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CITATY / QUOTATIONS

WMA Resolution on Refugees and Migrants
World Medical Association (WMA)
Adopted by the 67" World Medical Assembly, Taipei, Taiwan, October 2016

PREAMBLE

Currently, a very large number of people are seeking refuge and/or asylum;
some are fleeing war zones or other conflicts, others are fleeing from despe-
rate poverty, violence, and other injustices and abuses with potentially very
harmful effects to mental and physical health.

The global community has been ill prepared for handling the refugee crisis,
including addressing the health needs of those seeking refuge.

The WMA recognizes that mass migration will continue unless people are
content to stay in their birth countries because they see opportunities to live their
lives in relative peace and security and to offer themselves and their families
the ability to live lives with opportunities for fulfilment of various sorts, inclu-
ding economic improvement. The global community has a responsibility to
seek to improve the lot of all populations, including those in countries cur-
rently with the poorest economies and other key factors. Sustainable develop-
ment will give all populations improved security, and economic options.

The WMA recognizes that warfare and other armed conflict, including conti-
nuous civil strife, unrest and violence, will inevitably lead to people move-
ment. The worse the conflict the higher the percentage of people who will
want to leave the conflict zone. There is a responsibility for the global com-
munity, especially its political leaders, to seek to support peace making and
conflict resolution.

The WMA recognizes and condemns the phenomenon of forced migration,
which is inhumane and must be stopped. Such cases should be considered
for referral to the International Criminal Court.

PRINCIPLES

1. The WMA reiterates the WMA Statement on Medical Care for Refugees ori-
ginally adopted in Ottawa, Canada in 1998 which states:

® Physicians have a duty to provide appropriate medical care regardless of the
civil or political status of the patient, and governments should not deny pa-
tients the right to receive such care, nor should they interfere with physicians'
obligation to administer treatment on the basis of clinical need alone.

® Physicians cannot be compelled to participate in any punitive or judicial
action involving refugees, including asylum seekers, refused asylum seekers
and undocumented migrants, or Internally Displaced Persons or to administer
any non-medically justified diagnostic measure or treatment, such as sedati-
ves to facilitate easy deportation from the country or relocation.

(continued, p. 8)
Text prevzaty z webovej stranky Svetovej asocidcie lekdrov / Text taken from the web-page of the
World Medical Association (WMA): http;//www.wma.net




PRE PRAX / FOR PRACTICE

KONFLIKT ZAUJMOV
V ETICKEJ KOMISII:
NIEKTORE PRAKTICKE ASPEKTY

Jozef Glasa, Helena Glasova

Ustav zdravotnickej etiky a Ustav farmakologie, klinickej a ex-

perimentilnej farmakologie Slovenskej zdravotnickej univer-
zity v Bratislave; Ustav medicinskej etiky a bioetiky n. f;
Bratislava

Uvod - aktuilny kontext problému

V sucasnosti, na pozadi odhalenia mnohych nekalych, az kri-
minalnych konani v prostredi slovenskom i medzinirodnom,
osobitne v okruhu zdravotnictva a zdravotnej starostlivosti,
zvySuje sa zaujem o moZnosti zabezpecenia eticky akceptova-
telného riadenia zdravotnickych systémov - na prislusnych
arovniach - a zaroven o zaistenie uplatnenia klticovych etic-
kych principov pre raciondlne, efektivne a eticky obhajitelné
rozhodovanie jednotlivych ¢initelov a Struktur riadenia. [2]

Medzi takéto etické principy, popri klasickych prima facie
principoch dobrocinnosti, neSkodnosti, autondmie a spravod-
livosti [11], patria aj princip solidarity, subsidiarity a opatr-
nosti. § principom spravodlivosti tieZ suvisi princip rovnaké-
ho zaobchidzania a nediskrimindcie a princip transparent-
nosti. Transparentnost (priehladnost) v konani a rozhodo-
vani od prislusnych cinitelov poZaduje, aby sa ti, ktorych sa ty-
kajti administrativne alebo iné zdvazné rozhodnutia, komerc-
né transakcie alebo charitativnha pomoc, poznali nielen vy-
sledné rozhodnutia, zikladné fakty a Cisla, ale aj prisluSné me-
chanizmy a procesy, ktorymi sa k tymto rozhodnutiam do-
spelo. [3, 17, 23]

V systéme implementicie etiky v organizdcidch a inStitd-
ciach zdravotnictva by mala mat nezastupitelné miesto etic-
ka komisia, a to nielen ako sucast starostlivosti o pestovanie
naleZitej etickej kultiry danej inStitdcie ¢i organizicie, ale
predovsetkym kvoli plneniu celého radu konkrétnych tuloh,
ktoré jej vyplyvaja tak z povinnosti danych prisluSnymi
zakonnymi predpismi, ako aj z poZiadaviek domacich alebo
medziniarodnych etickych smernic a odporiucani (priklady v
tabulke 1). [6-8, 22, 29]

Hlavnym poslanim etickych komisii v zariadeniach a inStitu-
cidch zdravotnej starostlivosti alebo biomedicinskeho vysku-
mu je bdiet nad tym, aby ich mnohoraka ¢innost [6, 22, 28-
29] a rozhodovanie zodpovedali stanovenym etickym poZia-
davkam.

¥z

V sucasnosti tvori najvicsi podiel agendy etickych komisii
na Slovensku posudzovanie etickej prijatelnosti projektov
biomedicinskeho vyskumu a protokolov klinickych skusani
produktov a liekov, pripadne aj, rozsahom pomerne obmedze-
né, sledovanie siladu priebehu schvilenych projektov/klinic-
kych skusani s prislusnymi etickymi poziadavkami. Hoci pro-
ceduralny sposob posudzovania medzinirodnych multicen-
trickych skdsani sa v nadviznosti na implementéciu nariade-
nia EU & 536/2014 [16] pravdepodobne podstatne zmeni,
resp. z vic¢Sej Casti presunie do posobnosti plinovanej jed-
nej Specidlnej (,centralnej) etickej komisie pre takéto kli-
nické skusania (so sidlom na Stitnom tstave pre kontrolu lie-
¢iv alebo na Ministerstve zdravotnictva v Bratislave), vyznam
etickych komisii pracujucich v zdravotnickych zariadeniach
a klinickych vyskumnych astavoch na poli praktickej imple-
menticie etiky biomedicinskeho vyskumu a klinickych skusa-
ni by mal skor d'alej vzrast. [9] Bude sa na tom prirodzene po-
diel'at aj neustily pokrok mediciny, spojeny s aplikovanim

Tabulka 1 Priklady domicich a medzinarodnych etickych
dokumentov vyznamnych pre ¢innost etickej ko-
misie

Medziniarodné

Hippokratova prisaha (5. stor. pred n. I.)

Zenevska deklaricia (World Medical Association - WMA, 1948,
2006)

Medzinirodny kédex lekarskej etiky (WMA, 1949, 2006)

Helsinska deklardcia - Etické smernice pre lekirov vykondvajici-
ch biomedicinsky vyskum (WMA, 1964; posledna novela 2013)

Medzinarodné etické smernice pre biomedicinsky vyskum s ucas-
tou ludskych subjektov (CIOMS, WHO; 1982, 1993, 2002, posled-
nd novela zo roku 2016 zahffia aj posudzovanie epidemiologickych
studii (predtym osobitny dokument))

Vseobecnd deklaricia o ludskom genoéme a l'udskych pravach (Uni-
ted Nations Educational, Scientific and Cultural Organization -
UNESCO, 1997)

Medzindrodna deklardcia a ludskych genetickych udajoch
(UNESCO, 2003)

Vseobecna deklardcia o bioetike a Iudskych pravach (UNESCO,
2005)

Medzinarodny dohovor o ludskych priavach a biomedicine (Rada
Europy, Oviedo 1997) a dodatkové protokoly k dohovoru (o zika-
ze klonovania ¢loveka (1998), o transplantaciach (2003), o biome-
dicinskom vyskume (2004), o genetickych skiskach na zdravotné uce-
ly (2008))

Slovenska republika

Deontologicky kodex Slovenskej lekdrskej komory (1992, 1993,
1996, 1998; posledni verzia zo roku 2014)

Eticky kodex sestry (2002; priloha ¢. 1 zakona ¢. 311/2002 Z. z.)

Eticky kodex zdravotnickeho pracovnika (2004; Priloha ¢. 4 za-
kona ¢. 578/2004 Z. z.)

novych vysledkov vedeckého a technologického vyskumu -
a potrebou hodnotenia jeho/ich etickej akceptability. [21, 26]

So vzrastajucimi poZiadavkami na raciondlne a zaroven eticky
akceptovatelné rozhodovanie o poskytovani stile kompliko-
vanejSej zdravotnej starostlivosti v situdcidch vicsej alebo
mensej medicinskej neistoty a v zdravotnickom i verejnom
prostredi s objektivne narastajicim svetonidzorovym pluraliz-
mom, a to tak na strane poskytovatelov, ako aj z pohl'adu pri-
jimatelov tejto starostlivosti (pacientov ¢i klientov), moZe v
agende etickych komisii vyznamne vzrast aj podiel a praktic-
ka zavaznost dosial menej frekventovanej ,klinicko-etickej“
problematiky. [4, 5]

Spominané narastajice ndroky na etickti kompetentnost, roz-
sah a prakticky dopad riadnej Cinnosti etickych komisii bu-
du vyzadovat patri¢né kroky zo strany zriadovatelov (zlepSe-
nie a zabezpecenie potrebnych podmienok - personalnych
i materialnych), ako aj samotnych etickych komisii a ich cle-
nov (nevyhnutné vzdelivanie, sietovanie, sledovanie a vyme-
na odbornych informdcii a i.). V tejto suvislosti by sa mal
posilnit vyznam a aktivity zabezpecované doteraz na pode
Ustavu medicinskej etiky a bioetiky n. f. v Bratislave jednak v
spoluprici s Ustavom zdravotnickej etiky Slovenskej zdravot-
nickej univerzity v Bratislave a tieZ v ramci aktivit Europskej
siete etickych komisii pre vyskum - EUREC (viac na www.
eurecnet.org) (tabulka 2).

Jednou z dolezitych, ba nevyhnutnych podmienok na posil-
nenie a zabezpecenie potrebnej autority a doveryhodnosti
etickych komisii vo¢i odbornej i $irSej laickej verejnosti - a 0so-
bitne vo vztahu k ,pouzivatelom“ ich expertizy a ,sluzieb“
(etick€é posudzovanie, konzultacie a i.) - je zabezpecenie ich
potrebnej odbornej kompetencie a nezivislosti pri posudzo-
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Tabulka 2 Aktivity v prospech vzdelavania a vzijomnej spo-
luprace etickych komisii v Slovenskej republike
zabezpecCované na pode Ustavu medicinskej eti-
ky a bioetiky n. f. v Bratislave

e Celostatne stretnutia etickych komisii v Slovenskej republike
- 1-2 razy rocne, s prestivkami uz od roku 1994, uskutocnilo
sa 19 stretnuti (dosial posledné diia 20.4.2016 v Bratislave)

o Kurz pre &lenov etickych komisii - neformalny, na pokraco-
vanie; materidly uverejiilované v casopise Medicinska etika &
Bioetika - Medical Ethics & Bioethics (ISSN 1335-0560; vyda-
va Charis s.r.o. pre UMEB od roku 1994) a na webovej stran-
ke ustavu (www.bioetika.sk / www.bioethics.sk)

® Anotované celostitne postgraduilne kurzy v ramci kontinual-
neho vzdelavania lekirov (CME), sestier a d'alSich zdravot-
nickych pracovnikov v problematike zdravotnickej etiky, eti-
ky biomedicinskeho vyskumu a bioetiky v spolupraci UMEB s
Ustavom zdravotnickej etiky Slovenskej zdravotnickej univer-
zity v Bratislave; prvé od roku 1991/1992, v poslednych ro-
koch 2-3 kurzy za semester (zakladna a nadstavbova uroven)

o Edukacné centrum pre etické komisie - zalozené v ramci ak-
tivit projektu FP7 EURECNET v spoluprici UMEB s Ustavom
zdravotnickej etiky Slovenskej zdravotnickej univerzity v Bra-
tislave v roku 2014

® Zastupovanie etickych komisii v Slovenskej republike v Eu-
ropskej sieti etickych komisii pre vyskum (EUREC - Eu-
ropean Network of Research Ethics Committees) od jej zalo-
Zenia v roku 2006 v ramci projektu FP6; v roku 2016 obnove-
ny mandit UMEB s oficidlnou podporou Ministerstva zdravot-
nictva Slovenskej republiky (MZ SR)

o Konzultatnd a expertizna ¢innost pre ¢lenov (a ,pouZivate-
I'ov*) etickych komisii - telefonické alebo pisomné konzulta-
cie na poZziadanie (uZ od roku 1990 - zacala na péde Central-
nej etickej komisie MZ SR)

e Ucast vediceho a niektorych spolupracovnikov UMEB na pr-
ci Etickej komisie MZ SR (tzv. ,nirodnad“ etickd komisia, zalo-
Zend v roku 1990; aktudlne nie je vymenovand, mandit pred-
chadzajucej skoncil v decembri 2013; ocakava sa jej vymeno-
vanie zac¢iatkom roku 2017)

vani a formulovani stanovisk k rieSenym etickym problémom.
S tym suvisi aj zasadnd poZiadavka, aby sa etické komisie pri
tejto ¢innosti riadili raciondlnymi postupmi uvaZovania, s ni-
lezitou aplikdciou stanovenych etickych principov a metodo-
l16gie, s minimalizaciou akejkolvek predpojatosti (angl. bias).
[6,29]

V procedurilnych aspektoch svojej ¢innosti etické komisie
musia v potrebnom rozsahu zabezpecit reSpektovanie prin-
cipov rovnakého zaobchadzania (bez diskriminicie) a trans-
parentnosti. [6, 22, 29]

Zaroven, v relativnom protiklade k tymto poZiadavkim, mu-
sia v potrebnom rozsahu zabezpecit dodrZanie mi¢anlivosti
o priebehu a obsahu svojich rokovani, osobitne, pokial pre-
rokovivané skutoc¢nosti su predmetom lekarskeho (napr.
informdcie a daje o konkrétnych osobach, ich zdravotnom
stave) alebo obchodného (napr. informacie o prerokovava-
nom projekte/protokole skuiSania) tajomstva. [22, 29]

V uvedenych suvislostiach vyvstava v sucasnosti naliehavej-
Sie aj problematika konfliktu zdujmov vo vztahu k personal-
nemu zloZeniu a ¢innosti etickych komisii, ktorou sa chce-
me, najmi z praktického hladiska, stru¢ne zaoberat v tomto
prispevku. Pritom si uvedomujeme, Ze ide vo svojom stihrne
o vel'mi rozsiahly komplex otdzok, ktoré suvisia s vytvaranim,
udrZiavanim a (Ziaducim) rozvojom etického prostredia, pri-
padne etickej infraStruktary fungujicej (nefungujticej alebo
aj absentujucej) v rdmci danej komunity alebo spolocnosti.
[3, 17, 23] V tomto ohlade predstavuje taZiskova problemati-
ka nasho prispevku nutne len zlomkovu, i ked prakticky re-
lativne vyznamnu cast tohto komplexného problémového
okruhu.

Konflikt zdujmov

Pojem konflikt zdujmov sa definuje roznym sposobom (tabul-
ka 3). V naSom prispevku uprednostiiujeme definiciu uvede-
nu v publikiciach OECD (Organizicia pre ekonomicki spo-
lupricu a rozvoy) [18-20]:

Jkonflikt zaujmov vznikd, ked osoba konajiica vo verejnom zauj-
me ma osobny zdujem, ktory by mohol nepripustne ovplyv-
nit vykon jej profesionalnych povinnosti a zodpovednosti®,

Organizacia OECD identifikovala tri typy konfliktu zaujmov:

o skutoény: znamena konflikt medzi verejnou funkciou a
sikromnymi zdujmami verejného cCinitela, ked verejny
¢initel md sukromné zaujmy, ktoré by mohli nepatri¢ne
ovplyvnit vykonavanie jeho sluZzobnych uloh a povinnosti,

e zdanlivy konflikt zaujmov vznikd v pripade, ked sa zda,
Ze sukromné zaujmy verejného Cinitel'a by mohli nepatri¢-
ne ovplyvnit vykonavanie jeho povinnosti, v skuto¢nosti to
tak vSak nie je,

e potencidlny: vznikd v pripade, ked ma verejny Cinitel si-
kromné ziujmy, ktoré by mohli viest ku konfliktu zaujmov,
ak by verejny ¢initel v budicnosti nadobudol prislusné
(t. j. konfliktné) zodpovednosti.

Osobitny vyznam adekvatneho rieSenia problému konfliktu ziuj-
mov vo verejnom sektore vyplyva z toho, Ze pokial sa v¢as ne-
rozpozni a neriesi, podkopava potrebnu integritu verejnych
c¢initelov ¢i osOb konajucich vo verejnom zdujme, ako aj in-
tegritu prijimanych rozhodnuti, integritu tradov a organizacii
¢i orgdnov $titnej spravy a inych verejnych institicii. Pritom
integritou v tomto kontexte sa rozumie naleZité pouZitie
zdrojov (vritane finan¢nych) a pravomoci vylu¢ne na ten
ucel, na ktory su urcené. Opakom integrity je v tychto suvis-
lostiach korupcia alebo zneuZitie, pri ktorych ide o zneuZitie
verejnej funkcie na dosiahnutie osobného prospechu. [3,
18-20, 23]

Pre spravne rieSenie konkrétneho pripadu konfliktu zauj-
mov - ¢iuZ ide o skutocny alebo zdanlivy, aktudlny alebo po-
tencidlny - je potrebné zistit presne prislusné fakty a pouZit pris-
lusné zikonné a dalSie relevantné predpisy a postupy, o si vy-
Zaduje patri¢né znalosti a spravne pochopenie a zhodno-
tenie mnohych skutocnosti, ktoré v danom pripade prichadza-
ju do uvahy. Tato oblast etiky verejného sektora moze pred-
stavovat problém aj z dovodu potencidlne miticeho pouZitia
niektorych pojmov ¢&i vyrazov - napriklad ,mat zdujem na
vysledku daného rozhodnutia“ (to znamenad, Ze v jeho dos-
ledku dana osoba ziska alebo neziska nejaky osobny pros-
pech) nie je to isté, ako ,mat zdujem o vysledok tohto rozhod-
nutia“ (byt zvedavy, ako to dopadne). [2, 23]

Aj zdanlivy alebo potencidlny konflikt zdujmov, CiZe konflikt
zaujmov, ktory by takto mohol byt vaimany zo strany verej-
nosti, zucastnenych alebo dotknutych strainok rozhodova-
cieho procesu, méze mat podobné dosledky pre poskodenie
integrity jednotlivych cCinitelov, rozhodnuti, organizicii ale-
bo inStitdcii, ako skuto¢ny, aktualny konflikt. Preto je nevyh-
nutné ho rozpoznat a riesit rovnako dosledne. Riesenie kon-
fliktu zdujmov ma byt vZdy realistické, adekvatne v danom kon-
texte a primerané (proporciondlne). [2, 19, 23]

Konflikty zdujmov nie je mozné v redlnom Zivote nikdy upl-
ne vylucit (,Iba mftvi l'udia nemaja Ziadne osobné zaujmy* -
poznimka autorov). Jeho adekvitne rozpoznanie (identifika-
cia) a nasledné rieSenie je tak zodpovednostou konkrétne;j
osoby konajucej vo verejnom zdujme i verejného cinitela,
ako aj prisludnej organizacie/institticie, ktord ma s tymto cie-
T'om v rimci svojej etickej kultiiry zabezpecit realistické opat-
renia (vautorné predpisy a Standardné postupy, pripadne
definované osoby ¢i komisie alebo iné organizac¢né Struktiry
zodpovedné za rieSenie tejto problematiky) a pravidelni kont-
rolu a vyhodnocovanie ich plnenia (s pripadnymi nidpravny-
mi opatreniami alebo sankciami) - a tieZ primerané vzdela-
vanie a motiviciu svojich pracovnikov. [1, 19-20]
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Tabulka 3 Konflikt ziujmov - vybrané definicie

e Konflikt ziujmov znamena konflikt medzi verejnou funkciou
a sukromnymi zdujmami verejného cinitel'a, ked md verejny ¢i-
nitel sikromné zaujmy, ktoré by mohli nepatricne ovplyvnit vy-
kondvanie jeho sluZzobnych tloh a povinnosti. (OECD; 2003,
2005) [18-20]

e Konflikty zaujmov sa definuju ako okolnosti, ktoré vytviraja
riziko, Ze profesionilne posudenie alebo konanie vo vztahu k
primdrnemu zdujmu bude neZiaduco ovplyvnené sekundar-
nym zdujmom danej osoby. Primarny zdujem predstavuji
podpora a ochrana integrity vyskumu, kvality medicinskeho
vzdelavania a dobra pacientov. Sekundirny zdujem nezahfiia
iba finan¢n€ zaujmy danej osoby, ale aj in€ zaujmy, akymi st
napriklad dosiahnutie kariérneho postupu a uznania a snaha
uirobit laskavost priatelom, clenom rodiny, Studentom alebo
kolegom. (Institute of Medicine of the National Academies
(USA); 2009) [13]

o Konflikt ziujmov vo vyskume existuje vtedy, ked vyskumni
pracovnici alebo institacie, v ktorych sa vyskum uskutociiuje,
maju Specifické zaujmy, ktoré mozu ovplyvnit primirne po-
vinnosti vo vztahu k danému vyskumu. Nie je nevyhnutné do-
kazat, Ze konflikt nevyhnutne ovplyvni spriavanie danej osoby.
Stratégie tykajtice sa konfliktu ziujmov maju preventivny cha-
rakter: usiluju sa vyhnut situdcidm, ktoré by mohli negativne
ovplyvnit najdoleZzitejsie povinnosti vyskumnych pracovni-
kov alebo ktorych vplyv v tomto zmysle by dal rozumne pred-
pokladat. (WHO; 2009) [28]

o Konflikt ziujmov je situicia, kde jednotlivec alebo organiza-
cia, ktoru tento reprezentuje alebo v ktorej ma svoj zdujem,
ma skutocny, potencidlny alebo vnimany, priamy alebo nepria-
my zdujem, ktory konkuruje zaujmom aktivit Onkologicke;j
Rady NJW. Tento konkurujici ziujem by mohol viest k tomu,
Ze dany jednotlivec, jemu blizke osoby alebo organizicie, v
ktorych maji on alebo spominané osoby zdujem, by sa mohli
dostat do pozicie, v ktorej by mohli mat prinos z konkrétne;j
situdcie, alebo by sa Onkologickej Rade NJW zabranilo dosiah-
nut vysledok, ktory by bol v najlepSom ziujme verejnosti a
Onkologickej Rady NJW. (Cancer Council NSW; 2016) [1]

o Konflikt ziujmov nastdva vtedy, ked je ohrozeny nestranny a
objektivny vykon funkcii ucastnika finan¢nej operacie alebo
inej osoby (uvedenych v odseku 1) z rodinnych alebo cito-
vych dovodov, z dévodov politickej alebo nirodnej prislus-
nosti, ekonomického zaujmu alebo akéhokolvek iného ziuj-
mu spoloc¢ného s prijemcom. (vymedzenie na ucely vydavkov
a spravy rozpoctu EU, pricom spominany odsek 1 znie: 1. Ucast-
nici finan¢nych opericii a iné€ osoby zapojené do plnenia roz-
poctu a hospodarenia s rozpoctovymi prostriedkami vritane
jeho pripravnych aktov, auditu alebo kontroly nepodniknu
ziadne kroky, ktoré mozu priviest ich vlastné zaujmy do kon-
fliktu so zaujmami Unie.) (Bur6pska tinia, Nariadenie (EU, Eu-
ratom) ¢. 966/2012) [2]

o Konfliktom ziujmov sa rozumie situdcia, kedy z dé6vodov osob-
nych alebo inych obdobnych vztahov zainteresovanych osob
je naruseny alebo ohrozeny zaujem na nestrannom a objektiv-
nom vykone tych verejnych funkcii, ktoré sivisia s pripravou,
implementaciou vyziev na podavanie projektov z fondov EU,
s hodnotenim a schvalovanim predkladanych projektov. Za osob-
né alebo in€ obdobné vztahy sa povazuje rodinnd spriaznenost,
citova spriaznenost, politicka spriaznenost a ekonomicky alebo
akykolvek iny s verejnym zdujmom nesuvisiaci zdujem zdie-
lany so ziadatelom o poskytnutie nendvratného financného pris-
pevku s prostriedkov Strukturilnych fondov EU, Kohézneho
fondu EU, $titneho rozpoctu alebo inych verejnych zdrojov.
(Pravidlo zikazu konfliktu zdujmov, Uznesenie vlady SR ¢.
141 zo 16. februara 2005) [27]

Ulohy a zodpovednost etickej komisie

Ako sme uz uviedli v tivode, etickd komisia plni cely rad ne-
zastupitelnych tloh vo verejnom zaujme a nesie zodpovednost,
delegovanu Stitom, za dohlad nad etickou akceptabilitou
projektov biomedicinskeho vyskumu, vritane klinickych sku-
$ani, a tieZ v tomto zmysle aj za rieSenie etickych problémov
v suvislosti s poskytovanim zdravotnej starostlivosti (bliZsie
napr. v [4, 6, 22, 28-29]).

Pri plneni svojich tloh v rdmci uvedenej zodpovednosti etic-
ki komisia musi zabezpecit, aby vSetky jej ¢innosti, ktoré su-
visia s jej poslanim a ilohami, najmi posudzovanie etickych
aspektov biomedicinskeho vyskumu, vratane klinickych skusa-
ni, a poskytovanej zdravotnej starostlivosti, prebiehali s reSpek-
tovanim prislusnych etickych $tandardov a odporicani. [10-
11, 14-15, 21, 25, 29] Pritom sa musi zabezpecit, aby fungova-
nie etickej komisie, kde a ako je to len mozné, bolo transpa-
rentné (so zabezpecenim milcanlivosti v stanovenych oblastiach
a pripadoch v silade s platnymi pravnymi predpismi a eticky-
mi $tandardmi - priklad zdovodnenia pre etické komisie posu-
dzujice biomedicinsky vyskum a klinické skuasania v tabul-
ke 4, obdobné mozno primerane pozadovat aj pre etické komi-
sie posudzujtice etick€ aspekty zdravotnej starostlivosti), kvali-
fikované, predvidatelné, konzistentné, zodpovedné a efektivne.

Tabulka 4 Micanlivost clenov a pracovnikov etickych komisii

5.A.5 Mlcanlivost

Vsetci ¢lenovia a pracovnici EK maji povazovat kazdu informdciu
poskytnuti EK za doévernu. Podobne aj vSetci externi odbornici,
ktori st pozyvani, aby poskytli EK stanovisko ku konkrétnemu vy-
skumnému protokolu, maju zachovat vo vztahu k danej informa-
cii ml¢anlivost.

Dalsi aspekt mlcanlivosti sivisi s potrebou umoznit slobodnd a ot-
vorenu diskusiu medzi ¢lenmi EK, ked' posudzuju konkrétne na-
vrhy. KedZe slobodnd diskusia je pre plnenie uloh EK pri posu-
dzovani vyskumu nevyhnutne potrebnd, ma sa o obsahu tejto disku-
sie, ako aj o detailoch hodnotiaceho procesu zachovat mlcanlivost.

Prirucka pre clenov etickych komisii [22]

Vyznamnou sucastou a predpokladom riadneho plnenia po-
slania a nezastupitelnych uloh etickych komisii vo verejnom
zdujme je aj adekvatne definovanie a rieSenie problematiky kon-
fliktu zdujmov v ramci samotnej etickej komisie, ako aj v rim-
ci organizacie/inStitacie, ktora je jej zriadovatelom a v ktorej
dana eticka komisia posobi. [1, 13]

Situicie konfliktu ziujmov

Clen etickej komisie sa moZe ocitniit v situdcii konfliktu z4uj-
mov (¢i uz skuto¢ného, zdanlivého alebo potenciilneho)
napriklad v nasledujacich pripadoch [1, 12, 13]:

A) pri posudzovani etickej prijatelnosti (akceptability) pro
jektov biomedicinskeho vyskumu/protokolov klinické-
ho skuSania:

1. zdoévodu osobnych ziujmov:

e je Clenom riesitel'ského timu daného projektu, skusaji-
cim v danom klinickom skus$ani,

e ma finan¢ny zdujem (napr. akcie) v organizicii, ktora je
zadavatelom/sponzorom projektu ¢i skdSania (napr.
akcie, spoluvlastnictvo, vlastnictvo patentu a i.),

e pocituje lojalitu ku kolegom, ktori podivaji navrh pro-
jektu/protokolu klinického skusania,

e ma uzku spojitost s oblastou vyskumu, z ktorej pochidza
dany projekt/protokol klinického skusania: a) spriaz-
nenost - zniZenie narokov pri posideni, zniZena kritic-
nost pri posudzovani projektu/protokolu, b) kompeticia
(konkurencia) - neprimerané zvySenie nirokov, zvySeni
kriti¢nost pri posudeni projektu/protokolu,

o mozné dosledky prijimaného rozhodnutia na vlastnu pra-
cu ¢lena komisie (napr. pre neho (ne)vyhodni/(ne)priaz-
niva zmena postupov/podmienok (vyskumnej) price v
danej organizacii/inStiticii; oslabenie/posilnenie jeho
osobnej pozicie/pozicie jeho vyskumného timu; financné
dosledky (platové, odmeny) a i.),

e osobni agenda (vratane skrytej, napr. konkurencny/

kompetitivny vztah voci predkladatelovi/predkladate-
I'om, osobny konflikt, antipatia, nepriatel'stvo a i.),
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osobné presvedcenie (napr.: vedecké, odborné, filozo-
fické, svetonazorové, nibozenské a i.),

vykon inych funkcii - ¢innosti v rdmci organizicie/in-
Stiticie, ktoré mozu byt ovplyvnené prijimanym rozhodnu-
tim (napr.: ¢len projektovej jednotky, oddelenia klinic-
kého vyskumu/klinickych $tadii, ¢len pravneho oddele-
nia, ekonomického oddelenia, ¢len manazmentu orga-
nizacie/institucie a i.);

osobné vyhody vyplyvajice z ¢lenstva v etickej komisii
(napr. ziskanie alebo zvySenie osobného vplyvu v danej
organizacii/institdcii, osobitny pristup k vyznamnym infor-
maciam a pod.),

finan¢na odmena za pricu v etickej komisii (osobitne, ak
je neprimerana);

O (ne)vhodnosti odmeniovania ¢lenov etickej komisie za
ich priacu v komisii (t.j. nad rimec refundicie oprav-
nenych nidkladov ¢lena suvisiacich s jeho pracou v komi-
sii) sa diskutuje. Na jednej strane sa urcité obavy z neZzia-
duceho ovplyvnenia ich nezavislosti a vzniku konfliktu
zaujmov. Na druhej strane Clenstvo v aktivnej etickej ko-
misii zvyCajne zahffia zna¢né mnoZstvo pomerne naroc-
nej (odbornej, expertnej) prace, nezriedka aj v mimopra-
covnom case (Stadium rozsiahlych materidlov, priprava
na zasadnutia, spracovanie podkladov na rokovanie a i.) -
a je namieste otazka, ¢i je mozné ocakavat jej riadne vyko-
navanie dobrovolnickym sposobom. To osobitne plati v
pripade externych ¢lenov komisie, ako aj pri vykonani konk-
rétnej prace ¢lena komisie (napr. spracovanie pisomnych
podkladov k danému pripadu na rokovanie komisie). Na-
zor autorov tohto prispevku je, Ze poskytnutie primera-
nej financnej odmeny v uvedenych pripadoch je opravne-
né a eticky akceptovatelné za podmienky jej primeranos-
ti a striktného oddelenia od rozhodovacich procesov ko-
misie. Tato problematika ma byt transparentnym spdso-
bom rieSend v Statdte a rokovacom poriadku etickej ko-
misie.

.z dovodu ziujmov danej organizicie/institdcie:

snaha chranit/presadzovat zaujmy organizacie/institicie,
ohlady na reputiciu a prestiZ organizacie/institucie,
snaha podporit konanie vyskumu/klinického skasania v
danej organizicii/inStitucii,

podhodnotenie vyznamu ¢innosti/posidenia etickej komisie
pre rozhodovanie danej organizcie/inStiticie o pred-
kladanom navrhu projektu/protokole klinického skuiSania,

potencidl/riziko priavnej zodpovednosti (vratane rizika
trestnopravnej zodpovednosti),

hodnoty danej organizicie/institicie, hodnoty danej
komunity ¢i spoloc¢nosti, v ktorej tito organizicia/inSti-
tacia funguje,

tlak na urychlené posudenie (skutoc¢ni alebo vnima-
na/navodena ¢asova tiesen),

zohladiiovanie zdujmov organizicie/inStiticie vo vztahu
k jej majetku a inym aktivam (napr. spolu/vlastnictvo
akcii, patentov, inej organizacie/inStiticie a i.),

poplatky vyberané organiziciou/inStiticiou za realizo-
vanie posudenia etickej akceptovatelnosti nivrhu pro-
jektu/protokolu klinického skuSania,

podobne aj

B) pri posudzovani etickych aspektov zdravotnej starostli-

vosti poskytovanej v danej zdravotnej organizacii /inSti-
tacii (nemocnica, (vyskumny) lieCebny ustav, poliklinika,
ambulancia):

1. z doévodu osobnych ziujmov:

je oSetrujicim lekdrom alebo ¢lenom oSetrujiceho ti-
mu, ktory poskytuje (z etického hladiska) posudzovanu
zdravotnu starostlivost danému pacientovi,

ma uzku profesiondlnu spojitost s oblastou (etickou ko-
misiou) posudzovanej zdravotnej starostlivosti (napr. in-
tenzivna, paliativna atd.) ¢i medicinskou Specializaciou,
ktorej sa rieSeny klinicky eticky problém tyka (napr. chi-
rurgia, kardioldgia atd’.),

pocituje lojalitu ku kolegom, ktorych sa dany klinicky etic-
ky problém/dilema tyka,

ma vlastny finan¢ny zaujem v suvislosti s poskytovanim
zdravotnej starostlivosti v danej organizicii/institucii (vo
vSeobecnosti, alebo v konkrétnom pripade - napr. financ-
ne narocné, ,lukrativne“ zdravotné vykony), napr. na zabez-
peceni ,profitability“ daného oddelenia ¢i ambulancie, exis-
tujiica osobni finan¢na zainteresovanost (napr. odmeny
/prémie v zavislosti od plnenia stanovenych vykonovych ¢i
finan¢nych ukazovatelov),

mozné dosledky prijimaného rozhodnutia na vlastnu kli-
nicku pricu ¢lena komisie (napr. pre neho (ne)vyhod-
ni/(ne)priazniva zmena postupov/podmienok klinickej
prace v danej organizacii/inStitucii;

mozné kariérne a iné osobné dosledky pre ¢lena komi-
sie alebo jeho spolupracovnikov (napr. oslabenie/posil-
nenie jeho osobnej pozicie/pozicie jeho oddelenia v ram-
ci organizacie/institicie; moZznosti profesionalneho roz-
voja (vzdeldvanie - tréning, osobny rast, ucast na vysku-
me/klinickych skisaniach a i.); financné dosledky (plato-
vé, odmeny) a i.),

osobnd agenda (vritane skrytej, napr. konkuren¢ny vztah
voci kolegom, ktorych sa posudzovany pripad tyka; (skry-
ty) osobny konflikt, antipatia, nepriatelstvo ai.),

osobné presvedcCenie (napr. odborné, filozofické, sve-
tondzorové, naboZenské a i.),

vykon inych funkcii - ¢innosti v rimci organizicie/inSti-
tacie, ktoré mozu byt ovplyvnené prijimanym rozhodnu-
tim (napr. veduci lekir daného oddelenia, ¢len projek-
tovej jednotky/oddelenia klinického vyskumu/klinic-
kych stadii, ¢len manaZzmentu danej organizicie/institd-
cieai);

osobné vyhody vyplyvajice z ¢lenstva v etickej komisii
(napr. ziskanie alebo zvySenie osobného vplyvu v danej
organizacii/inStitucii, pristup k vyznamnym informa-
cidm a pod.),

finan¢nd odmena za pricu v etickej komisii (osobitne, ak
je neprimerand) (vid vyssie);

2. z dovodu zdujmov danej organizicie/institicie:

snaha chrinit/presadzovat ziujmy organizicie/institucie,
ohlady na reputiciu a prestiZ organizacie/inStiticie,

snaha podporit poskytovanie (eticky) posudzovaného ty-
pu zdravotnej starostlivosti v danej organizacii/ inStitucii,

podhodnotenie vyznamu c¢innosti/posudenia etickej ko-
misie pre rozhodovanie o posudzovanom type zdravotnej
starostlivosti,

potencial/riziko pravnej zodpovednosti (vratane rizika
trestnopravnej zodpovednosti),

hodnoty danej organizicie/inStiticie, hodnoty danej ko-
munity ¢i spolo¢nosti, v ktorej tito organizacia/inStiticia
poskytuje zdravotnu starostlivost (napr. charitativna or-
ganizicia, cirkevna organizicia, organizacia s osobitnou
agendou ¢i ideologickym pozadim - napr. poskytujica
Lsluzby reprodukcéného a sexuilneho zdravia“ (napr. vrata-
ne vykonavania umelych potratov ¢i roznych (ev. kontro-
verznych) met6d asistovanej reprodukcie) a i.),

tlak na urychlené posidenie daného klinického pripadu
- etickej dilemy (skuto¢nd alebo vaimand/navodend ca-
sova tiesenl),

zohladiiovanie zdujmov organizdcie/inStitacie vo vztahu
k jej majetku a inym aktivam vo vztahu k poskytovaniu po-
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e sudzovanej zdravotnej starostlivosti (napr. moznost roz-
Sirenia priestorov, materidlneho (pristrojového) a perso-
nalneho vybavenia, zvySenie kategorie zdravotnickeho za-
riadenia a i),

e ckonomické aspekty (eticky) posudzovanej zdravotnej
starostlivosti (jej naklady verzus cena, ihrada zdravotnou
poistoviiou, moznost spoludcasti pacienta, vplyv na hos-
podarenie oddelenia - organizicie/institucie (zisk, strata,
Lprofitabilita®).

Uplatiiovanie vysSie uvedenych (zvicsa alebo celkom oprav-
nenych, legitimnych) zdujmov organizicie/institdcie, v
ktorej etickd komisia posobi, moZe taktiez vytvarat situdcie,
kedy sa tieto zdujmy mozu dostavat do konfliktu s primarny-
mi zaujmami osOb, komunity alebo celej spolo¢nosti, v kto-
rej dand zdravotnicka ¢i vyskumna organizdcia/inStiticia po-
sobi. Takto sa moZe aj riadny vykon odbornych ¢innosti etic-
kej komisie uskutocnovat v okolnostiach, kedy nou prijima-
né rozhodnutia a ich praktické dosledky mo6zu byt v konflik-
te so zaujmami organizicie/institacie, v ktorej podsobi, ktora
ju zriadila a ktora spravidla zabezpecuje aj materidlne a perso-
nilne podmienky pre jej ¢innost. Tieto situdcie mozZu byt v
redlnom Zivote pomerne ¢asté a mozu viest k napitiam a viac
alebo menej explicitnym aktivitim predstavitelov alebo Struk-
tar manaZzmentu danej organizicie/institticie s cielom pria-
mo alebo nepriamo zasahovat do ¢innosti etickej komisie ale-
bo ovplyviovat jej rozhodovanie. [13]

Existencia legitimneho konfliktu zdujmov na drovni danej
organizicie/institicie neznamend, Ze skuto¢ne prichadza k
naruSeniu integrity prisluSnych rozhodovacich postupov
alebo integrity konkrétnych osob, ¢i Struktar riadenia, avSak
predstavuje urcité redlne riziko v tomto zmysle, ktoré moze
byt viac alebo menej vnimané zo strany osdb ¢i organizacii,
ktorych sa prislusné rozhodovacie procesy a ich vysledky v
rozli¢nej miere dotykaju. Preto je nevyhnutné venovat prob-
lematike konfliktu zdujmov a jej doslednému praktickému
rieSeniu na urovni kazdej organizicie/inStitacie nalezita a
kontinudlnu pozornost (vriatane pravidelnej kontroly, odha-
Tovania a vyhodnocovania zistenych problémov a prijimania
a implementdcie opatreni na ich rieSenie). [13, 19]

RieSenie konfliktu ziujmov na drovni etickej komisie
Pristup k rieSeniu problému konfliktu zidujmov ma byt pre-
ventivny: ide o jeho vcasné zistenie, zhodnotenie jeho cha-
rakteru a zavaznosti - a realizdciu vopred uréenych opatreni
na jeho eliminiciu alebo primerané dorieSenie. [19]

Prislusna organizacia/institacia, ktori je zriadovatelom etic-
kej komisie, by mala mat za tymto t¢elom (t.j. na zistovanie a
rieSenie konfliktu zdujmov) vypracované (a pravidelne nove-
lizované) vlastné vaitorné predpisy a Standardné postupy
konania ¢i spravania jednotlivych organiza¢nych celkov a
Struktur riadenia a rozhodovania, ako aj jej jednotlivych za-
mestnancov (podla prisluSnej zverenej pravomoci a zodpoved-
nosti). [1, 22, 29]

Tieto konkrétne, v praxi uplatiiované, vyzadované a kontro-
lované predpisy a Standardné postupy musia byt v stilade s plat-
nymi pravaymi predpismi, odbornymi odporucaniami a celo-
Stitne ¢i medzinarodne reSpektovanymi etickymi poZiadav-
kami (etické smernice, kddexy a odportcania - priklady v ta-
bulke 1). Premietaju sa vhodnym spésobom do znenia Statii-
tu etickej komisie a do znenia jej rokovacieho poriadku.

RieSenie konfliktu zdiujmov na drovni ¢lena etickej komisie
moze zahifat nasledovné moznosti:

® poziadavka na Cestné vyhlisenie ¢lena etickej komisie o

existencii alebo absencii jemu znimeho konfliktu zauj-
mov - ¢i uZ aktudlneho, zdanlivého alebo potencialneho
(spravidla v pisomnej forme):

a) vo vztahu k clenstvu v etickej komisii (pred jeho vyme-
novanim, s poziadavkou na neodkladné oznimenie

vzniku situdcie konfliktu zdujmov pocas ¢lenstva v
komisii),

b) vo vztahu ku konkrétnemu prerokovivanému/posu-
dzovanému pripadu (eticky problém vo vztahu ku
konkrétnej zdravotnej starostlivosti; posudzovany pro-
jekt biomedicinskeho vyskumu/protokol klinického
skusania),

e v pripade existujuceho konfliktu zdujmov:

a) vylacenie daného clena etickej komisie z prerokova-
vania daného pripadu,

b) odvolanie ¢lena z ¢lenstva v etickej komisii (pri vzni-
ku situdcie zavazného konfliktu zaujmov v priebehu
jeho mandatu),

e v pripade zdanlivého alebo potenciilneho konfliktu zauj-
mov konkrétneho ¢lena komisie postup v sulade so Stati-
tom a rokovacim poriadkom komisie, ktory zvycajne zahfna:

a) oboznamenie clenov etickej komisie s existenciou ta-
kéhoto konfliktu ziujmov s ndslednym zhodnotenim
jeho aktualnej alebo potencidlnej zavaznosti,

b) rozhodnutie o vyluceni alebo pripusteni ticasti dané-
ho c¢lena v prerokovani daného pripadu (zaver sa uve-
die v zdpisnici zo zasadnutia komisie),

©) rozhodnutie o odporuceni ¢lenovi vzdania sa ¢lenstva
v etickej komisii pripadne o odporuceni zriadovatelo-
vi etickej komisie na odvolanie daného ¢lena z ¢lenstva
v komisii (pri vzniku situdcie potencidlne zivazného
zdanlivého alebo potencidlneho konfliktu zdujmov v
priebehu jeho manditu),

e zabezpecenie vstupného poucenia/vzdelivania novo vy-
menovaného c¢lena etickej komisie, vratane jeho informo-
vania o povinnostiach v stvise s problémom konfliktu zauj-
mov a naslednym prijatim zivizku (spravidla v pisomnej
podobe) na dodrziavanie Standardnych postupov v stla-
de s vnatornymi predpismi organizacie/institucie (vra-
tane dalSich relevantnych poZiadaviek - napr. zdvizku ml-
canlivosti a pod.),

e zabezpecenie kontinudlneho (sistavného) vzdelivania Cle-
nov komisie v uvedenej problematike (napr. v spolupra-
ci s Ustavom zdravotnickej etiky Slovenskej zdravotnickej
univerzity v Bratislave resp. s Ustavom medicinskej etiky a
bioetiky n. f. v Bratislave - tabulka 2).

Riesenie konfliktu zdujmov na drovni etickej komisie moze
zahfnat nasledovné moznosti:

e privymenovani ¢lenov a urceni profesijného a nazorové-
ho zloZenia etickej komisie podla moznosti dbat na

a) zastupenie externych ¢lenov komisie, ktori nemaja
Ziadnu vizbu na danu organiziciu/inStiticiu resp.
zdravotnicke/vyskumné zariadenie,

b) multidisciplinarny charakter odborného zloZenia ko-
misie s ohladom na zabezpecenie potrebnej vedecke;j
/odbornej kompetentnosti, vratane kompetentnosti v
oblasti etiky (filozofie), priva, pripadne aj humanitnych
vied ¢i teologie,

©) pluralitné zloZenie komisie z hl'adiska nazorového spekt-
ra komunity alebo verejnosti, ktorej ma dan€ zdravot-
nicke alebo vyskumné zariadenie/organizacia/instita-
cia sliZit, vriatane zastipenia predstavitela/predstavi-
telov najpocetnejsich ndbozZenskych skupin (mozno rea-
lizovat aj v spolupraci s predstavitelmi duchovne;j sluz-
by, pokial je vdanom zariadeni zriadena [24]), pripad-
ne Clenstva odbornika z oblasti religionistiky,

d) zastupenie laikov, ¢ize osob bez formalneho medicin-
skeho/zdravotnickeho/vedeckého ¢i vyskumného
vzdelania, pripadne zastipenie predstavitelov ob-
¢ianskej spoloc¢nosti (najlepsSie pochadzajicich z da-
ného regionu ¢i komunity),
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e) zastipenie vhodnych predstavitelov pacientov (v su-
Casnosti uz prebieha vzdeldvanie pacientskych zastup-
cov - napr. kurzy ,Pacient a liek“ organizované v spo-
luprici s pacientskymi organiziciami na pode Ustavu
farmakoldgie, klinickej a experimentilnej farmakolo-
gie Slovenskej zdravotnickej univerzity v Bratislave;
edukacné aktivity nedavno zriadenej slovenskej platfor-
my EUPATI (podrobnejSie na webovej strinke www.
eupati.org) a i.); otdzka vhodného profilu zastupcu pa
cientov vo vztahu ku schopnosti skuto¢ne zastupovat
zaujmy a hladiskd pacientov v rozhodovacich proce-
soch a byt v nich skuto¢nym a efektivhym partnerom
ostatnym zucastnenym stranam je predmetom inten-
zivnej diskusie a hl'adania - v sacasnosti sa niekedy ho-
vori o “generickom pacientovi” (nezastupuje skupinu
pacientov s uritym ochorenim, ale ma poskytnut Sir-
§i pohlad),

e zabezpecenie vstupného a kontinudlneho (sistavného)
vzdeldvania ¢lenov a osobitne funkcionarov (predseda,
podpredseda) a profesionalnych pracovnikov (tajomnik,
administrativna sila) etickej komisie v tejto problematike
(napr. v spoluprici s Ustavom zdravotnickej etiky Sloven-
skej zdravotnickej univerzity v Bratislave, vid vysSie),

e zverejnenie doleZitjch dokumentov o zriadeni a ¢innosti
etickej komisie, spravidla na internetovom sidle (webo-
vej stranke) zriadovatela v zmysle poZiadaviek transpa-
rentnosti a rovnakého zaobchddzania (bez nespravodli-
vej diskrimindcie), najmd: Statitu a rokovacieho poriad-
ku etickej komisie, menovitého zloZenia komisie (meno,
odbornost ¢lena, spravidla sa ,automaticky” nezverejiiuju
kontaktné udaje ¢lenov komisie), plinu terminov zasad-
nuti, postupu podania Ziadosti o konzulticiu alebo o
stanovisko etickej komisie k pripadu zdravotnej starostli-
vosti, postupu podania Ziadosti o stanovisko etickej ko-
misie k projektu biomedicinskeho vyskumu alebo k pro-
tokolu klinického skuiSania, kontaktné udaje pre komu-
nikaciu s etickou komisiou (adresa sekretaridtu komisie),
pripadne konzulta¢né hodiny (predsedu/podpredsedu)
komisie (pre odbornu alebo laicku verejnost, vratane pa-
cientov ¢i ucastnikov biomedicinskeho vyskumu alebo
klinickych skasani a/lebo ich blizkych).

Zaver

Adekvatne rozpoznanie a rieSenie situdcii konfliktu zaujmov
¢lenov etickej komisie, ako aj konfliktu zdujmov dotykajice-
ho sa riadnej ¢innosti etickej komisie vo vztahu k eticky po-
sudzovanym a sledovanym cinnostiam jej zriadovatel'skej or-
ganizicie, akymi su etické otazky a dilemy v ramci poskyto-
vania zdravotnej starostlivosti a posudzovanie etickej prija-
telnosti a etickych aspektov (planovania, vykonavania, vyhod-
nocovania, zverejilovania a implementicie vysledkov) biome-
dicinskeho vyskumu, vritane klinickych skdsani (produktov,
liekov a zdravotnickych pomocok alebo pristrojov), je sucas-
tou aj nevyhnutnym predpokladom zabezpecenia jej exis-
tencie a riadneho fungovania v stilade s jej poslanim a nezas-
tupitelnymi dlohami v ramci rozhodovacich a monitorova-
cich procesov vo verejnom zaujme. Vzhladom na stile sa vy-
vijajici vedecky a odborny, socidlny, pravay aj eticky kontext
price etickych komisii bude potrebné nadalej venovat tejto
problematike kontinudlnu a primerane intenzivnu profe-
siondlnu pozornost.
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Abstrakt

Adekvitne rozpoznanie a rieSenie situdcii konfliktu zaujmov
¢lenov etickej komisie, ako aj konfliktu zdujmov dotykajuce-
ho sa riadnej ¢innosti etickej komisie vo vztahu k flou posu-
dzovanym a sledovanym cinnostiam jej zriadovatel'skej orga-
nizicie alebo inStittcie, akymi su etické otazky a dilemy v ram-
ci poskytovania zdravotnej starostlivosti a posudzovanie etic-
kej prijatelnosti a etickych aspektov biomedicinskeho vysku-
mu, vratane klinickych skusani, st nevyhnutnou siucastou a
predpokladom zabezpecenia jej existencie a riadneho fun-
govania, v sulade s jej poslanim a nezastupitelnymi tilohami
v ramci rozhodovacich a monitorovacich procesov vo verej-
nom zaujme. Autori v prakticky orientovanom prispevku ana-
lyzuja vyznam a konkrétne dopady problému konfliktu zauj-
mov na kvalitu ¢innosti a doveryhodnost etickej komisie, a to
s osobitnym ohladom na podmienky v oblasti systému zdra-
votnictva a biomedicinskeho vyskumu v Slovenskej republi-
ke, v aktudlnom medzinirodnom, predovsetkym eurépskom
kontexte. Poukazuji na potrebu a konkrétne moznosti rieSe-
nia konfliktu zaujmov na trovni etickej komisie a jej zriadu-
jucej organizdcie alebo inStiticie. Uzatvdraji, Ze vzhladom
na stéle sa vyvijajuci vedecky a odborny, socidlny, pravny a etic-
ky kontext price etickych komisii bude potrebné nadalej ve-
novat tejto problematike kontinualnu a primerane intenziv-
nu profesionilnu pozornost.

KTtcové slovd: konflikt zaujmov, eticka komisia, biomedicin-
sky vyskum, etika zdravotnej starostlivosti, etika vyskumu,
bioetika

Abstract

An adequate detection and management of the conflicts of
interests of ethics committees’ members, as well as of the
conflicts of interest with regard to the proper work of an
ethics committee in relationship with reviewed and monito-
red activities of its establishing organization or institution,
such as dealing with ethical questions and dilemmas within
the provision of health care or providing an ethics review of
biomedical research projects and clinical trials, constitute
an indispensable pre-requisite for ensuring its proper functio-
ning in a full accordance with its mission and irreplaceable
tasks. Those are predominantly concerned with decision-
making and monitoring processes carried out in a strong
public interest. Authors, in this practice oriented contribu-
tion, analyse the importance and concrete impacts of conf-
lict of interest problem upon the quality of work and credibi-

lity of an ethics committee, with a particular attention to the
situation in the health care system and biomedical re-search,
including clinical trials, in the Slovak Republic, as seen in a
broader international, in particular the European context.
They point out the need and concrete means of dealing with
the conflict of interest issues at the level of ethics commit-
tee and its establishing organization or institution. They con-
clude that because of an ever changing scientific and professio-
nal, social, legal and ethical context of the work of ethics com-
mittees, the conflict of interest problem within the ethics com-
mittees’ realm warrants a continuous professional attention.

Key words: conflict of interest, ethics committee, biomedi-
cal research, ethics of health care, research ethics, bioethics
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e Physicians must be allowed adequate time and sufficient
resources to assess the physical and psychological condi-
tion of refugees who are seeking asylum.

e National Medical Associations and physicians should ac-
tively support and promote the right of all people to receive
medical care on the basis of clinical need alone and
speak out against legislation and practices that are in
opposition to this fundamental right.

2. WMA urges governments and local authorities to ensure
access to adequate healthcare as well as safe and adequate
living conditions for all regardless of their legal status.

Rudo Cavojsky st. (1901-1983)

Tento rok v decembiri si pripo-
miname 115. nedoZité narode-
niny Ruda Cavojského st. (*13.
12. 1901 v Cachticiach - 128.
8.1983 v Bratislave), vynimoc¢-
nej osobnosti novodobych slo-
venskych dejin. Medzivojnovy
krestansky politik, poslanec
ceskoslovenského parlamentu i
slovenského snemu, vediica osob-
nost krestanskych odborov na
Slovensku (1921-1943), predse-
da Robotnickej socidlnej pois-
tovne a veduci redaktor tyZden-
nika Slovensky robotmk bol v povojnovom obdobi, po
ukonceni aktivnej politickej ¢innosti, viac rokov aj vykon-
nym redaktorom Katolickych novin (1945-1952). V odbo-
rovej praci aj vo svojej politickej ¢innosti sa riadil dosledne
uplatiiovanymi krestanskymi moralnymi zisadami. To plati-
lo aj o jeho osobnom a rodinnom Zivote. Bol muZom spra-
vodlivym, odvaznym, nadmieru pracovitym a velmi skrom-
nym. Pri praktickom rieSeni socidlnych a etickych otdzok v
mnohych ohladoch daleko predbehol dobu, v ktorej pdso-
bil. Zasadzoval sa za zlepSenie socidlneho postavenia robotni-
kov, zamestnancov a ich rodin. Hladal spravodlivé vychodiska
prebiehajicich socidlnych konfliktov. Jeho pozoruhodnu
verejnu ¢innost v duchu krestanskej socidlnej nduky ocenil
papez Pius XII. udelenim Ridu sv. Gregora (1941). Pre otvo-
rené protifasistické a protikomunistické postoje, ktoré pre-
sadzoval v prostredi slovenského robotnictva i vo svojej poli-
tickej a publikacnej ¢innosti, si on i jeho rodina mnoho vytr-
peli. Po vojne aj v ramci tzv. Akcie B (1952). Pocas obdobia
komunistickej totality nemohol verejne posobit. JG
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DOKUMENTY / DOCUMENTS

WMA STATEMENT ON AGEING

Adopted by the 67th WMA General Assembly, Taipei,
Taiwan, October 2016

PREAMBLE

The world is undergoing a longevity extension at an unpre-
cedentedly rapid pace. Over the last century, some 30 years
have been added to global average Life Expectancy at Birth
(LEB) - with more gains expected in the future. By 2050, LEB
is projected to reach 74 years with an ever-increasing num-
ber of countries reaching 80 years and beyond. In 1950 the
total number of people aged 80+ was 14 million - by 2050
the estimated number is 384 million, a 26-fold increase. The
proportion of elderly will more than double from 10% in
2015 to 22% of the total population in 2050. These improve-
ments are very variable; many of the poorest communities in
all countries and a larger percentage of the population in the
poorest countries have gained little in terms of life expec-
tancy over this period of time.

The increase in longevity has been paired with a decreasing
number of children, adolescents and younger adults as more
and more countries experience Total Fertility Rates below
replacement level, raising the average age in these countries.

The challenges of aging in developing countries are compli-
cated by the fact that basic infrastructure is not always in
place. In some cases, populations in developing countries are
aging more quickly than infrastructure is being developed.
Longevity is arguably the greatest societal achievement of
the 20" century but it could turn into a major problem during
the 2* century. The World Health Organization (WHO) de-
fines Active Ageing as “the process of optimizing opportuni-
ties for Health, Lifelong learning, Participation and Security
in order of enhancing quality of life as individuals age”. This
definition presupposes a life course perspective as the deter-
minants that influence active ageing operates throughout the
life course of an individual. These are social determinants of
health and include behavioural determinants (life-styles),
personal determinants (not only hereditary factors which are,
overall, responsible for no more than 25% of the chances of
ageing well but also psychological characteristics), the physi-
cal environment where one lives as well as broad social and
economic determinants. All of these act individually on the
prospects of active ageing but also interact among them-
selves: the more they interact and overlap, the higher the
chance of an individual ageing actively. Gender and culture
are crosscutting determinants, influencing all the others.

GENERAL PRINCIPLES
Medical Expenses

There is strong evidence that chronic diseases increase the
use (and costs) of health services rather than age per se.

However, chronic conditions and disabilities become more
prevalent with advancing age - therefore health care use and
spending rise in tandem with age.

In many countries health care spending for older persons has
increased over the years as more interventions and new tech-
nologies have become available for problems common in ol-
der age.

Effect of Ageing on Health Systems

Health care systems face two major challenges in the longe-
vity revolution: preventing chronic disease and disability

and delivering high quality and cost-effective care that is
appropriate for individuals regardless of age.

In less developed regions the disease burden in old age is
higher than in more developed regions.

Special Health Care Considerations

The leading diseases contributing to disability in all regions are
cardiovascular diseases, cancers, chronic respiratory disea-
ses, musculoskeletal disorders, and neurological and mental
diseases, including the dementias. Some common conditions
in older age are especially disabling and require early detec-
tion and management.

Chronic diseases common among older people include dis-
eases preventable through healthy behaviours and/or lifesty-
le interventions and effective preventive health services -
typically cardiovascular disease, diabetes, chronic obstructi-
ve pulmonary disease and many types of cancer. Other diseases
are more closely linked to ageing processes and are not un-
derstood well enough to prevent them - such as dementia,
depression and some musculoskeletal and neurological dis-
orders.

While research may eventually lead to effective disability
prevention or treatment, early management is key to control-
ling disability and/or maintaining quality of life. Older per-
sons may be more vulnerable to the effects of accidents wit-
hin and outside the home. This will include risks when ope-
rating machinery such as road vehicles, but also risks from hand-
ling other potentially dangerous equipment. As older peo-
ple continue to work these risks must be assessed and mana-
ged. Those who suffer injuries may have their recovery comp-
licated by other medical vulnerabilities and co morbidities.

Considerations for Health Care Professionals

Health care for elderly people usually requires a variety of
professionals working as an articulated team.

Education and training of health professionals to treat and
manage the conditions common in the elderly are generally
not sufficiently emphasized in undergraduate curricula.

Reducing Impact on Health Care

A comprehensive continuum of health services needs to be
adopted urgently as population age. It should include health
promotion, disease prevention, curative treatments, rehabili-
tation, management and prevention of decline, and palliati-
ve care.

Different types of health care providers offer these services,
from self and family/informal care - sometimes in a volunta-
ry capacity - to community-based providers and institutions.

Establishing Optimal Health Care Systems

Universal Health Care coverage ideally should be provided
to all, including elderly people.

The vast majority of health problems can and should be dealt
with at the community level.

In order to provide optimal community care and ensure care
coordination over time it is critical to strengthen Primary
Health Care (PHC) services.

In order to strengthen PHC to promote active ageing, WHO
advanced evidence-based principles for age-friendly PHC in
three areas which should be considered: information/educa-
tion/communication/ training, health management systems
and the physical environment.

The health sector should encourage health systems to sup-
port all such dimensions of care provided to individuals as
they age given the importance of health to ensure quality of life.
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Specificities of Health Care

Many formal systems of health care have been developed
with an emphasis on “acute or catastrophic care” of a much
younger population, often focused on communicable dis-
eases and/or injuries. Health systems should emphasize
other needs, especially chronic diseases management and
cognitive decline, when treating the elderly.

While acute care services are essential for people of all ages,
but they are not focused on keeping people healthy or pro-
viding the ongoing support and care required to manage
chronic conditions. A paradigm shift is needed to avoid trea-
ting chronic diseases as if they were acute conditions.

Medical conditions in older age often occur simultaneously
with social problems and both need to be considered by health
professionals when providing health care. Doctors, particu-
larly specialists, should bear in mind that elderly patients
may have other concurrent chronic diseases or co morbidities
that interact with each other and that their treatment should
not lead to inadvertent and preventable induction of compli-
cations.

When initiating a pharmacologic treatment for chronic dis-
ease in an elderly patient, prescribers should generally start
low (doses) and go slow (increasing the doses) to accommo-
date the specific needs of the patient.

If the patient cannot decide for him/herself, due to the high
prevalence of memory and cognitive problems in old age,
physicians treating elderly patients should actively commu-
nicate with the family, and frequently with the formal care-
taker, to better educate them about the patient’s health con-
dition and about medication administration, in order to
avoid complications.

When considering different therapeutic options, physicians
should always seek to find out the wishes of the patient and
recognize that for some patients quality of life will be more
important than the potential results of more aggressive
treatment options.

Education and Training for Physicians

All physicians should be appropriately trained to diagnose
and treat the health problems of older people, which means
mainstreaming ageing in the medical curriculum.

Secondary health care for the elderly should be provided as
necessary. It should be holistic, including taking into conside-
ration psychosocial as well as environmental aspects. Physi-
cians should also be aware of the risks of elder abuse and
measures to be taken when abuse is identified or suspected.
(See the WMA Declaration of Hong Kong on the Abuse of the
Elderly.)

Every doctor, particularly general practitioners, should have
access to information and undergo training to identify and
prevent polypharmacy and adverse drugs interactions that
may be more common in elderly patients.

Continuing medical education on topics relevant to the ageing
patient should be emphasized in order to help physicians
adequately diagnose, treat, and manage the complexities of
caring for an ageing population.

Text prevzaty z webovej stranky Svetovej asocidcie lekarov / Text
taken from the web-page of the World Medical Association (WMA):
http://www.wma.net

WMA DECLARATION OF TAIPEI
ON ETHICAL CONSIDERATIONS REGARDING
HEALTH DATABASES AND BIOBANKS

Adopted by the 53rd WMA General Assembly, Washington,
DC, USA, October 2002

and revised by the 67”1 WMA General Assembly, Taipei,
Taiwan, October 2016

PREAMBLE

1. The Declaration of Helsinki lays down ethical principles
for medical research involving human subjects, including the
importance of protecting the dignity, autonomy, privacy and
confidentiality of research subjects, and obtaining informed
consent for using identifiable human biological material
and data.

2. In health care provision, health information is gathered
by physicians or other members of the medical team to
record health care events and to aid physicians in the on-
going care of their patient.

3. This Declaration is intended to cover the collection, stora-
ge and use of identifiable data and biological material be-
yond the individual care of patients. In concordance with
the Declaration of Helsinki, it provides additional ethical prin-
ciples for their use in Health Databases and Biobanks. This
Declaration should be read as a whole and each of its con-
stituent paragraphs should be applied with consideration of
all other relevant paragraphs.

4. A Health Database is a system for collecting, organizing
and storing health information. A Biobank is a collection of
biological material and associated data. Biological material
refers to a sample obtained from an individual human being,
living or deceased, which can provide biological informa-
tion, including genetic information, about that individual.
Health Databases and Biobanks are both collections on indi-
viduals and population, and both give rise to the similar con-
cerns about dignity, autonomy, privacy, confidentiality and dis-
crimination.

5. Research using Health Databases and Biobanks can often
significantly accelerate the improvement in the understan-
ding of health, diseases, and the effectiveness, efficiency, sa-
fety and quality of preventive, diagnostic and therapeutic
interventions. Health research represents a common good
that is in the interest of individual patients, as well as the po-
pulation and the society.

6. Physicians must consider the ethical, legal and regulato-
ry norms and standards for Health Database and Biobanks in
their own countries as well as applicable international norms
and standards. No national or international ethical, legal or
regulatory requirement should reduce or eliminate any of the
protections for individuals and population set forth in this Dec-
laration. When authorized by a national law adopted through
a democratic process in respect of human rights, other pro-
cedures could be adopted to protect the dignity, autonomy
and privacy of the individuals. Such procedures are only accep-
table when strict rules on data protection are implemented.

7. Consistent with the mandate of WMA, the Declaration is
addressed primarily to physicians. The WMA encourages
others who are involved in using data or biological material
in Health Databases and Biobanks to adopt these principles.

ETHICAL PRINCIPLES

8. Research and other Health Databases and Biobanks rela-
ted activities should contribute to the benefit of society, in
particular public health objectives.
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9. Respecting the dignity, autonomy, privacy and confiden-
tiality of individuals, physicians have specific obligations,
both ethical and legal, as stewards protecting information pro-
vided by their patients. The rights to autonomy, privacy and
confidentiality also entitle individuals to exercise control over
the use of their personal data and biological material.

10. Confidentiality is essential for maintaining trust and in-
tegrity in Health Databases and Biobanks. Knowing that their
privacy will be respected gives patients and donors the confi-
dence to share sensitive personal data. Their privacy is pro-
tected by the duty of confidentiality of all who are involved in
handling data and biological material.

11. The collection, storage and use of data and biological ma-
terial from individuals capable of giving consent must be vo-
luntary. If the data and biological material are collected for a
given research project, the specific, free and informed con-
sent of the participants must be obtained in accordance
with the Declaration of Helsinki.

12. If the data or biological material are collected and stored
in a Health Database or a Biobank for multiple and indefi-
nite uses, consent is only valid if the concerned individuals
have been adequately informed about:

e The purpose of the Health Database or Biobank;

o The risks and burdens associated with collection, stora-
ge and use of data and material;

The nature of the data or material to be collected;

The procedures for return of results including inciden-
tal findings;

The rules of access to the Health Database or Biobank;
How privacy is protected;

e The governance arrangements as stipulated
in paragraph 21;

o That in case the data and material are made non-identifiab-
le the individual may not be able to know what is done
with their data/material and that they will not have the
option of withdrawing their consent;

o Their fundamental rights and safeguards established in
this Declaration; and

e When applicable, commercial use and benefit sharing,
intellectual property issues and the transfer of data or
material to other institutions or third countries.

13. In addition to the requirements set forth in the Declara-
tion of Helsinki, when persons who were not able to consent,
whose data and biological materials have been stored for
future research, attain or regain the capacity to consent, rea-
sonable efforts should be made to seek the consent of those
persons for continued storage and research use of their data
and biological materials.

14. Individuals have the right to request for and be provided
with information about their data and its use as well as to re-
quest corrections of mistakes or omissions. Health Databa-
ses and Biobanks should adopt adequate measures to inform
the concerned individuals about their activities.

15. Individuals have the right, at any time and without repri-
sal, to alter their consent or to ask for their identifiable data
to be withdrawn from the Health Database and their biologi-
cal material to be withdrawn from a Biobank. This applies to
future use of the data and biological materials.

16. In the event of a clearly identified, serious and immediate
threat where anonymous data will not suffice, the require-
ments for consent may be waived to protect the health of the
population. An independent ethics committee should con-
firm that each exceptional case is justifiable.

17. The interests and rights of the communities concerned,
in particular when vulnerable, must be protected, especially
in terms of benefit sharing.

18. Special considerations should be given to the possible ex-
ploitation of intellectual property. Protections for ownership
of materials, rights and privileges must be considered and
contractually defined before collecting and sharing the ma-
terial. Intellectual property issues should be addressed in a
policy, which covers the rights of all stakeholders and commu-
nicated in a transparent manner.

19. An independent ethics committee must approve the es-
tablishment of Health Databases and Biobanks used for re-
search and other purposes. In addition the ethics committee
must approve use of data and biological material and check
whether the consent given at the time of collection is suffi-
cient for the planned use or if other measures have to be ta-
ken to protect the donor. The committee must have the right
to monitor on-going activities. Other ethical review mecha-
nisms that are in accordance to par 6 can be established.

GOVERNANCE

20. In order to foster trustworthiness, Health Databases and
Biobanks must be governed by internal and external mecha-
nisms based on the following principles:

e Protection of individuals: Governance should be desig-
ned so the rights of individuals prevail over the interests
of other stakeholders and science;

e Transparency: any relevant information on Health Data-
bases and Biobanks must be made available to the public;

e Participation and inclusion: Custodians of Health Data-
bases and Biobanks must consult and engage with indi-
viduals and their communities.

e Accountability: Custodians of Health Databases and Bio-
banks must be accessible and responsive to all stakeholders.

21. Governance arrangements must include the following
elements:

e The purpose of the Health Database or Biobank;

The nature of health data and biological material that
will be contained in the Health Database or Biobank;

e Arrangements for the length of time for which the data
or material will be stored;

e Arrangements for regulations of the disposal and de-
struction of data or material,

e Arrangement for how the data and material will be docu-
mented and traceable in accordance with the consent of
the concerned persons;

e Arrangement for how the data and material will be dealt
with in the event of change of ownership or closure;

e Arrangement for obtaining appropriate consent or other
legal basis for data or material collection;

e Arrangements for protecting dignity, autonomy, privacy
and preventing discrimination;

e Criteria and procedures concerning the access to and the
sharing of the health data or biological material inclu-
ding the systematic use of Material Transfer Agreement
(MTA) when necessary;

e The person or persons who are responsible for the go-
vernance;

e The security measures to prevent unauthorized access
or inappropriate sharing;

e The procedures for re-contacting participants where rele-
vant;

o The procedures for receiving and addressing enquiries
and complaints.

22. Those professionals contributing to or working with
Health Databases and Biobanks must comply with the ap-
propriate governance arrangements.
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23. Health Databases and Biobanks must be operated under
the responsibility of an appropriately qualified professional
assuring compliance with this Declaration.

24. The WMA urges relevant authorities to formulate poli-
cies and law that protect health data and biological material
on the basis of the principles set forth in this document.

Text prevzaty z webovej strinky Svetovej asocidcie lekdrov / Text
taken from the web-page of the World Medical Association (WMA):
http://www.wma.net

MEMORANDUM OF FUKUOKA

World Veterinary Association (WVA), World Medical Asso-
ciation (WMA), Japan Medical Association (JMA), Japan
Veterinary Medical Association (JVMA)

Humankind has a responsibility to show respect for all forms
of life on Earth as well as for the environment. Physicians and
veterinarians have the scientific knowledge, medical training,

tion (JMA), and Japan Veterinary Medical Association (JVMA)
jointly held the Second WVA-WMA Global Conference
(GCOH) on One Health in Japan following the inaugural
GCOH held in Madrid, Spain, in 2015.

Physicians and veterinarians from around the world gathe-
red together in Fukuoka, Japan to exchange information
and consider effective countermeasures to important global
threats related to “One Health”, including zoonotic diseases
and antimicrobial resistance and laudable results were
achieved.

Based on the outcomes of this conference, WVA, WMA, JMA
and JMVA agree to move from the validation and recogni-
tion stage of the “One Health Concept”, to the practical im-
plementation stage. We hereby declare the following:

1. Physicians and veterinarians shall promote the exchange
of information aimed at preventing zoonotic diseases and
strengthening cooperative relationships, as well as to under-
take further collaboration and cooperation aimed at crea-
ting a system for zoonosis research.

2. Physicians and veterinarians shall strengthen their coope-
rative relationships to ensure the responsible use of impor-
tant antimicrobials in human and animal healthcare.

the statutory accountability, as well as the opportunity and
the responsibility to engage in a wide range of employment
fields that deliver services to the benefit of people, animals and
the environment.

In October 2012, the World Veterinary Association and World
Medical Association signed a memorandum to collaborate in
a unified approach to tackle common health issues to impro-
ve Global Health, and to focus on zoonotic diseases, respon-
sible use of antimicrobials and enhancing collaboration on
education, clinical care and public health.

3. Physicians and veterinarians shall support activities for
developing and improving human and veterinary medical
education, including understanding the One Health concept
and approach to One Health challenges.

4. Physicians and veterinarians shall promote mutual ex-
change and strengthen their cooperative relationships in or-
der to resolve all issues related to the creation of a healthy

and safe society.
November 11, 2016

Text prevzaty z webovej stranky / Text taken from the web page of
the World Veterinary Association (WVA): http://www.worldvet.
org/uploads/docs/fukuoka_memorandum.pdf

In November 2013, the Japan Medical Association and Japan
Veterinary Medical Association signed a written agreement to
share academic research information related to the develop-
ment of human and veterinary medicine as well as to collabo-
rate together to build a safe and healthy society. In addition,
JMA and JVMA agreed to reinforce collaborations on infec-
tious diseases, disaster preparedness and management ac-
cording to the lessons learned from the earthquake occur-
red in Japan in 2011. The conclusion of this agreement was
also achieved by regional medical associations and regional
veterinary medical associations throughout Japan.

In November 2016, the World Veterinary Association (WVA),
World Medical Association (WMA), Japan Medical Associa-

Viac informdcii o konferencii na webovej strinke / More information
to be found at the web page of the World Veterinary Association (WVA,
www.worldvet.org) alebo / or the World Medical Association (WMA,
www.wma.net).
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