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OZNAMENIE
Ministerstva zahranicnych veci Slovenskej republiky

Ministerstvo zahraniénych veci Slovenskej republiky oznamuje, Ze 4.
aprila 1997 bol v Oviede otvoreny na podpis Dohovor o ochrane
Iudskych prav a dostojnosti ¢loveka v suvislosti s aplikaciou biolégie a
mediciny - Dohovor o ludskych pravach a biomedicine. Narodna rada
Slovenskej republiky vyslovila s dohovorom suhlas svojim uznesenim
€. 734 z 2. oktdobra 1997 a prezident Slovenskej republiky ho
ratifikoval 22. decembra 1997. Ratifikaéna listina bola uloZzena u
depozitara dohovoru, generalneho tajomnika Rady Eurépy, 15. januara
1998. Dohovor nadobudol platnost pre Slovensku republiku 1.
decembra 1999 v silade s ¢clankom 33 ods. 3.

DOHOVOR O OCHRANE LUDSKYCH PRAV A DOSTOJNOSTI CLOVEKA V SUVISLOSTI S
APLIKACIOU BIOLOGIE A MEDICINY DOHOVOR O LUDSKYCH PRAVACH A BIOMEDICINE
PREAMBULA Clenské staty Rady Eurdpy, ostatné staty a Europske spolocenstvo ako signatari
tohto dohovoru, beruc do uvahy VsSeobecnu deklaraciu Iudskych prav vyhlasenu Valnym
zhromazdenim Spojenych narodov 10. decembra 1948; beruc do uvahy Dohovor o ochrane
Iudskych prav a zakladnych slobod zo 4. novembra 1950; bertic do uvahy Eurépsku socialnu
chartu z 18. oktoébra 1961; bertiic do tivahy Medzinarodny pakt o obcianskych a politickych
pravach a Medzinarodny pakt o hospodarskych, socialnych a kultarnych pravach zo 16. decembra
1966; beruc do uvahy Dohovor o ochrane osobnosti vo vztahu k automatizovanému spracovaniu
osobnych udajov z 28. januara 1981; bertuc do tvahy aj Dohovor o pravach dietata z 20. novembra
1989; presvedcené, ze cielom Rady Eurdpy je dosiahnutie vacSej jednoty medzi jej clenskymi
Statmi a jednou z metod na dosiahnutie tohto ciela je dodrziavanie a dalSie uplatnovanie fudskych
prav a zakladnych slobdd; vedomé si urychlujuceho sa rozvoja biologie a mediciny; presvedcené o
nutnosti reSpektovat ¢cloveka ako jedinca i ako prislusnika ludského rodu a uznavajuc dolezitost
zabezpecenia dostojnosti ¢loveka; vedomé si toho, Ze zneuzitie biologie a mediciny moéze viest k
aktom ohrozujucim ludsku doéstojnost; potvrdzujic, Ze pokrok v biologii a medicine by sa mal
vyuzivat na prospech sucasnych a buducich generacii; zddraznujuc potrebu medzinarodnej
spoluprace, aby biolégia a medicina sluzili pre dobro vsetkych Iudi; uznavajic vyznam podpory
verejnej diskusie o otazkach suvisiacich s aplikaciou biologie a mediciny a odpovede na ne; v usili
pripomenut vsetkym c¢lenom spolo¢nosti ich prava a povinnosti; beric do tuvahy pracu
Parlamentného zhromazdenia vratane Odportucania 1160 (1991) k priprave dohovoru o bioetike;
rozhodnuté prijat potrebné opatrenia na ochranu doéstojnosti ¢loveka a zakladnych prav jedinca v
suvislosti s aplikaciou biologie a mediciny, dohodli sa takto:
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KAPITOLA I
VSEOBECNE OPATRENIA

Clanok 1
Uéel a predmet
Zmluvné strany budu chranit dostojnost a identitu vsetkych Tudi a zarucia kazdému bez

diskriminacie respektovanie jeho integrity a inych prav a zakladnych slobdd v suvislosti s
aplikaciou biologie a mediciny.

Kazda zmluvna strana prijme v ramci svojho vnutroStatneho zakonodarstva nevyhnutné
opatrenia potrebné na realizaciu ¢lankov tohto dohovoru.

Clanok 2
Priorita Iudskej bytosti

Zaujmy a blaho ¢loveka budua mat prednost pred vyhradnym zaujmom vedy a spolo¢nosti.

Clanok 3
Spravodlivy pristup k starostlivosti o zdravie
Zmluvné strany prijma v ramci svojej jurisdikcie zodpovedajuce opatrenia na zabezpecenie
spravodlivého pristupu k starostlivosti o zdravie, pricom sa bude brat do uvahy tak potreba
zdravotnej starostlivosti, ako aj dostupné zdroje.
Clanok 4
Profesionalne standardy

Kazdy zasah do oblasti zdravia vratane vyskumu sa musi robit v sulade s prislusnymi
zmluvnymi zavazkami a Standardmi.

KAPITOLA 11
SUHLAS
Clanok 5

Vseobecné pravidla

Zasah v oblasti zdravia sa méze vykonat iba vtedy, ak osoba, ktorej sa tyka, bola informovana a
so zasahom vyjadrila suhlas.

Pred zakrokom musi byt osoba primerane informovana o jeho ucele a povahe, ako aj o
nasledkoch a rizikach zakroku.

Prislusna osoba moze svoj stihlas kedykolvek slobodne zrusit.

Clanok 6
Ochrana osdb, ktoré nie si sposobilé vyjadrit sahlas

(1) Ako je ustanovené v clankoch 17 a 20, zakrok na osobe, ktora nie je sposobila vyjadrit
suihlas, sa vykona iba v pripade, ak ide o jej priamy prospech.

(2) Na maloletom, ktory podla zakona nie je sposobily vyjadrit suhlas so zakrokom, sa moze
zakrok vykonat jedine so suihlasom jeho zastupcu, institiacie alebo osoby, ¢i organu ustanoveného
zakonom.

Nazor maloletého sa bude brat vo zvySujucej miere do uvahy umerne k jeho veku a stupnu
zrelosti.
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(3) Ak v zmysle zakona dospela osoba nie je sposobila vyjadrit suhlas vzhladom na dusevnu
poruchu ¢i chorobu, alebo podobné dovody, zakrok sa méze vykonat len so stithlasom jej zastupcu,
institucie alebo osoby, ¢i organu ustanoveného zakonom. Dana osoba sa podla moznosti zticastni
pri rozhodovani o vysloveni suhlasu.

(4) Zastupca, institacia alebo osoba, ¢i organ uvedeni v odsekoch 2 a 3 dostanu za rovnakych
podmienok informacie uvedené v ¢lanku 5.

(5) Suhlas uvedeny v odsekoch 2 a 3 sa moéze kedykolvek v zaujme ziiCastnenej osoby zrusit.

Clanok 7
Ochrana os6b s dusevnou poruchou

S prihliadnutim na ochranné ustanovenia zakona vratane dozoru, kontroly a odvolacieho
konania moze byt osoba s tazkou dusevnou chorobou podrobena zakroku zameranému na liecbu
dusevnej poruchy bez jej suhlasu iba vtedy, ak by jej bez takej liecby hrozilo vazne poskodenie
zdravia.

Clanok 8
Nudzové situacie

Ak v dosledku nudze nie je mozné ziskat zodpovedajuci suhlas, moéze sa lekarsky zakrok
uskutocnit bezodkladne v zaujme zdravia danej osoby.

Clanok 9
Predchadzajice prianie

U pacienta, ktory v ¢ase zakroku nie je v takom stave, Ze moéze vyjadrif svoje prianie, treba
prihliadat na prianie, ktoré vyslovil s vykonanim zakroku skor.

KAPITOLA III
SUKROMNY ZIVOT A PRAVO NA INFORMACIE

Clanok 10
Sukromny zivot a pravo na informacie

(1) Kazdy ma pravo, aby sa reSpektoval jeho sukromny Zivot v suvislosti s informaciami o jeho
zdravi.

(2) Kazdy ma pravo na vSetky informacie tykajuce sa jeho zdravotného stavu. Prianie jednotlivca
nebyt o nom informovany sa dodrzi.

(3) Vo vynimoc¢nych pripadoch mozno v zaujme pacienta zakonom obmedzit prava pacienta
uvedené v odseku 2.

KAPITOLA IV
LUDSKY GENOM

Clanok 11
Zakaz diskriminacie

Akakolvek forma diskriminacie osoby na zaklade jej genetickej vybavenosti je zakazana.
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Clanok 12
Prediktivne genetické testy

Skriningové testy genetickych chorob alebo také, ktoré sluzia na identifikdciu nosicov génu
recesivnej choroby alebo detekciu predispozicie, alebo nachylnosti k chorobe, mozno vykonat
vyhradne na zdravotné ucely a vedecky vyskum s nimi spojeny, pricom ho musi sprevadzat
primerané genetické poradenstvo.

Clanok 13
Zakrok do ludského gen6ému

Zakrok, ktorého cielom je modifikacia ITudského genomu, sa moze vykonat len na preventivne,
diagnostické alebo terapeutické ucely a len do tej miery, aby sa neporusila zarodo¢na bunkova
linia.

Clanok 14
Zakaz vyberu pohlavia

Pouzitie technik lekarsky asistovanej prokreacie nie je dovolené na ucely volby pohlavia
budtiiceho diefata s vynimkou pripadu, kde by sa malo vyhnut vaZznemu dedi¢nému ochoreniu
viaZzZucemu sa na pohlavie.

KAPITOLA V
VEDECKY VYSKUM

Clanok 15
Vseobecné pravidla

Vedecky vyskum v oblasti biolégie a mediciny sa bude vykonavat slobodne a s prihliadnutim na
ustanovenia tohto dohovoru a inych pravnych noriem zabezpecujucich ochranu Iudskej bytosti.

Clanok 16

Ochrana osob, ktoré siu zaradené do vyskumu
Vyskum sa moze vykonavat na Iudoch iba po splneni vSetkych tychto podmienok:

a) neexistuje ina porovnatelne efektivna alternativa k vyskumu na Iudoch,
b) rizika pre danu osobu nie su v disproporcii s moznym prospechom vyskumu,

c) vyskumny projekt schvalil kompetentny organ po nezavislom zhodnoteni jeho vedeckého
prinosu vratane zhodnotenia dolezitosti ciela vyskumu a multidisciplinarneho preverenia jeho
etickej prijatelnosti,

d) osoby podstupujuce vyskum boli informované o svojich pravach a zarukach, ktoré im na ich
ochranu poskytuje zakon,

e) nevyhnutny suhlas podla ¢lanku 5 bol vyslovne vyjadreny a zdokumentovany. Takyto suhlas
mozno kedykolvek slobodne zrusit.

Clanok 17
Ochrana osdb, ktoré nie si sposobilé vyjadrit sahlas s vyskumom

(1) Vyskum na osobe, ktora nie je sposobila vyjadrit suhlas, ako je uvedené v ¢lanku 5, sa moze
vykonat iba po splneni vSetkych tychto podmienok:
a) podmienky uvedené v ¢lanku 16 pism. a) az €) boli splnené,
b) vysledky vyskumu budt mat skuto¢ny a priamy priaznivy ui¢inok na zdravie danej osoby,

c) vyskum s porovnatelnym ucinkom sa nemoézZe vykonaf na osobach, ktoré su sposobilé dat
suhlas,
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d) potrebny suhlas podla ¢lanku 6 bol udeleny Specificky a pisomne,
e) dana osoba nema namietky.
(2) Vynimo¢éne a za ochrannych opatreni ustanovenych zakonom sa moéze schvalit vyskum,

ktorého vysledky nebudu mat skutoc¢ny a priamy priaznivy Gi¢inok na zdravie danej osoby, ak su
splnené podmienky uvedené v odseku 1 pism. a) az e), ako aj tieto dodato¢né podmienky:

a) cielom vyskumu je vyraznym zlepSenim vedeckého pochopenia stavu, choroby alebo poruchy
jedinca prispiet ku kone¢nému dosiahnutiu vysledkov, ktoré by mali priaznivy vplyv na zdravie
danej osoby alebo inych osdb rovnakej vekovej kategorie, alebo os6b postihnutych tou istou
chorobou alebo poruchou, alebo 0s6b s rovnakym zdravotnym stavom,

b) vyskum je spojeny len s minimalnym rizikom a minimalnou zatazou pre danu osobu.

Clanok 18
Vyskum na embryach in vitro

(1) Ak zakon dovoluje vyskum na embryach in vitro, zakon zabezpeci primeranut ochranu
embrya.

(2) Vytvaranie I'udskych embryi na vyskumneé tcely je zakazané.

KAPITOLA VI
ODBER ORGANOV A TKANIV OD ZIVYCH DARCOV NA UCELY TRANSPLANTACIE

Clanok 19
Vseobecné pravidla

(1) Ziskavanie organov alebo tkaniv od Zivych darcov na ucely transplantacie je mozné vylucéne
iba vtedy, ak ide o priamy terapeuticky prospech prijemcu a nie je mozné ziskat vhodny organ od
mftvych osob a nie je znama ziadna alternativna liecebna metéda s porovnatelnym vysledkom.

(2) Nevyhnutny suhlas stanoveny v ¢lanku 5 musi byt vyjadreny vyslovne a Specificky v
pisomnej forme alebo pred zodpovednym organom.

Clanok 20
Ochrana osob, ktoré nie sii sposobilé vyjadrit sihlas s odberom organov

(1) Ziaden organ sa nemdze odobrat osobam, ktoré nie st sposobilé vyjadrit sahlas s odberom
organov podla ¢lanku 5.

(2) Vynimocne, v sulade s ochrannymi ustanoveniami ustanovenymi zakonom, a po splneni
tychto podmienok mozno schvalift odobratie regenerativneho tkaniva osobam, ktoré nie su
spoOsobilé vyjadrit svoj sihlas:

a) nie je k dispozicii kompatibilny darca, ktory je spésobily vyjadrit suhlas,
b) prijemca je brat alebo sestra darcu,
¢) darcovstvo musi mat pre prijemcu Zivot zachranujuci potencial,

d) suhlas uvedeny v ¢lanku 6 ods. 2 a 3 je vyjadreny Specificky a pisomne v sulade so zakonom a
so schvalenim kompetentného organu,

e) potencialny darca nema namietky.
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KAPITOLA VII
ZAKAZ FINANCNEHO ZISKU A POKYNY NA DISPONOVANIE S CASTAMI LUDSKEHO TELA

Clanok 21
Zakaz finan¢éného zisku

Ludské telo a jeho c¢asti ako také nesmu byt predmetom finanéného prospechu.

Clanok 22
Pokyny na disponovanie s odstranenymi castami ludského tela

Ak sa pocas lekarskeho zakroku odoberie nejaka cast Iudského tela, moze sa uchovat a pouzit
na iny ucel, ako bol ten, ktory viedol k jej odobratiu, iba ak sa dodrzali postupy tykajuce sa
informovania darcu a jeho suhlasu.

KAPITOLA VIII
PORUSENIE USTANOVENI DOHOVORU

Clanok 23
Porusenie prav alebo principov

Zmluvné strany zabezpecia prislusni sudnu ochranu na zabranenie protipravnym zasahom do
prav a principov uvedenych v tomto dohovore alebo na ich zastavenie.

Clanok 24
Odskodnenie za neprimerané poskodenie

Osoba, ktora utrpela neprimerané poskodenie ako vysledok zakroku, ma narok na spravodlivé
odskodnenie podla podmienok a postupov ustanovenych zakonom.

Clanok 25
Sankcie

Zmluvné strany zabezpecia primerané sankcie, ktoré sa pouziju pri porusSeni ustanoveni
uvedenych v tomto dohovore.

KAPITOLA IX
VZTAH MEDZI DOHOVOROM A INYMI USTANOVENIAMI

Clanok 26
Obmedzenia vykonavania prav

(1) Vykon prav a ochrannych ustanoveni uvedenych v tomto dohovore nebude podliehat inym
obmedzeniam ako tym, ktoré predpisuje zakon a ktoré su potrebné v demokratickej spolocnosti v
zaujme verejnej bezpecnosti, predchadzania trestnej ¢innosti, ochrany verejného zdravia alebo
ochrany prav a slobéd inych.

(2) Obmedzenia uvedené v odseku 1 sa nesmu tykat ¢lankov 11, 13, 14, 16, 17, 19, 20 a 21.

Clanok 27
Sirsia ochrana

Ziadne z ustanoveni tohto dohovoru sa nesmie vykladat ako obmedzujuce alebo inak
ovplyvnujuce moznosti zmluvnej strany prijat v suvislosti s aplikaciou biologie a mediciny dalSie
ochranné opatrenia ako tie, ktoré si uvedené v tomto dohovore.
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KAPITOLA X
VEREJNA DISKUSIA

Clanok 28
Verejna diskusia

Zmluvné strany tohto dohovoru zabezpecia, aby zakladné otazky suvisiace s pokrokom v biologii
a medicine boli predmetom verejnej diskusie, a to hlavne z relevantnych lekarskych, socialnych,
ekonomickych, etickych a pravnych doésledkov a aby ich mozna aplikacia bola predmetom
primeranych konzultacii.

KAPITOLA XI
VYKLAD A ROZVOJ DOHOVORU

Clanok 29

Vyklad dohovoru
Euréopsky sud pre ludské prava moéze bez priameho odvolania sa na Specifické sudne konanie
poskytnut poradnii mienku k pravnym otazkam tykajicim sa vykladu dohovoru na poziadanie

a) vlady zmluvnej strany po informovani ostatnych zmluvnych stran,

b) vyboru ustanoveného podla clanku 32, v ktorom je clenstvo obmedzené na zastupcov
zmluvnych stran tohto dohovoru na zaklade rozhodnutia, ktoré bolo prijaté dvojtretinovou
vacsinou odovzdanych hlasov.

Clanok 30
Spravy o vykonavani dohovoru

Po prijati Ziadosti generalneho tajomnika Rady Europy kazda strana predlozi vysvetlenie o
sposoboch, akymi jej vnutrostatne zakonodarstvo zabezpecuje efektivne uplatnenie ustanoveni
dohovoru.

KAPITOLA XII
PROTOKOLY

Clanok 31
Protokoly

Protokoly sa moézu uzavriet na zaklade ¢lanku 32 s cielom rozvijat principy uvedené v tomto
dohovore v Specifickych oblastiach.

Protokoly budu otvorené na podpis signatarom dohovoru. Budu podliehat ratifikacii, prijatiu
alebo schvaleniu. Signatar neméze ratifikovat, prijat alebo schvalit protokoly bez toho, aby
predtym alebo sticasne neratifikoval, neprijal alebo neschvalil dohovor.

KAPITOLA XIII
DODATKY K DOHOVORU

Clanok 32
Dodatky k dohovoru

(1) Ulohy, ktorymi je povereny vybor tymto ¢lankom a ¢lankom 29, vykona Riadiaci vybor pre
bioetiku (CDBI) alebo iny vybor uréeny Vyborom ministrov.

(2) Bez ohladu na Specifické ustanovenia ¢lanku 29 kazdy c¢lensky stat Rady Eurdpy, ako aj
kazda zmluvna strana dohovoru, ktora nie je ¢lenom Rady Eurépy, moéze byt zastupena a mat
jeden hlas vo vybore pocas plnenia uloh vyplyvajacich pre vybor z tohto dohovoru.
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(3) Kazdy zo statov uvedenych v ¢lanku 33 alebo §tat, ktory nie je zmluvnou stranou dohovorou
a bol vyzvany, aby v sulade s ustanoveniami ¢lanku 34 pristupil k dohovoru, moéze byt vo vybore
zastupeny pozorovatelom. Ak Eurépske spolocenstvo nie je zmluvnou stranou, méze byt vo vybore
zastupené pozorovatelom.

(4) V ramci monitorovania vedeckého pokroku vybor preskima dohovor najneskdr do piatich
rokov po tom, ¢o nadobudne platnost, a neskor v takych intervaloch, o ktorych rozhodne vybor.

(5) Kazdy navrh na dodatok k tomuto dohovoru a kazdy navrh na protokol ¢i dodatok k
protokolu predlozeny zmluvnou stranou, vyborom alebo Vyborom ministrov sa oznami
generalnemu tajomnikovi Rady Eurépy, ktory ho poskytne clenskym sStatom Rady Eur6py,
Eurépskemu spolocenstvu, vSetkym signatarom, kazdej zmluvnej strane a kazdému Statu, ktory
bol vyzvany na podpisanie tohto dohovoru v sulade s ustanovenim c¢lanku 33, ako aj kazdému
Statu vyzvanému na pristupenie k tomuto dohovoru v stilade s ustanoveniami clanku 34.

(6) Vybor prerokuje navrh najskor dva mesiace po tom, ako bol navrh v sulade s odsekom 5
predlozeny generalnemu tajomnikovi. Vybor predlozi text schvaleny dvojtretinovou véacsinou
odovzdanych hlasov Vyboru ministrov na schvalenie. Po schvaleni sa text predlozi jednotlivym
zmluvnym stranam na ratifikaciu, prijatie alebo schvalenie.

(7) Kazdy dodatok prijaty zmluvnymi stranami nadobuda vo vztahu k zmluvnym stranam, ktoré
ho prijali, platnost prvym dnnom mesiaca nasledujuceho po uplynuti obdobia jedného mesiaca po
dni, ked pat zmluvnych stran vratane najmenej Styroch ¢lenskych statov Rady Eurépy informovali
generalneho tajomnika, ze navrh prijali.

Vo vztahu k zmluvnej strane, ktora navrh nasledne prijme, nadobudne tento platnost prvym
dnniom mesiaca nasledujtuceho po uplynuti lehoty jedného mesiaca od datumu, ked zmluvna strana
informovala generalneho tajomnika o jeho prijati.

KAPITOLA XIV
ZAVERECNE USTANOVENIA

Clanok 33
Podpis, ratifikacia a nadobudnutie platnosti

(1) Tento dohovor je otvoreny na podpis ¢lenskym Statom Rady Eurépy, Statom, ktoré nie st
¢lenmi Rady Eurdépy, ale podielali sa na vypracovani dohovoru, a Eur6pskemu spolo¢enstvu.

(2) Tento dohovor podlieha ratifikacii, prijatiu alebo schvaleniu. Ratifika¢né listiny, ako aj listiny
o prijati alebo schvaleni budu ulozené u generalneho tajomnika Rady Eurdpy.

(3) Tento dohovor nadobudne platnost prvym dnom mesiaca nasledujuceho po uplynuti
trojmesacnej lehoty od datumu, ked pat Statov vratane najmenej Styroch clenskych Statov Rady
Eurépy vyjadrilo svoj stihlas s tym, aby boli viazané dohovorom v stilade s odsekom 2 tohto
clanku.

(4) Pre kazdého signatara, ktory nasledne vyjadri stihlas s dohovorom, nadobudne dohovor
platnost prvym driom mesiaca nasledujuceho po uplynuti trojmesacnej lehoty od datumu, ked boli
ulozZené jeho ratifika¢né listiny, listiny o prijati alebo schvaleni.

Clanok 34
Neclenské staty

(1) Po nadobudnuti platnosti dohovoru méze Vybor ministrov Rady Eurépy po konzultacii so
zmluvnymi stranami vyzvat ktorykolvek stat, ktory nie je ¢lenom Rady Eurépy, aby k tomuto
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dohovoru pristupil rozhodnutim prijatym vacsinou, ako je uvedené v ¢lanku 20 pism. d) Statutu
Rady Eurdpy, a po jednohlasnom schvaleni zastupcami zmluvnych statov opravnenych zasadat vo
Vybore ministrov.

(2) Vo vztahu k Sstatu pristupujucemu k dohovoru nadobudne dohovor platnost prvym dnom
mesiaca po uplynuti trojmesacnej lehoty od datumu, ked boli listiny o jeho pristupeni k dohovoru
ulozené u generalneho tajomnika Rady Eur6py.

Clanok 35
Uzemia

(1) Kazdy signatar moéze pri podpise dohovoru alebo pri ulozeni ratifikac¢nych listin, listin o
prijati alebo schvaleni Specifikovat tizemie alebo tizemia, kde bude tento dohovor platit. Kazdy iny
Stat moze vykonat rovnaké vyhlasenie pri ulozeni listin o pristupeni k dohovoru.

(2) Vyhlasenim adresovanym generalnemu tajomnikovi Rady Europy moéze kazda zmluvna
strana kedykolvek neskor rozsirit platnost tohto dohovoru na ktorékolvek iné tzemie, za ktorého
medzinarodné vztahy zodpoveda alebo je v jeho zastiipeni opravnena prijimat zavizky. Na tomto
uzemi nadobudne dohovor platnost prvym dnom mesiaca po uplynuti trojmesacnej lehoty od
datumu, ked toto vyhlasenie prijal generalny tajomnik.

(3) Kazdé vyhlasenie uvedené v niektorom z predchadzajucich dvoch odsekov a tykajuce sa
ktoréhokolvek tuzemia Specifikovaného v takom vyhlaseni sa méze zrusit notifikaciou zaslanou
generalnemu tajomnikovi. Odvolanie vyhlasenia nadobuda platnost prvym dnom mesiaca po
uplynuti trojmesacnej lehoty od datumu, ked ho prijal generalny tajomnik.

Clanok 36
Vyhrady

(1) Kazdy stat a Europske spolocenstvo moézu pri podpise tohto dohovoru alebo pri ulozeni
ratifikaénych listin uplatnit vyhradu k jednotlivému ustanoveniu dohovoru do tej miery, do akej
nie je zakon platny na jeho tzemi v siulade s ustanovenim dohovoru. Vyhrady vSeobecného
charakteru nie su podla tohto ¢lanku pripustné.

(2) Vyhrada podla tohto ¢lanku musi obsahovat stru¢ny vyklad relevantného zakona.

(3) Zmluvna strana, ktora rozsiruje platnost tohto dohovoru o tzemie uvedené vo vyhlaseni
podla c¢lanku 35 ods. 2, mézZe pre toto uzemie uplatnit vyhradu v sulade s ustanoveniami
predchadzajacich odsekov.

(4) Zmluvna strana, ktora uplatnila vyhradu, o ktorej je zmienka v tomto c¢lanku, méze ju
odvolat formou vyhlasenia adresovaného generalnemu tajomnikovi Rady Eurépy. Odvolanie
nadobudne platnost prvym dniom mesiaca po uplynuti jednomesacnej lehoty od datumu, ked ho
prijal generalny tajomnik.

Clanok 37
Vypoved zmluvy
(1) Kazda zmluvna strana moze tento dohovor kedykolvek vypovedat oznamenim generalnemu

tajomnikovi Rady Eurépy.

(2) Vypoved zmluvy nadobuda platnost prvym dniom mesiaca po uplynuti trojmesacnej lehoty od
datumu, ked bol o vypovedani oboznameny generalny tajomnik.
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Clanok 38

Notifikacie
Generalny tajomnik Rady Eurépy bude informovat c¢lenské sStaty Rady Eurépy, Eurdpske
spolocenstvo, kazdého signatara, kazdu zmluvnu stranu a kazdy iny stat prizvany k pripojeniu sa
k dohovoru o

a) kazdom podpise,
b) ulozeni kazdej ratifika¢nej listiny alebo listiny o prijati, schvaleni, ¢i pristupeni k Dohovoru,
¢) kazdom datume, ked tento dohovor nadobuda platnost v sulade s ¢lankom 33 alebo 34,

d) kazdom dodatku alebo protokole prijatom v sulade s ¢lankom 32 a o datume, ked tento dodatok
alebo protokol nadobudol platnost,

e) kazdom vyhlaseni urobenom podla ustanoveni ¢lanku 35,
f) kazdej vyhrade alebo odvolani vyhrady podla ustanoveni ¢lanku 36,

g) akomkolvek akte, notifikacii alebo korespondencii tykajiicej sa tohto dohovoru.
Na dokaz suhlasu s uvedenym textom dolupodpisani, riadne opravneni, podpisali tento dohovor.

Dané v Oviede 4. aprila 1997 v anglickom a vo francuzskom jazyku, pricom obe znenia, z
ktorych jeden vytlacok bude ulozeny v archive Rady Eurépy, maju rovnaku platnost. Generalny
tajomnik Rady Eurdépy odovzda overené kopie kazdému clenskému Statu Rady Europy,
Eurépskemu spoloc¢enstvu, neclenskym statom, ktoré sa podielali na vypracovani tohto dohovoru,
a kazdému Statu vyzvanému na pripojenie sa k tomuto dohovoru.
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Priloha
k €. 40/2000 Z. z.

CONVENTION FOR THE PROTECTION OF HUMAN RIGHTS AND DIGNITY OF THE HUMAN BEING
WITH REGARD TO THE APPLICATION OF BIOLOGY AND MEDICINE

CONVENTION ON HUMAN RIGHTS AND BIOMEDICINE

PREAMBLE

The Member States of the Council of Europe, the
other States and the European Community signatories
hereto,

Bearing in mind the Universal Declaration of Human
Rights proclaimed by the General Assembly of the
United Nations on 10 December 1948;

Bearing in mind the Convention for the Protection of
Human Rights and Fundamental Freedoms of 4 No-
vember 1950;

Bearing in mind the European Social Charter of 18
October 1961;

Bearing in mind the International Covenant on Civil
and Political Rights and the International Covenant on
Economic, Social and Cultural Rights of 16 December
1966;

Bearing in mind the Convention for the Protection of
Individuals with regard to Automatic Processing of
Personal Data of 28 January 1981;

Bearing also in mind the Convention on the Rights
of the Child of 20 November 1989;

Considering that the aim of the Council of Europe is
the achievement of a greater unity between its mem-
bers and that one of the methods by which that aim is
to be pursued is the maintenance and further realisa-
tion of human rights and fundamental freedoms;

Conscious of the accelerating developments in bio-
logy and medicine;

Convinced of the need to respect the human being
both as an individual and as a member of the human
species and recognising the importance of ensuring
the dignity of the human being;

Conscious that the misuse of biology and medicine
may lead to acts endangering human dignity;

Affirming that progress in biology and medicine
should be used for the benefit of present and future
generations;

Stressing the need for international co-operation so
that all humanity may enjoy the benefits of biology and
medicine;

Recognising the importance of promoting a public
debate on the questions posed by the application of
biology and medicine and the responses to be given
thereto;

Wishing to remind all members of society of their
rights and responsibilities;

Taking account of the work of the Parliamentary
Assembly in this field, including Recommendation
1160 (1991) on the preparation of a Convention on
bioethics;

Resolving to take such measures as are necessary
to safeguard human dignity and the fundamental
rights and freedoms of the individual with regard to
the application of biology and medicine;

Have agreed as follows:

CHAPTER 1
GENERAL PROVISIONS

Article 1
Purpose and object
Parties to this Convention shall protect the dignity
and identity of all human beings and guarantee every-
one, without discrimination, respect for their integrity

and other rights and fundamental freedoms with re-
gard to the application of biology and medicine.

Each Party shall take in its internal law the neces-
sary measures to give effect to the provisions of this
Convention.

Article 2
Primacy of the human being
The interests and welfare of the human being shall
prevail over the sole interest of society or science.
Article 3
Equitable access to health care
Parties, taking into account health needs and avai-
lable resources, shall take appropriate measures with
a view to providing, within their jurisdiction, equitable
access to health care of appropriate quality.
Article 4
Professional standards
Any intervention in the health field, including re-

search, must be carried out in accordance with rele-
vant professional obligations and standards.
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CHAPTER II
CONSENT

Article 5

General rule

An intervention in the health field may only be
carried out after the person concerned has given free
and informed consent to it.

This person shall beforehand be given appropriate
information as to the purpose and nature of the inter-
vention as well as on its consequences and risks.

The person concerned may freely withdraw consent
at any time.

Article 6

Protection of persons not able to consent

1. Subject to Articles 17 and 20 below, an interven-
tion may only be carried out on a person who does not
have the capacity to consent, for his or her direct
benefit.

2. Where, according to law, a minor does not have
the capacity to consent to an intervention, the inter-
vention may only be carried out with the authorisation
of his or her representative or an authority or a person
or body provided for by law.

The opinion of the minor shall be taken into consi-
deration as an increasingly determining factor in pro-
portion to his or her age and degree of maturity.

3. Where, according to law, an adult does not have
the capacity to consent to an intervention because of
a mental disability, a disease or for similar reasons,
the intervention may only be carried out with the
authorisation of his or her representative or an autho-
rity or a person or body provided for by law. The
individual concerned shall as far as possible take part
in the authorisation procedure.

4. The representative, the authority, the person or
the body mentioned in paragraphs 2 and 3 above shall
be given, under the same conditions, the information
referred to in Article 5.

5. The authorisation referred to in paragraphs 2 and
3 above may be withdrawn at any time in the best
interests of the person concerned.

Article 7

Protection of persons who have mental disorder

Subject to protective conditions prescribed by law,
including supervisory, control and appeal procedures,
a person who has a mental disorder of a serious nature
may be subjected, without his or her consent, to an
intervention aimed at treating his or her mental disor-
der only where, without such treatment, serious harm
is likely to result to his or her health.

Article 8
Emergency situation
When because of an emergency situation the ap-
propriate consent cannot be obtained, any medically
necessary intervention may be carried out immediately

for the benefit of the health of the individual concer-
ned.

Article 9
Previously expressed wishes
The previously expressed wishes relating to a medi-
cal intervention by a patient who is not, at the time of

the intervention, in a state to express his or her wishes
shall be taken into account.

CHAPTER II1
PRIVATE LIFE AND RIGHT TO INFORMATION

Article 10

Private life and right to information

1. Everyone has the right to respect for private life
in relation to information about his or her health.

2. Everyone is entitled to know any information
collected about his or her health. However, the wishes
of individuals not to be so informed shall be observed.

3. In exceptional cases, restrictions may be placed
by law on the exercise of the rights contained in
paragraph 2 in the interests of the patient.

CHAPTER IV
HUMAN GENOME

Article 11
Non-discrimination

Any form of discrimination against a person on
grounds of his or her genetic heritage is prohibited.

Article 12
Predictive genetic tests

Tests which are predictive of genetic diseases or
which serve either to identify the subject as a carrier
of a gene responsible for a disease or to detect a genetic
predisposition or susceptibility to a disease may be
performed only for health purposes or for scientific
research linked to health purposes, and subject to
appropriate genetic counselling.

Article 13

Interventions on the human genome

An intervention seeking to modify the human geno-
me may only be undertaken for preventive, diagnostic
or therapeutic purposes and only if its aim is not
to introduce any modification in the genome of any
descendants.
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Article 14
Non-selection of sex

The use of techniques of medically assisted pro-cre-
ation shall not be allowed for the purpose of choosing
a future child’s sex, except where serious hereditary
sex-related disease is to be avoided.

CHAPTER V
SCIENTIFIC RESEARCH

Article 15

General rule

Scientific research in the field of biology and medi-
cine shall be carried out freely, subject to the provisi-
ons of this Convention and the other legal provisions
ensuring the protection of the human being.

Article 16
Protection of persons undergoing research

Research on a person may only be undertaken if all
the following conditions are met:

i. there is no alternative of comparable effectiveness to
research on humans,

ii. the risks which may be incurred by that person are
not disproportionate to the potential benefits of the
research,

iii. the research project has been approved by the com-
petent body after independent examination of its
scientific merit, including assessment of the impor-
tance of the aim of the research, and multidiscipli-
nary review of its ethical acceptability,

iv. the persons undergoing research have been informed
of their rights and the safeguards prescribed by law
for their protection,

v. the necessary consent as provided for under Article
5 has been given expressly, specifically and is docu-
mented. Such consent may be freely withdrawn at
any time.

Article 17

Protection of persons not able
to consent to research

1. Research on a person without the capacity to
consent as stipulated in Article 5 may be undertaken
only if all the following conditions are met:

i. the conditions laid down in Article 16, sub-para-

graphs i to iv, are fulfilled;
ii. the results of the research have the potential to
produce real and direct benefit to his or her health;
iii. research of comparable effectiveness cannot be car-
ried out on individuals capable of giving consent;
iv. the necessary authorisation provided for under Ar-
ticle 6 has been given specifically and in writing, and
v. the person concerned does not object.

2. Exceptionally and under the protective conditions
prescribed by law, where the research has not the
potential to produce results of direct benefit to the

health of the person concerned, such research may be
authorised subject to the conditions laid down in
paragraph 1, sub-paragraphs i, iii, iv and v above, and
to the following additional conditions:

i. the research has the aim of contributing, through
significant improvement in the scientific understan-
ding of the individual’s condition, disease or disor-
der, to the ultimate attainment of results capable of
conferring benefit to the person concerned or to other
persons in the same age category or afflicted with the
same disease or disorder or having the same condi-
tion;

ii. the research entails only minimal risk and minimal
burden for the individual concerned.

Article 18
Research on embryos in vitro

1. Where the law allows research on embryos in
vitro, it shall ensure adequate protection of the em-
bryo.

2. The creation of human embryos for research
purposes is prohibited.

CHAPTER VI

ORGAN AND TISSUE REMOVAL FROM LIVING
DONORS FOR TRANSPLANTATION PURPOSES

Article 19

General rule

1. Removal of organs or tissue from a living person
for transplantation purposes may be carried out solely
for the therapeutic benefit of the recipient and where
there is no suitable organ or tissue available from a
deceased person and no other alternative therapeutic
method of comparable effectiveness.

2. The necessary consent as provided for under Ar-
ticle 5 must have been given expressly and specifically
either in written form or before an official body.

Article 20

Protection of persons not able to consent
to organ removal

1. No organ or tissue removal may be carried out on
a person who does not have the capacity to consent
under Article 5.

2. Exceptionally and under the protective conditions
prescribed by law, the removal of regenerative tissue
from a person who does not have the capacity to
consent may be authorised provided the following
conditions are met:

i. there is no compatible donor available who has the

capacity to consent,

ii. the recipient is a brother or sister of the donor,

iii. the donation must have the potential to be life-saving
for the recipient,

iv. the authorisation provided for under paragraphs 2
and 3 of Article 6 has been given specifically and
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in writing, in accordance with the law and with the
approval of the competent body,
v. the potential donor concerned does not object.

CHAPTER VII

PROHIBITION OF FINANCIAL GAIN AND
DISPOSAL OF A PART OF THE HUMAN BODY

Article 21
Prohibition of financial gain

The human body and its parts shall not, as such,
give rise to financial gain.

Article 22
Disposal of a removed part of the human body
When in the course of an intervention any part of a
human body is removed, it may be stored and used for
a purpose other than that for which it was removed,

only if this is done in conformity with appropriate
information and consent procedures.

CHAPTER VIII

INFRINGEMENTS OF THE PROVISIONS
OF THE CONVENTION

Article 23
Infringement of the rights or principles
The Parties shall provide appropriate judicial protec-
tion to prevent or to put a stop to an unlawful infrin-

gement of the rights and principles set forth in this
Convention at short notice.

Article 24
Compensation for undue damage
The person who has suffered undue damage resul-
ting from an intervention is entitled to fair compensa-

tion according to the conditions and procedures pres-
cribed by law.

Article 25
Sanctions
Parties shall provide for appropriate sanctions to be

applied in the event of infringement of the provisions
contained in this Convention.

CHAPTER IX

RELATION BETWEEN THIS CONVENTION
AND OTHER PROVISIONS

Article 26
Restrictions on the exercise of the rights
1. No restrictions shall be placed on the exercise of
the rights and protective provisions contained in this

Convention other than such as are prescribed by law
and are necessary in a democratic society in the inte-

rest of public safety, for the prevention of crime, for
the protection of public health or for the protection of
the rights and freedoms of others.

2. The restrictions contemplated in the preceding
paragraph may not be placed on Articles 11, 13, 14,
16, 17, 19, 20 and 21.

Article 27
Wider protection

None of the provisions of this Convention shall be
interpreted as limiting or otherwise affecting the po-
ssibility for a Party to grant a wider measure of protec-
tion with regard to the application of biology and
medicine than is stipulated in this Convention.

CHAPTER X
PUBLIC DEBATE

Article 28
Public debate

Parties to this Convention shall see to it that the
fundamental questions raised by the developments of
biology and medicine are the subject of appropriate
public discussion in the light, in particular, of relevant
medical, social, economic, ethical and legal implicati-
ons, and that their possible application is made the
subject of appropriate consultation.

CHAPTER XI

INTERPRETATION AND FOLLOW-UP
OF THE CONVENTION

Article 29

Interpretation of the Convention

The European Court of Human Rights may give,
without direct reference to any specific proceedings
pending in a court, advisory opinions on legal questi-
ons concerning the interpretation of the present Con-
vention at the request of:

- the Government of a Party, after having informed
the other Parties,

- the Committee set up by Article 32, with member-
ship restricted to the Representatives of the Parties
to this Convention, by a decision adopted by a
two-third majority of votes cast.

Article 30
Reports on the application of the Convention

On receipt of a request from the Secretary General
of the Council of Europe any Party shall furnish an
explanation of the manner in which its internal law
ensures the effective implementation of any of the
provisions of the Convention.
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CHAPTER XII
PROTOCOLS

Article 31
Protocols

Protocols may be concluded in pursuance of Article
32, with a view to developing, in specific fields, the
principles contained in this Convention.

The Protocols shall be open for signature by Signa-
tories of the Convention. They shall be subject to
ratification acceptance or approval. A signatory may
not ratify, accept or approve Protocols without pre-
viously or simultaneously ratifying accepting or appro-
ving the Convention.

CHAPTER XIII
AMENDMENTS TO THE CONVENTION

Article 32
Amendments to the Convention

1. The tasks assigned to "the Committee" in the
present article and in Article 29 shall be carried out
by the Steering Committee on Bioethics (CDBI), or by
any other committee designated to do so by the Com-
mittee of Ministers.

2. Without prejudice to the specific provisions of
Article 29, each member State of the Council of Euro-
pe. as well as each Party to the present Convention
which is not a member of the Council of Europe, may
be represented and have one vote in the Committee
when the Committee carries out the tasks assigned to
it by the present Convention.

3. Any State referred to in Article 33 or invited to
accede to the Convention in accordance with the pro-
visions of Article 34 which is not Party to this Conven-
tion may be represented on the Committee by an
observer. If the European Community is not a Party it
may be represented on the Committee by an observer.

4. In order to monitor scientific developments, the
present Convention shall be examined within the Com-
mittee no later than five years from its entry into force
and thereafter at such intervals as the Committee may
determine.

5. Any proposal for an amendment to this Conven-
tion, and any proposal for a Protocol or for an amen-
dment to a Protocol, presented by a Party, the Com-
mittee or the Committee of Ministers shall be
communicated to the Secretary General of the Council
of Europe and forwarded by him to the member States
of the Council of Europe, to the European Community,
to any Signatory, to any Party, to any State invited to
sign this Convention in accordance with the provisions
of Article 33 and to any State invited to accede to it in
accordance with the provisions of Article 34.

6. The Committee shall examine the proposal not
earlier than two months after it has been forwarded by
the Secretary General in accordance with paragraph
5. The Committee shall submit the text adopted by a

two-thirds majority of the votes cast to the Committee
of Ministers for approval. After its approval, this text
shall be forwarded to the Parties for ratification, ac-
ceptance or approval.

7. Any amendment shall enter into force, in respect
of those Parties which have accepted it, on the first day
of the month following the expiration of a period of one
month after the date on which five Parties, including
at least four member States of the Council of Europe,
have informed the Secretary General that they have
accepted it.

In respect of any Party which subsequently accepts
it, the amendment shall enter into force on the first
day of the month following the expiration of a period
of one month after the date on which that Party has
informed the Secretary General of its acceptance.

CHAPTER XIV
FINAL CLAUSES

Article 33
Signature, ratification and entry into force

1. This Convention shall be open for signature by
the member States of the Council of Europe, the
non-member States which have participated in its
elaboration and by the European Community.

2. This Convention is subject to ratification, accep-
tance or approval. Instruments of ratification, accep-
tance or approval shall be deposited with the Secretary
General of the Council of Europe.

3. This Convention shall enter into force on the first
day of the month following the expiration of a period
of three months after the date on which five States,
including at least four member States of the Council
of Europe, have expressed their consent to be bound
by the Convention in accordance with the provisions
of paragraph 2 of the present article.

4. In respect of any Signatory which subsequently
expresses its consent to be bound by it, the Convention
shall enter into force on the first day of the month
following the expiration of a period of three months
after the date of the deposit of it instrument of ratifi-
cation, acceptance or approval.

Article 34

Non-member States

1. After the entry into force of this Convention, the
Committee of Ministers of the Council of Europe may,
after consultation of the Parties, invite any non-mem-
ber State of the Council of Europe to accede to this
Convention by a decision taken by the majority provi-
ded for in Article 20, sub-paragraph d, of the Statute
of the Council of Europe, and by the unanimous vote
of the representatives of the Contracting States en-
titled to sit on the Committee of Ministers.

2. In respect of any acceding State, the Convention
shall enter into force on the first day of the month
following the expiration of a period of three months
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after the date of deposit of the instrument of accession
with the Secretary General of the Council of Europe.

Article 35

Territories

1. Any Signatory may, at the time of signature or
when depositing its instrument of ratification, accep-
tance or approval, specify the territory or territories to
which this Convention shall apply. Any other State
may formulate the same declaration when depositing
its instrument of accession.

2. Any Party may, at any later date, by a declaration
addressed to the Secretary General of the Council of
Europe, extend the application of this Convention to
any other territory specified in the declaration and for
whose international relations it is responsible or on
whose behalf it is authorised to give undertakings. In
respect of such territory the Convention shall enter
into force on the first day of the month following the
expiration of a period of three months after the date of
receipt of such declaration by the Secretary General.

3. Any declaration made under the two preceding
paragraphs may, in respect of any territory specified
in such declaration, be withdrawn by a notification
addressed to the Secretary General. The withdrawal
shall become effective on the first day of the month
following the expiration of a period of three months
after the date of receipt of such notification by the
Secretary General.

Article 36

Reservations

1. Any State and the European Community may,
when signing this Convention or when depositing the
instrument of ratification, acceptance, approval or
accession, make a reservation in respect of any parti-
cular provision of the Convention to the extent that
any law then in force in its territory is not in conformity
with the provision. Reservations of a general character
shall not be permitted under this article.

2. Any reservation made under this article shall
contain a brief statement of the relevant law.

3. Any Party which extends the application of this
Convention to a territory mentioned in the declaration
referred to in Article 35, paragraph 2, may, in respect
of the territory concerned, make a reservation in ac-
cordance with the provisions of the preceding para-
graphs.

4. Any Party which has made the reservation men-

tioned in this Article may withdraw it by means of a
declaration addressed to the Secretary General of the
Council of Europe. The withdrawal shall become effec-
tive on the first day of the month following the expira-
tion of a period of one month after the date of its receipt
by the Secretary General.

Article 37

Denunciation

1. Any Party may at any time denounce this Conven-
tion by means of a notification addressed to the Sec-
retary General of the Council of Europe.

2. Such denunciation shall become effective on the
first day of the month following the expiration of a
period of three months after the date of receipt of the
notification by the Secretary General.

Article 38
Notifications

The Secretary General of the Council of Europe shall
notify the member States of the Council, the European
Community, any Signatory, any Party and any other
State which has been invited to accede to this Conven-
tion of:

a) any signature;

b) the deposit of any instrument of ratification, accep-
tance, approval or accession;

¢) any date of entry into force of this Convention in

accordance with Articles 33 or 34;

d) any amendment or Protocol adopted in accordance

with Article 32, and the date on which such ana-

mendment or Protocol enters into force;

any declaration made under the provisions of Artic-

le 35;

f) any reservation and withdrawal of reservation ma-
de in pursuance of the provisions of Article 36;
any other act, notification or communication rela-
ting to this Convention.

€

In witness whereof the undersigned, being duly aut-
horised thereto, have signed this Convention.

Done at Oviedo (Asturias), this 4th day of April 1997,
in English and French, both texts being equally
authentic, in a single copy which shall be deposited in
the archives of the Council of Europe. The Secretary
General of the Council of Europe shall transmit certi-
fied copies to each member State of the Council of
Europe, to the European Community, to the non-
member States which have participated in the elabo-
ration of this Convention, and to any State invited to
accede to this Convention.

40/2000 Z. z.



Strana 17 Zbierka zakonov Slovenskej republiky 40/2000 Z. z.

Vydavatel Zbierky zakonov Slovenskej republiky a prevadzkovatel pravneho a informac¢ného portalu Slov-Lex
dostupného na webovom sidle www.slov-lex.sk je Ministerstvo spravodlivosti Slovenskej republiky, Zupné
namestie 13, 813 11 Bratislava, tel.: 02 571 01 000, e-mail: helpdesk@slov-lex.sk.



