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A. INTRODUCTION

1. The World Medical Association
(WMA) has developed  the
Declaration of Helsinki as a statement
of ethical principles for medical
research involving human subjects,
including research on identifiable
human material and data.

The Declaration is intended to be
read as a whole and each of its
constituent paragraphs should not be
applied without consideration of all
other relevant paragraphs.

2. Although the Declaration is
addressed primarily to physicians,
the WMA encourages other
participants in medical research
involving human subjects to adopt
these principles.

3. It is the duty of the physician to
promote and safeguard the health of
patients, including those who are
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A. UVOD

1.  Svetova lekarska asociacia (WMA)

pripravila Helsinsku deklaraciu ako
vyhlasenie etickych principov pre
lekarsky vyskum na l'ud’och vratane
vyskumu identifikovatel'nych vzoriek
ludského  pdvodu  a zdravotnych
Z4Znamov.

Deklaracia ma byt’ ¢itand ako celok a
ziadny z jej zékladnych bodov nema
byt aplikovany bez brania do tvahy
aj vSetkych ostatnych relevantnych
bodov.

2. Hoci Deklaracia je urcend primarne

lekarom, WMA podporuje ostatné
osoby pri medicinskom vyskume
vykonavanom na l'ud’och, aby prijali
tieto principy.

3.  Povinnostou lekdra je podporovat a

chranit zdravie pacientov, vratane



involved in medical research. The

physician's knowledge and
conscience are dedicated to the
fulfillment of this duty.

The Declaration of Geneva of the
WMA binds the physician with the
words, “The health of my patient
will be my first consideration,” and
the International Code of Medical
Ethics declares that, “A physician
shall act in the patient's best
interest when providing medical
care.”

Medical progress is based on
research that ultimately must
include studies involving human

subjects. Populations that are
underrepresented  in  medical
research should be provided

appropriate access to participation
in research.

In medical research involving human
subjects, the well-being of the
individual research subject must take
precedence over all other interests.

The primary purpose of medical
research involving human subjects is
to understand the causes,
development and effects of diseases
and improve preventive, diagnostic
and therapeutic interventions
(methods, procedures and
treatments). Even the best current
interventions must be evaluated
continually through research for their
safety, effectiveness, efficiency,
accessibility and quality.

In medical practice and in
medical research, most
interventions involve risks and
burdens.

Medical research is subject to
ethical standards that promote
respect for all human subjects and

tych, ktori st zahrnuti do lekarskeho
vyskumu. Vedomie a svedomie lekara
si  zasvdtené  naplfianiu  tejto
povinnosti.

Zenevska deklaracia WMA zavizuje
lekara slovami: "Zdravie mdjho
pacienta bude mojim najprednejSim
zduyjmom," a v Medzinarodnom
kodexe lekarskej etiky sa prehlasuje:
"Lekdr musi konat v najlepSom
zdujme pacienta pri poskytovani
zdravotnej starostlivosti. "

Pokrok v medicine je mozny vdaka
vyskumu, ktory koniec koncov musi
zahfnat' Stadie  vykondvané na
I'udoch. Populdciam, ktoré su
nedostatocne zastipené v lekarskom
vyskume mé& byt  poskytnuty
primerany pristup k ucasti na
vyskume.

Pri medicinskom vyskume
vykondvanom na ludoch, zdravie
jednotlivych skimanych ucastnikov
musi mat prednost pred vSetkymi
ostatnymi zaujmami.

Zékladnym uUcelom medicinskeho
vyskumu vykonavaného na l'ud’och je

pochopenie  pri¢in, vyvoja a
dosledkov ~ chorob a  zlepSenie
preventivnych,  diagnostickych a

terapeutickych intervencii (metody,
postupy a liecba). Aj tie najlepSie
suCasné¢ intervencie musia byt
priebezne hodnotené na zéklade
vyskumu z hladiska ich bezpecnosti,
efektivnosti, ucinnosti, dostupnosti a
kvality.

V lekarskej praxi a pri lekarskom
vyskume je vacSina postupov spojena
s rizikom a zat’azou.

Medicinsky vyskum podlieha etickym
Standardom, ktoré podporuju reSpekt
voci vSetkym ludskym bytostiam a
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10.

protect their health and rights.
Some research populations are
particularly vulnerable and need
special protection. These include
those who cannot give or refuse
consent for themselves and those
who may be vulnerable to coercion
or undue influence.

Physicians should consider the
ethical, legal and regulatory
norms and standards for research
involving human subjects 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 research subjects
set forth in this Declaration.

B. PRINCIPLES FOR ALL MEDICAL
RESEARCH

11.

12.

13.

14.

It is the duty of physicians who
participate in medical research to
protect the life, health, dignity,
integrity, right to self-determination,
privacy, and confidentiality of
personal information of research
subjects.

Medical research involving human
subjects must conform to generally
accepted scientific principles, be
based on a thorough knowledge of
the scientific literature, other relevant
sources of information, and adequate
laboratory and, as appropriate,
animal experimentation. The welfare
of animals used for research must be
respected.

Appropriate caution must be
exercised in the conduct of
medical research that may harm
the environment.

The design and performance of each

10.

chrania ich zdravie a prava. Niektoré
skupiny os6b st obzvlast’ zranitel'né a
potrebuju osobitnl ochranu. Patria
medzi ne ti, ktori nemdézu dat’ ani
odmietnut’ suhlas pre seba a ti, ktori
mozu byt vystaveni natlaku alebo
neprimeranému ovplyvneniu.

Lekari maju zvazit etické, pravne a
regulané normy a Standardy pre
vyskum na ludoch platné v ich
vlastnych krajindch, ako aj prislusné
medzinarodné normy a Standardy.
Ziadna narodna alebo medzinarodna
etickd, pravna alebo regulacna
poziadavka nemd obmedzit alebo
vylucit’ ochranu ucastnikov vyskumu,
ktora je dana touto Deklaraciou.

B. PRINCIPY PRE VSETKY LEKARSKE
VYSKUMY

11.

12.

13.

14.

Je povinnostou lekarov, ktori sa
podielaju na lekarskom vyskume,

chranit’ zivot, zdravie, ddstojnost,
integritu, pravo na sebaurcenie,
sukromie a dovernost osobnych

udajov ucastnikov vyskumu.

Medicinsky vyskum na I'ud’och musi
byt v sulade so vSeobecne
uznavanymi zasadami  vedeckého
vyskumu, musi byt zaloZzeny na
dokladnej znalosti vedecke;j literatury,
dalsich  relevantnych  pramenoch
informacii a zodpovedajucich
laboratornych pokusoch a pripadnych
pokusoch na zvieratich. Dobré
Zivotné podmienky zvierat
pouzivanych na vyskum musia byt
reSpektované.

Primerana opatrnost’ sa musi venovat’
pri  vykone lekarskeho vyskumu,
ktory moze poSkodit  Zivotné
prostredie.

Dizajn a vykonanie kazdej vyskumne;j



15.

16.

research study involving human
subjects must be clearly described in
a research protocol. The protocol
should contain a statement of the
ethical considerations involved and
should indicate how the principles in
this Declaration have been addressed.
The protocol should include
information regarding funding,
sponsors, institutional affiliations,
other potential conflicts of interest,
incentives for subjects and provisions
for treating and/or compensating
subjects who are harmed as a
consequence of participation in the
research study. The protocol should
describe arrangements for post-study
access by study subjects to
interventions identified as beneficial
in the study or access to other
appropriate care or benefits.

The research protocol must be 15.

submitted for consideration,
comment, guidance and approval to
a research ethics committee before
the study begins. This committee
must be independent of the
researcher, the sponsor and any other
undue influence. It must take into
consideration the laws and
regulations of the country or
countries in which the research is to
be performed as well as applicable
international norms and standards
but these must not be allowed to
reduce or eliminate any of the
protections for research subjects set
forth in this Declaration. The
committee must have the right to
monitor ongoing studies. The
researcher must provide monitoring
information to the committee,
especially information about any
serious adverse events. No change to
the protocol may be made without
consideration and approval by the
committee.

Medical research involving human 16.

Stidie na l'udoch musia byt jasne
popisané vo vyskumnom protokole.
Protokol ma obsahovat’ vyjadrenie
ohladom posudenia etickych hladisk
a musi uviest’, ako boli principy tejto
deklaracie rieSené. Protokol ma
obsahovat’ informacie tykajuce sa
financovania projektu,
inStitucionalnej prisluSnosti rieSitela,
d’alsie potencialne konflikty zdujmov,
motivacie pre ucastnikov, a opatrenia
na liecbu a odSkodnenie osob, ktoré
utrpeli uyymu v dosledku ucasti vo

vyskumnej  $tadii. Protokol ma
popisat  opatrenia  pre  pristup
ucastnikov po ukonceni Studie k

intervenciam identifikovanym v studii
ako prospesné alebo pristup k inej
vhodnej starostlivosti ¢i prinosom.

Vyskumny protokol musi byt
predlozeny na posudenie,
pripomienkovanie a schvalenie eticke;j
komisii vyskumu pred zaciatkom
Studie. Tato komisia musi byt
nezavislad od skusajiceho, sponzora a
inych neprimeranych vplyvov. Musia
sa vziat' do tvahy zakony a predpisy
krajiny alebo krajin, v ktorych
vyskum ma byt vykonany, ako aj
prislusné medzinarodné normy a
Standardy, ale tieto nesmi obmedzit’
alebo vylucit ziadny zo spdsobov
ochrany ucastnikov vyskumu uvedeny
v tomto vyhlaseni. Komisia musi mat’
pravo  monitorovat  prebiehajice
Stadie. SkuSajuci musi poskytovat
monitorovacie informacie komisii,
najmd  informacie o  vSetkych
zévaznych neZiaducich udalostiach..
Ziadna zmena protokolu sa nema
urobit’ bez posudenia a schvalenia
komisiou.

Medicinsky vyskum na 'undoch moze
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17.

18.

19.

20.

subjects must be conducted only by
individuals with the appropriate
scientific training and qualifications.
Research on patients or healthy
volunteers requires the supervision of
a competent and appropriately
qualified physician or other health
care professional. The responsibility
for the protection of research subjects
must always rest with the physician
or other health care professional and
never the research subjects, even
though they have given consent.

Medical research involving a

disadvantaged or vulnerable 17.

population or community is only
justified if the research is
responsive to the health needs and
priorities of this population or
community and if there is a
reasonable likelihood that this
population or community stands to
benefit from the results of the
research.

Every medical research study 18.

involving human subjects must be
preceded by careful assessment of
predictable risks and burdens to
the individuals and communities
involved in the research in
comparison with foreseeable
benefits to them and to other
individuals or communities
affected by the condition under
investigation.

Every clinical trial must be 19.

registered in a publicly
accessible database before
recruitment of the first
subject.

Physicians may not participate in a 20.

research study involving human
subjects unless they are confident
that the risks involved have been
adequately assessed and can be
satisfactorily managed. Physicians

byt vykonavany iba osobami so
zodpovedajucou vedeckou pripravou
a  kvalifikdciou. = Vyskum  na
pacientoch alebo zdravych
dobrovolnikoch  vyzaduje dohl'ad
kompetentného a primerane
kvalifikovaného lekara alebo iného
zdravotnickeho pracovnika.
Zodpovednost’ za ochranu tc¢astnikov
vyskumu musi vzdy spocivat na
lekarovi alebo inom zdravotnickom
pracovnikovi a nikdy nie na
ucastnikoch vyskumu, aj ked” k tomu
dali suhlas.

Medicinsky vyskum na
znevyhodnenej alebo  zranitelnej
populacii alebo spoloCenstve je

opravneny iba v pripade, ze vyskum
bude schopny reagovat’ na zdravotné
potreby a priority tejto populécie
alebo spolocenstva, a ak existuje
odovodneny predpoklad, ZzZe tato
populacia alebo spolocenstvo dokaze
vyuzivat’ vysledky vyskumu.

Kazdej medicinskej vyskumnej Studii
na ludoch musi predchadzat
dokladné zhodnotenie
predpokladanych rizik a zataze pre
jednotlivcov a spolocenstva zahrnuté
do vyskumu v  porovnani s
predvidatelnymi prinosmi pre nich a

ostatné osoby alebo spolocenstva
ovplyvnené Studovanymi
podmienkami.

Kazdé klinické skuSanie musi byt
registrované vo verejne pristupnej
databaze pred naborom prvého
ucastnika.

Lekdri sa  nemdzu  zacastnit’
vyskumnej $tidie na 'ud’och, ak si nie
su isti, ze rizika boli riadne postdené
a mozno ich uspokojivo zvladnut.
Lekari musia okamzite ukoncit
stadiu, ked” sa zisti, Ze rizika



21.

22.

23.

24.

must immediately stop a study when
the risks are found to outweigh the
potential benefits or when there is
conclusive proof of positive and
beneficial results.

Medical research involving human 21.

subjects may only be conducted if
the importance of the objective
outweighs the inherent risks and
burdens to the research subjects.

Participation by competent 22.

individuals as subjects in medical
research must be voluntary.
Although it may be appropriate to
consult family members or
community leaders, no competent
individual may be enrolled in a
research study unless he or she
freely agrees.

Every precaution must be taken to 23.

protect the privacy of research
subjects and the confidentiality of
their personal information and to
minimize the impact of the study on
their physical, mental and social
integrity.

In medical research involving 24.

competent human subjects, each
potential subject must be adequately
informed of the aims, methods,
sources of funding, any possible
conflicts of interest, institutional
affiliations of the researcher, the
anticipated benefits and potential
risks of the study and the discomfort
it may entail, and any other relevant
aspects of the study. The potential
subject must be informed of the right
to refuse to participate in the study or
to withdraw consent to participate at
any time without reprisal. Special
attention should be given to the
specific information needs of
individual potential subjects as

well as to the methods used to
deliver the information. After

prevazuju nad potencialnymi
prinosmi alebo ak je podany
nezvratny dokaz o pozitivnych

vysledkoch a prinosoch.

Medicinsky vyskum na Tudoch
mozno vykonavat iba vtedy, ak
vyznam ciel'a vyskumu prevazuje nad

inherentnymi rizikami a zataZou
ucastnikov vyskumu.
Ucast’” sposobilych jedincov ako

ucastnikov lekarskeho vyskumu musi
byt dobrovolna. Hoci moéze byt
vhodné konzultovat’ s ¢lenmi rodiny
alebo komunity, ziadny spdsobily
jedinec nemdze byt zaradeny do
vyskumnej S§tidie bez slobodného
suhlasu.

Musia byt prijaté vSetky opatrenia na
ochranu stkromia a ddvernosti
osobnych udajov tcastnikov vyskumu
a na minimalizaciu dosledkov Stadie
na ich fyzickd, duSevni a socidlnu
integritu.

Pri medicinskom vyskume
vykonavanom na spOsobilych
ucastnikoch, musi byt  kazdy

potencialny ucastnik zodpovedajicim
sposobom informovany o cieloch,
metodach, zdrojoch financovania,
akychkol'vek  moznostiach  stretu
zdujmov, inStitucionalnych vztahoch
skuSajiiceho, ocakavanych prinosoch

a moznych rizikdch Stidie a
nepohodli, ktoré moéze mat za
nasledok, a akychkol'vek dalSich
relevantnych ~ aspektoch  Studie.
Potencidlny  c€astnik musi byt
informovany o  svojom  prave
odmietnut’ wcast na Studii alebo
odvolat’ svoj suhlas s ucastou
kedykol'vek a bez néasledkov.

Specidlnu  pozornost je potrebné
venovat’ osobitnym informanym



ensuring that the potential subject
has understood the information, the
physician or another appropriately
qualified individual must then seek
the potential subject’s freely-given
informed consent, preferably in
writing. If the consent cannot be
expressed in writing, the non-
written consent must be formally
documented and witnessed.

25 For medical research using identifiable

26.

27.

human material or data, physicians
must normally seek consent for the
collection, analysis, storage and/or
reuse. There may be situations where
consent would be impossible or
impractical to obtain for such
research or would pose a threat to the
validity of the research. In such
situations the research may be done
only after consideration and approval
of a research ethics committee.

When seeking informed consent
for participation in a research
study the physician should be
particularly cautious if the
potential subject is in a

dependent relationship

with the physician or may consent
under duress. In such situations the
informed consent should be sought
by an appropriately qualified
individual who 1s completely
independent of this relationship.

For a potential research subject
who is incompetent, the physician
must seek informed consent from
the legally authorized
representative. These individuals
must not be included in a research
study that has no likelihood of
benefit for them unless it is
intended to promote the health of

25.

26.

27.

potrebdm  jednotlivych  moznych
ucastnikov, ako aj  metdodam
pouzivanym na poskytovanie
informacii. Po uisteni sa, Ze
potencidlny  ucastnik  porozumel

vSetkym informaciam, lekar alebo ina
nalezite kvalifikovand osoba musi
potom vyziadat od potencidlneho
ucastnika dobrovolny informovany
suhlas, pokial mozno v pisomnej
forme. Ak sthlas neméze byt
vyjadreny v pisomnej forme, musi
byt forméalne dokumentovany v
pritomnosti svedka.

Pre lekarsky vyskum pouzivajuci
identifikovatel'ne vzorky l'udského
povodu alebo zdravotné zaznamy,
musia lekari Ziadat suhlas na zber,
analyzu, uchovévanie a/alebo
opitovné pouzitie. MoOzu nastat
situacie, kedy by nebolo mozné alebo
praktické ziskat' suhlas s vyskumom
alebo by to znamenalo hrozbu pre
validitu ~ vyskumu. V  takychto
situdciach mozno vykonavat’ vyskum
len po prerokovani a schvaleni
etickou komisiou.

Pri ziskani informovaného suhlasu k
ucasti na vyskumnej $tadii sa musi
lekar zvlast starostlivo presvedcit, ¢i
je potencidlny ucastnik v zavislom
vztahu s lekdrom alebo ¢i suhlas
nebol ziskany pod natlakom. V
takychto pripadoch musi informovany
suhlas pacienta vyziadat'® primerane
kvalifikovand osoba, ktora je Uplne
nezavisla na tomto vztahu.

Pre potencidlneho ucastnika
vyskumu, ktory je nesposobily, musi
lekar vyziadat’ informovany suhlas od
zékonného zéastupcu. Tito jedinci
nesmu byt zahrnuti do vyskumne;j
Studie, ktora nema pravdepodobnost,
ze bude pre nich prinosom, iba ak je
urcena na podporu zdravia
obyvatel'stva,  ktoré  predstavuje



28.

29.

30.

the population represented by the
potential subject, the research
cannot instead be performed with
competent persons, and the
research entails only minimal risk
and minimal burden.

When a potential research subject
who is deemed incompetent is able
to give assent to decisions about
participation in research, the
physician must seek that assent in
addition to the consent of the legally
authorized representative. The
potential subject’s dissent should be
respected.

Research involving subjects who are
physically or mentally incapable of
giving consent, for example,
unconscious patients, may be done
only if the physical or mental
condition that prevents giving
informed consent is a necessary
characteristic of the research
population. In such circumstances
the physician should seek informed
consent from the legally authorized
representative. If no such
representative is available and if the
research cannot be delayed, the
study may proceed without informed
consent provided that the specific
reasons for involving subjects with a
condition that renders them unable
to give informed consent have been
stated in the research protocol and
the study has been approved by a
research ethics committee. Consent
to remain in the research should be
obtained as soon as possible from
the subject or a legally authorized
representative.

Authors, editors and publishers all
have ethical obligations with

regard to the publication of the
results of research. Authors have a
duty to make publicly available

the results of their research on human

28.

29.

30.

potencialny ucastnik, vyskum nemdze
byt vykondvany so spoOsobilymi
ucastnikmi, a  tento  vyskum
predstavuje iba minimalne riziko a
minimalnu zat'az.

Ked potencidlny ucastnik vyskumu,
ktory je povazovany za nesposobilého
je schopny dat’ suhlas s rozhodnutim
o zapojeni do medicinskeho vyskumu,
musi lekar vyziadat’ jeho stihlas popri
suhlase zakonného zastupcu.
Nesuhlas potencidlneho ucastnika je
potrebné respektovat’.

Vyskum na uc€astnikoch, ktori su
fyzicky alebo mentalne nesposobili
dat’ svoj suhlas, napriklad pacienti v
bezvedomi, je mozné vykonavat’ len v
pripade, Ze fyzicky alebo duSevny
stav, ktory brani udelit’ informovany
suhlas, je nevyhnutnou vlastnostou
skimanej populacie. Za takychto
okolnosti ma  lekar  vyziadat
informovany sthlas od zdkonného
zastupcu. Ak nie je takyto zastupca k
dispozicii a v pripade, Ze vyskum
neznesie  odklad, mobze  §tadia
pokracovat  bez  informovaného
stihlasu za predpokladu, Ze konkrétne
dovody  pre zapojenie 0sob
neschopnych dat’ informovany suhlas
st uvedené vo vyskumnom protokole
a Stadia bola schvalena etickou
komisiou  vyskumu.  Suhlas k
zotrvaniu  vo vyskume sa ma
dosiahnut’ ¢o najskor od ucastnika
alebo zakonného zastupcu.

Autori, editori a vydavatelia maju
etické povinnosti, pokial ide o
zverejilovanie vysledkov vyskumu.
Autori maji povinnost zverejiiovat
vysledky svojho vyskumu na l'ud’och,
a su zodpovedni za uplnost a
spravnost  svojich  sprav. Maju



31.

32.

subjects and are accountable for the
completeness and accuracy of their
reports. They should adhere to
accepted guidelines for ethical
reporting. Negative and inconclusive
as well as positive results should be
published or otherwise made publicly
available. Sources of funding,
institutional affiliations and conflicts
of interest should be declared in the
publication. Reports of research not
in accordance with the principles of
this Declaration should not be
accepted for publication.

ADDITIONAL PRINCIPLES
FOR MEDICAL RESEARCH
COMBINED WITH MEDICAL
CARE

The physician may combine medical
research with medical care only to
the extent that the research is
justified by its potential preventive,
diagnostic or therapeutic value and if
the physician has good reason to
believe that participation in the
research study will not adversely
affect the health of the patients who
serve as research subjects.

The benefits, risks, burdens and
effectiveness of a new
intervention must be tested
against those of the best current
proven intervention, except in
the following circumstances:

» The use of placebo, or no
treatment, is acceptable in
studies where no current
proven intervention exists;
or

+  Where for compelling and
scientifically sound
methodological reasons the
use of placebo is necessary to
determine the efficacy or
safety of an intervention and
the patients who receive

dodrziavat’ smernice pre etické
pisanie sprav. Negativne a
nepresvedCivé, rovnako ako pozitivne
vysledky maju byt’ publikované alebo

inym sposobom spristupnené
verejnosti.  Zdroje  financovania
projektu, instituciondlne vztahy a
konflikty  zdujmov  maju byt

deklarované v publikacii. Spravy o
vyskume, ktoré nie su v sulade s
principmi tejto deklaracie sa nemaju
prijimat’ na publikovanie.

C. DALSIE PRINCIPY PRE LEKARSKY

VYSKUM KOMBINOVANY S
POSKYTOVANIM ZDRAVOTNEJ
STAROSTLIVOSTI

31. Lekdr modze spojit medicinsky

32.

vyskum s poskytovanim zdravotnej
starostlivosti len do tej miery, do akej
je vyskum opravneny vzhladom k
jeho  potencidlnej  preventivnej,
diagnostickej a terapeutickej hodnote,
a ak lekar ma dobry dovod verit’, Ze
ucast’ vo vyskumnej Stidii nebude
mat’ nepriaznivy vplyv na zdravie
pacientov, ktori st  ucastnikmi
vyskumu.

Prinos, rizika, zataz pre pacienta a
ucinnost’ novych postupov musia byt’
porovnané s najlepSimi sucasnymi
osvedenymi postupmi s vynimkou
nasledujucich okolnosti:
pouzitie placeba alebo Ziadnej liecby
je prijatel'né v Stadiach, v ktorych
aktudlne neexistuju osvedcené
postupy, alebo
Ak zo zévaznych a vedecky
podlozenych metodickych dovodov
uzivane placeba je nevyhnutné na
stanovenie U¢innosti a bezpecnosti
intervencie a pacienti, ktori dostavaji
placebo alebo Ziadne oSetrenie
nebudu ohrozeni rizikom vézneho
alebo nevratného poskodenia.
Mimoriadnu pozornost’ treba



33.

34.

35.

placebo or no treatment will
not be subject to any risk of
serious or irreversible harm.
Extreme care must be taken to
avoid abuse of this option.

At the conclusion of the study,
patients entered into the study are
entitled to beinformed about the
outcome of the study and to share
any benefits that result from it, for
example, access to interventions
identified as beneficial in the study
or to other appropriate care or
benefits.

The physician must fully inform the
patient which aspects of the care are
related to the research. The refusal
of a patient to participate in a study
or the patient’s decision to
withdraw from the study must never
interfere with the patient-physician
relationship.

In the treatment of a patient, where
proven interventions do not exist or
have been ineffective, the physician,
after seeking expert advice, with
informed consent from the patient or
a legally authorized representative,
may use an unproven intervention if
in the physician's judgment it offers
hope of saving life, re-establishing
health or alleviating suffering. Where
possible, this intervention should be
made the object of research, designed
to evaluate its safety and efficacy. In
all cases, new information should be
recorded and, where appropriate,
made publicly available.

SUKL, 9.5.2012

33.

34.

35.

venovat’, aby sa zabranilo
zneuzivaniu tejto moznosti.

Na zéaver §tadie, pacienti zucastiiujuci
sa Studie maji narok byt informovani
o vysledkoch §tadie a zdiel'at’ vsetky
vyhody, ktoré =z nej vyplyvaju,
napriklad pristup k intervencidm
identifikovanym v $tudii ako prinosné
alebo k inej vhodnej starostlivosti ¢i
vyhodam.

Lekar musi plne informovat pacienta,
ktoré aspekty zdravotnej starostlivosti
su spojené¢ s vyskumom. Pacientove
odmietnutie UcCasti na Stadii alebo
rozhodnutie pacienta odstapit od
Stidie nesmie narasat’ vztah pacienta
s lekarom.

Pri liecbe pacienta, ak osvedcené
postupy  neexistuji  alebo  boli
neucinné  lekar  po odborne;j
konzultacii a ziskani informovaného
suhlasu pacienta alebo zakonného
zastupcu, moze pouzivat’
nevyskuSany postup, ak sa podla
usudku lekara ponuka nadej na
zachranu Zivota, znovunadobudnutie
zdravia alebo zmiernenie utrpenia
pacienta. Ak je to moZné, toto
opatrenie sa ma stat’ predmetom
vyskumu, aby sa overila jeho
bezpecnost’ a ucinnost. Vo vsetkych
pripadoch by mali byt nové
informdcie zaznamenané a tam, kde je
to vhodné, verejne spristupnené.
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