectious diseases are resurgent, notably TB,
increasingly in multi-drug resistant strains. The fight against disease everywhere is in
everybody’s health and indeed security interests.

Health research and development (R&D) can yield rapid results. The outbreak of Severe
Acute Respiratory Syndrome (SARS) in 2003 led to unprecedented international cooperation
to sequence the virus, and through successful public and private cooperation, to develop and
deploy a diagnostic kit. SARS also made communicable disease a political priority, leading to
the establishment of the European Centre for Disease Prevention and Control. We need the
same dynamic approach to deal with other major global diseases.

Only a very few new drugs and vaccines have been developed to deal with the “most
neglected diseases” - often parasitic diseases such as Leishmaniasis, Sleeping Sickness or
Onchocerciasis, and Dengue, Trachoma and infectious diarrhoeal diseases. Patients suffering
from these illnesses are given archaic drugs, some of which are highly toxic, ineffective or
difficult to administer.

Urgent action is needed to develop new drugs, tests and vaccines that are adapted to
developing countries’ needs, and to make them available at affordable prices.

Less than 1% of the 1,393 new drugs placed on the market between 1975 and 1999 were

developed for infectious, tropical diseases. Since then the situation has remained virtually
unchanged, although a handful of organisations are now working to change it. There already
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exists the scientific knowledge that could contribute to the development of new treatments.
Because of the lack of a viable commercial market, they need direct support to ensure that the
R&D is carried out to find new diagnostic tests and treatments.

To our shame, “Neglected Diseases” have not received the attention they deserve from EU
actions. The European Parliament, in its report of 12 July 2001! specifically requested the
Commission “to take the initiative for a proposal for neglected diseases (such as
trypanosomiasis, filariasis, bilharzia and ebola); this proposal should provide incentive for the
development of drugs and vaccines destined to combat poverty-related diseases for which
there is a limited market”. Then, its report of 10 December 20032 on the update of the EC
Programme for Action said “no research is currently being carried out into the most neglected
diseases which mainly affect developing countries” and that “there is a chronic shortage of
investment in research and development in poverty-related diseases and in R&D in the
developing countries themselves to obtain the medicines which meet the needs of those
countries”.

To get drugs for neglected diseases on the market, the Commission should support integrated
research projects involving the complete process of identification of likely candidate
chemicals through to the most effective and least toxic being put on the market. This will
involve screening potential chemicals which are active against these diseases, selection of
those with the most potential, carrying out pre-clinical testing on them, and based on these
results, developing and carrying out clinical trials on the most promising drugs. The emphasis
on “translational research” to bridge the gaps between basic research and useful applications
in the Seventh Research Framework Programme is good news - but this should explicitly
include neglected diseases most in need of such research. In addition, the activities of the
EDCTP should be expanded to include other neglected diseases as well as other phases of
clinical development.

DNDi has estimated that over the next ten years a minimum of €250 million will be needed to
put on the market six or seven medicines that are effective against Trypanosomiasis, Chagas
Disease, and Leishmaniasis, and to have a balanced portfolio for other key medicines at
various stages of development.

Health systems in many developing countries are starved of resources. The countries
themselves will need to mobilise increased investment for better health outcomes, and
initiatives to commit more money from national budgets to health are welcome. Yet the
international community will need to complement country level public and private
investments with long-term financial support; many countries will require capacity building
and technical support, including training of health workers at the local level. To this end, the
European Parliament has consistently called for adequate, predictable and additional funding
and for 35% of development aid to be allocated to health and education.

Nor should it be forgotten that millions of people throughout the world suffer from mental and
neurological disease. Although effective treatments exist for many of these diseases, most of
the middle and low-income countries devote less than 1% of their health expenditure to

' (A5-0263/2001).
2 (A5-0474/2003).
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mental and neurological health.

Developing countries have inadequate access to affordable services and drugs. The reasons
are complex and include the effects of international and national pricing policies, tariffs,
taxation and the implementation of intellectual property rights agreements. Options to further
improve access and affordability include the exploration of the use of differential or tiered
pricing, voluntary licensing agreements, technology transfer and an increase in local capacity
for production.

Diseases which merit attention

Malaria

Globally 2.2 billion people are at risk of Malaria. Plasmodium falciparum is the most deadly
form of Malaria of which there were over 500 million cases in 2002. Most common in sub-
Saharan Africa, it causes extremely high mortality, mostly in children. Pregnant women and
unborn children are particularly vulnerable.

Malaria is spreading to new regions of the world and reappearing in areas where it had been
eliminated. Imported malaria is now a health issue in Europe. Between 1972 and 2000 the
reported number of imported cases increased ten-fold, from 1,500 to over 15,000; more than
700 people in the WHO European Region have died in the last decade.

Malaria is preventable and curable - with more support for programmes to encourage the use
and renewal of mosquito nets, to provide training in recognition of symptoms of malaria, to
remove sources of stagnant water, and to equip primary health services with treatment drugs.

In the face of drug resistance and ineffective insecticides, the WHO recommends combining
two antimalarials, one being a derivative of artemisinin made from the plant Artemisia annua.
Cultivation of the plant takes at least 6 months and extraction, processing and manufacturing
at least 2 to 5 months. Therefore, reliable forecasting of global ACT requirements is essential
for securing supplies.

In April 2005, DNDi announced the development of an artesunate and amodiaquine co-
formulation in a single tablet, which should become the indispensable treatment for malaria. It
will be sold at cost to the countries affected, to international organisations and NGOs. It will
be less expensive than all other combinations containing artemisinin derivatives and is not
covered by any patent. This development, funded in part by the EU Research budget,
illustrates the potential of R&D into other neglected diseases.

HIV/AIDS

An estimated 39.4 million people are living with the HIV virus. Last year AIDS killed 3.1
million people, the majority in sub-Saharan Africa. Only 700,000 of the nearly 6 million
people in need of antiretroviral (ARV) treatment against HIV in developing countries have
access to it, and since July 2004 only 260,000 new patients have benefited from ARV therapy
in developing countries. ARV prices are high and second-line medicines up to twelve times
more expensive than the most affordable WHO-recommended first-line generics.

It is estimated that 16 million children under 15 have already lost either
one or both parents to HIV/AIDS, leaving the old and young to support
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each other in families. The needs of children and older people (often
carers) should not be neglected.

A massive effort on all fronts of prevention, treatment, care (including palliative care),
microbicides and vaccines is needed to achieve a response on a scale that matches that of the
global AIDS epidemic.

TB
An estimated 1.8 million people died of TB in 2002. Southeast Asia accounts for a third of
cases globally and Africa accounts for more than a quarter.

TB accounts for about 13% of AIDS deaths worldwide. Drug resistant TB is increasing and
strains of TB resistant to all major anti-TB drugs have emerged. Particularly dangerous is
MultiDrug-Resistant TB. While drug-resistant TB is generally treatable, it requires up to two
years of expensive chemotherapy.

Leishmaniasis

The group of diseases caused by Leishmania parasites are transmitted by sandfly bites. The
leishmaniases are endemic in 88 countries and 12 million people are affected. Around 1.5 to 2
million new cases occur annually, and this is rising.

The most life-threatening form is Visceral Leishmaniasis (VL), commonly known as
kala-azar, which attacks the immune system and from which the 57,000 deaths reported in
1999 is thought to be significantly below the real number. Pentavalent antimony, the most
widely prescribed drug to treat Leishmaniasis, was discovered a century ago, has serious side
effects, requires prolonged treatment and is losing efficacy in some regions due to parasite
resistance. Although newer treatments exist, they are not optimal due to problems of toxicity,
high price or difficulty in administration. Co-infection with HIV poses an additional
challenge.

AIDS and VL reinforce one another. VL accelerates the onset of AIDS and shortens the life
expectancy of HIV-infected people, whilst HIV spurs the spread of VL. AIDS increases the
risk of VL by 100-1000 times in endemic areas. Leishmania/HIV co-infections are considered
a real threat, even in south-western Europe.

Schistosomiasis

Schistosomiasis (bilharzia) infects 200 million people globally of which 20 million are
thought to suffer severe consequences causing about 20,000 deaths annually. Treatment with
praziquantel is available but there is concern over the potential for the emergence of resistant
parasites. Again there is a need to develop alternative therapies.

Sleeping Sickness

Human African Trypanosomiasis (HAT), or sleeping sickness, is caused by a species of
Trypanosoma via the bite of the tsetse fly. The disease ultimately spreads to the central
nervous system when the characteristic signs of sleeping sickness appear. HAT is endemic in
sub-Saharan Africa with 60 million people at risk. WHO estimates over 300,000 cases of the
disease, but most go unreported.
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The limited choice of available drugs, their toxicity (causing mortality in 5% of patients), and
the disease’s growing unresponsiveness to drugs, make it imperative that new treatments are
urgently developed.

Chagas Disease

American Trypanosomiasis or Chagas Disease is prevalent in Central and South America
where 18 million people are infected with the parasite and an estimated 50,000 deaths occur
annually. This amounts to about 25% of the region’s population at risk, yet only two drugs,
nifurtimox and benznidazole - neither ideal - can treat the acute phase; for chronic Chagas
Disease there is no treatment at all.

Dengue

Dengue is a mosquito-borne infection found in tropical and sub-tropical regions,
predominantly in urban and semi-urban areas. The global prevalence of Dengue has grown
dramatically in recent decades and it is now endemic in more than 100 countries.

Some 2,500 million people - two fifths of the world’s population - are now at risk from
dengue. WHO currently estimates 50 million cases of infection worldwide every year.
Between 1995 and 2001 the number of reported cases more than doubled in the Americas.

In recent years, Aedes Albopictus, a secondary Dengue vector in Asia, has spread to parts of
Europe, the USA and other countries thought to be a result of the international trade in used
tyres.

There is no specific treatment for dengue fever. Vaccine development for Dengue and Dengue
Haemorrhagic Fever is difficult but progress is being made.

Ebola Haemorrhagic Fever

Ebola Haemorrhagic Fever has killed over 1,200 since the Ebola virus was discovered. No
specific treatment or vaccine is yet available. Several vaccine candidates are being tested but
it could be several years before any are available. A new drug therapy has shown early
promise in laboratory studies and is being evaluated further. However, this too will take
several years.

Lymphatic Filariasis

Over 120 million people are infected by Lymphatic Filariasis, known as Elephantiasis; over
40 million of them are seriously incapacitated and disfigured by the disease which spreads
because of rapid urban growth. Lymphatic Filariasis can cause enlargement of limbs, genitalia
and breasts and internal damage to the kidneys and lymphatic system. In endemic
communities up to 50% of men and 10% of women can be affected. Treatment is by a once-
yearly administration of single doses of albendazole plus either diethylcarbamazine or
ivermectin carried out for 4-6 years.

Buruli Ulcer

Buruli Ulcer is an emerging health threat; the third most common mycobacterial infection in
healthy people after TB and leprosy. It destroys skin and tissues and causes deformities.
Lesions occur mainly in the limbs. At present, the only treatment available is surgery to
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remove the lesion and a skin graft if necessary. This is both costly and dangerous, with loss of
tissues or permanent disability.

Neuropsychiatric Disorders

Mental illnesses are common to all countries and are rapidly increasing. They cause
considerable economic and social costs. One in four of us develop one or more such disorders
at some stage in life and 450 million people world-wide are affected by mental, neurological
or behavioural problems.

Cost-effective treatments exist for most disorders, but mental health legislation, treatment and
community care are not given the priority they deserve.

Some 121 million people currently live with depression. Each year 5.8% of men and 9.5% of
women will experience a depressive episode and 873,000 people commit suicide each year.

50 million people are affected by Epilepsy; more than 80% of them in the developing world.
70% of people with Epilepsy can be seizure-free if treated with antiepileptic drugs. Although
in most countries the cost of treatment can be as low as $5 per patient per year, the vast
majority remain untreated. In Africa, 80% receive no treatment.

24 million people have Schizophrenia; 37 million people live with dementia, mainly
Alzheimer’s. With ageing populations, this is projected to rise rapidly in coming years.

Child and adolescent disorders are common. 10-20% of children have mental or behavioural
problems. The overall prevalence of learning disability is between 1% and 3%. It is more
common in developing countries because of higher incidence of injuries and deprivation of
oxygen at birth and early childhood brain infections.
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