K digestivni

Jan Bures

There is a general consensus that every patient
coming for digestive endoscopy has the right and
should be informed in an adequate, appropriate and
understandable way about the procedure. This infor-
mation should be given time enough before the
endoscopy and should provide a description of the
test comprehensibly, explain the reason for investiga-
tion, its alternatives, possible risks and benefits, and
main implications. It is mandatory to receive (to give)
time (and the opportunity) to ask additional ques-
tions. The decision not made under duress to under-
go endoscopy is then confirmed by the patient’s sig-
nature on a written form of informed consent. Thus,
everything is clear. However, daily routine practice is
a little bit more complicated.

According to a survey of the European Society of
Gastrointestinal Endoscopy (ESGE) in 2002 (16), the
procedure for obtaining informed consent for diges-
tive endoscopy varies considerably. A structured
questionnaire was sent to particular endoscopic soci-
eties that are members of the ESGE regarding the
quality of informed consent. The response rate was
59 % (26/44). The required information prior to written
consent was given only in 23 % (6/26) of the coun-
tries. Information about the procedure is given to the
patients in 96 % of the responding countries and in
only 77 % is there sufficient time for patients to ask
questions about the nature of the test. In 15 % (4/26)
of the countries neither diagnostic nor therapeutic
alternatives to endoscopy or potential complication
rate are discussed (16). Other published data avail-
able is rather controversial. Several studies had dif-
ferent experiences, for instance in one survey 92 % of
patients were properly informed (9), while according
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Panuje vSeobecna shoda, Ze kazdy nemocny
pfichazejici k digestivni endoskopii ma pravo a mél by
byt vhodnym, pfiméfenym a srozumitelnym zpu-
sobem o vySetfeni informovan. Tato informace by
meéla byt poskytnuta dostate¢né véas pred
endoskopii, méla by srozumitelné vysvétlit podstatu
a divody vySetreni, alternativni postup (existuje-li),
pfinos a pfipadna rizika, v€etné& upozornéni na hlavni
mozné komplikace. Je nezbytné, aby pacient mél ¢as
a moznost se zeptat na pfipadné nejasnosti. Nevynu-
cené rozhodnuti podstoupit endoskopii je potvrzeno
podpisem pacienta na pisemny formulaf infor-
movaného souhlasu. Zdéalo by se tedy, Ze vSe je
jasné. Nicméné rutinni kazdodenni praxe je ponékud

Podle prlilzkumu Evropské spole¢nosti digestivni
endoskopie (ESGE) provedené v roce 2002 (16), pro-
ces ziskavani informovaného souhlasu je v rliznych
zemich zna¢né odlidny. Strukturovany dotaznik byl
zaslan jednotlivym narodnim endoskopickym
spole¢nostem, které jsou ¢leny ESGE, dotaznik se
tykal jednotlivych aspektl informovaného souhlasu.
Dotaznik vratilo 59 % oslovenych (26/44).
Pozadované informace pred pisemnym souhlasem
jsou podavany jen ve 23 % zemi (6/26). Informace
o vySetfeni je poskytnuta v 96 % zemi, ale pouze
v 77 % maji nemocni dostatecny €as, aby se mohli
ptat na podstatu endoskopie. V 15 % zemi (4/26) nej-
sou diskutovany ani diagnostické nebo terapeutické
alternativy endoskopie, ani mozné komplikace (16).
Ostatni dostupné publikované uUdaje jsou znacné
kontroverzni. Razné studie ziskaly odli§né poznatky,
napfiklad v jednom prlzkumu bylo nalezité infor-
movano 92 % pacientl (9), zatimco v jiné bylo 51 %
osob nespokojeno, protoze by byvaly chtély vice
informaci pfed diagnostickou endoskopii, nebo 25 —
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to others 51 % felt dissatisfied because they would
have wanted more information (before diagnostic
endoscopy) or 25 to 76 % had not been adequately
informed about the potential risks (of diagnostic
endoscopy or ERCP) and alternative methods (to per-
cutaneous endoscopic gastrostomy) (2,8,11). In
a Veterans Administration study (3) all patients signed
the consent form before screening sigmoideoscopy
but only 14 % of patients actually read all of it (most
thought that they had enough information to proceed
with the endoscopy). Most patients (93 %) were given
the opportunity to ask questions but only 22 % actu-
ally did so (3). Some gastroenterologists are afraid
that patients undergoing open access endoscopy are
less likely to be properly informed about their endo-
scopic procedure than the group of patients referred
from specialized clinics (14). Some others propose to
send information booklets or leaflets on endoscopy
procedures in advance by post (13) or provide
patients with information by means of computer-
based visualization (5). Despite all non-homogenous
data, it is quite clear that informed consent is only
one of the items of information needed by patients
before digestive endoscopy.

However, some demands are difficult to be met.
Mayberry & Mayberry (10) studied levels of informa-
tion required by patients (516 persons contacted) and
solicitors specializing in clinical negligence (79 sub-
jects addressed) before gastroscopy and flexible sig-
moideoscopy. Of the solicitors, 86 % felt that patients
needed to be informed about the procedure on at
least two occasions and favoured booklets and
videos. Both 75 % of solicitors and 44 % of patients
thought that informed consent for endoscopy should
be obtained 2 weeks before the test. Both 48 % of
solicitors and 38 % of patients felt that patients
should be told of very uncommon risks (16 % of soli-
citors even expected information about risks of 1 in
1,000,000) (10). According to the British Society of
Gastroenterology Guidelines for Informed Consent
(6), the patient should be fully informed by the endo-
scopist ideally at least 24 hours before the procedure,
however, for busy units these are impossible stan-
dards (6).

A significant number of patients (41 %) signing
informed consent were worried by the explanation of
the risks (before laparoscopy) (17). One third of
patients were distressed or surprised to be given oral
or written information in a French study, obtaining
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76 % pacientd nebylo adekvatné informovano
o moznych rizicich (pfed diagnostickou endoskopii
nebo ERCP) nebo o alternativnich metodach
(k perkutanni endoskopické gastrostomii) (2,8,11). Ve
studii mezi vojenskymi vyslouzilci (Veterans Adminis-
tration) (3) podepsali vSichni nemocni informovany
souhlas pfed screeningovou sigmoideoskopii, ale ve
skutecnosti jen 14 % z nich ho precetlo cely (pfitom
se vétSina domnivala, Ze dostala dostatek informaci,
aby endoskopii podstoupila). Vétsina pacientt (93 %)
méla pfilezitost polozit doplfiujici otazky, ale jen 22 %
tuto moznost vyuzila (3). Néktefi gastroenterologové
se obavaji, Ze nemocni, ktefi pfichazeji k endoskopii
pfimo, odeslani praktickymi lékafi, nebudou nalezité
informovani ve srovnani s osobami, které jsou
k vysSetfeni odeslany specialisty (14). Jini autofi
navrhuji informacni letaky o endoskopii zasilat pred
vySetfenim postou (13) nebo nemocné informovat
pomoci pocitaCovych audiovizualnich programut (5).
Pres veskerou nejednotnost téchto nazorl vsak je
zfejmé, Ze informovany souhlas je jen jednou &asti
informaci, které nemocny pred vySetfenim potrebuje.

Nékteré pozadavky jsou vSak t&zko splnitelné. May-
berry a Mayberry (10) zjistovali, jaké Urover informaci
je pozadovana pred gastroskopii a sigmoideoskopif
pacienty (kontaktovano 516 osob) a pravniky, ktefi se
specializuji na soudni spory pro zanedbani péce
zdravotniky (osloveno 79 osob). Osmdesat Sest pro-
cent pravnikd mélo pocit, Ze nemocny potfebuje byt
o vySetfeni informovan predem alespori pfi dvou
riznych prilezitostech, a uprednostriovali doplnéni
informaci brozurkami nebo videem. Sedmdesat pét
procent pravnika a 44 % pacientll se domnivalo, Ze
informovany souhlas by mél byt ziskan dva tydny
pred vySetfenim; 48 % pravnik( a 38 % nemocnych
mélo pocit, Zze by pacienti méli byt informovani
i o velmi neobvyklych rizicich (16 % pravnikd
dokonce ocCekavalo, ze budou zminény i komplikace
vyskytujici se v jednom z milionu pfipadt) (10). Podle
doporuceni Britské gastroenterologické spole€nosti
(6) by mél byt v optimalnim pfipadé nemocny infor-
movan alespon 24 hodin pfed vykonem; soucasné
vSak tato doporuceni konstatuji, ze pro vétSinu
endoskopickych pracovist je to v praxi nesplnitelny
standard.

Podle jedné belgické studie se vyznamny pocet
pacientd (41 %) zacal obavat po podpisu infor-
movaného souhlasu a vysvétleni moznych rizik
(laparoskopie) (17). Tretina nemocnych byla ve stresu
nebo prekvapena, kdyz dostala Ustni nebo pisemné
informace v jiné studii, 20 % osob bylo ve stresu,
kdyz mélo podepsat informovany souhlas (12). V dalsi



informed consent for digestive endoscopy was dis-
tressing for 20 % of those subjects (12). In another
French study (4), 10 % of patients considered that the
written consent for gastrointestinal endoscopy
altered their trust in their endoscopist. Especially dis-
cussions of risk must be made in a friendly manner (7)
and should not frighten the patient or even discour-
age him/her from undergoing the endoscopy.

Informed consent has been set within the frame-
work of medical ethics. Whenever possible patients
should remain responsible for themselves. Where
a choice of investigation/treatment might be reason-
ably offered, the physician may always advise the
patient of his/her recommendation (together with rea-
sons for such a suggestion). Clinicians must respect
the need to maintain the autonomy and self-determi-
nation of patients (6). Nevertheless, the question of
protecting physicians from malpractice claims is
a major aspect of the guidelines for informed consent
of the British Society of Gastroenterology (6) and the
American Society for Gastrointestinal Endoscopy
(ASGE) (1).

It is questionable whether all endoscopy units
working within particular societies of gastrointestinal
endoscopy should use identical protocols of informed
consent. For instance the British Society of Gas-
troenterology (6) recommends that each unit should
develop its own code of practice suitable to its mode
of operation. However, some elements are universal
and should always be included. The clinician propos-
ing an endoscopic procedure should explain the rea-
sons for the test and should describe its essential ele-
ments (6,15). Prior to the endoscopy, patients should
be provided with written information in a timely fash-
ion and in a form understandable to the patient (7).

The written information describes principles of
investigation and reasons it is performed. It must list
diagnostic/therapeutic alternatives to the test and
explain possible major complications (in terms that
the patient will understand). It is important to mention
in writing that findings within endoscopy and/or pos-
sible complications may extend the investigation
and/or change the treatment. It is mandatory to
inform the patient who will have overall responsibility
for the procedure and reassure him/her that the endo-
scopist and all the staff will do their best for the
patient’s benefit. A special part of informed consent
should provide information about conscious sedation
and its consequences (the patient will not be able to

Editorial

francouzské studii (4) se 10 % pacientl domnivalo, Zze
podepsani informovaného souhlasu k digestivni
endoskopii narusilo jejich duavéru v |ékare, ktery mél
vySetfeni provadét. Je tfeba zduraznit, Ze zejména
diskuse o moznych komplikacich musi probihat vlid-
nym zpUsobem (7) a neméla by pacienta vystrasit
nebo dokonce odradit od podstoupeni endoskopie.

Informovany souhlas byl vytvofen v ramci Iékarské
etiky. Vzdy, pokud je to mozné, by pacient mél byt
zodpovédny sam za sebe. Pf¥i volbé riznych moznos-
ti vySetfeni nebo |é€by by mél byt Iékaf napomocen
radou (spolu s vysvétlenim divodd pro konkrétni
doporuceni). Lékafri pfitom musi respektovat potrebu
nemocnych zachovat vlastni autonomii a rozhodovani
sam o sobé (6). Na druhou stranu v8ak jsou zejména
doporuCeni pro informovany souhlas Britské
gastroenterologické spoleCnosti (6) a Americké
spole€nosti pro digestivni endoskopii (ASGE) (1)
dulezitym ochrannym prvkem Iékafl v soudnich
sporech o nespravny medicinsky postup nebo
komplikaci.

Je otazkou, zda maji vSechna endoskopicka pra-
covisté v ramci jedné narodni spolecnosti digestivni
endoskopie pouzivat identicky protokol infor-
movaného souhlasu. V Ceské republice neexistuje
zadna pravni norma ani zadna oficialni zakonna pred-
loha. Vybor Ceské gastroenterologické spole&nosti
pfipravuje vzory informovaného souhlasu pro jed-
notlivda endoskopicka vysetfeni, které by byly jed-
notlivym endoskopistim zdarma k dispozici. Britska
gastroenterologicka spole¢nost doporucuje (6), aby
si kazdé pracovisté vypracovalo vlastni formular
informovaného souhlasu a zpusob jeho ziskavani tak,
aby vyhovoval provozu a zplsobu prace konkrétniho
pracovisté. AvSak nékteré body informovaného sou-
hlasu jsou obecné a musi byt zafazeny vzdy. Lékar,
ktery indikuje endoskopii, by mél nemocnému
vysvétlit divody k vySetfeni a popsat jeho podstatu
(6,15). Pfed endoskopii by mél nemocny dostat véas
pisemnou informaci, a to ve formé& pro pacienta
srozumitelné (7).

Pisemny informovany souhlas popisuje princip
vySetfeni a dlvody k jeho provedeni. Musi uvést dia-
gnostické nebo terapeutické alternativy k endoskopii
a musi vysvétlit mozné zavazné komplikace (slovy,
kterym nemocny bude rozumét). Dulezité je v pisem-
ném textu uvést, Ze nalezy zjiSténé pfi endoskopii
a/nebo jeji komplikace mohou rozsifit vySetfeni nebo
zménit [éCbu. Pacient musi byt informovan, kdo je za
vySetfeni zodpovédny, a musi byt ubezpelen, Ze
endoskopista i dalsi zdravotnici budou postupovat
lege artis a v zajmu nemocného. Specialni ¢ast infor-
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drive a vehicle, operate apparatus requiring full vigi-
lance and must refrain from alcohol consumption for
24 hours after the test). The patient must have an
opportunity to ask additional questions. He/she must
be also advised whom to contact in case of any com-
plaint or complication after his/her discharge from the
unit (including telephone number for consultation).
A psychological approach to the patient is essential,
including further clarification, reassurance and calm-
ing of any possible fears. Naturally, the form (appen-
ded with date, time and place) identifies not only the
patient but also the unit and the responsible physi-
cian. After a full explanation and comprehension, the
informed consent is signed by the patient and
responsible physician. The form for informed consent
should be prepared in duplicate, one for patient and
one for medical records.

There are some special situations that should be
mentioned, too. The first one is “uninformed con-
sent”. Some patients agree with endoscopy, but state
that they do not wish to receive any information about
the procedure, and this should be respected. Ethical-
ly, information cannot be forced on them, but their
uninformed consent would still be valid if they are
offered detailed information and if they understand
there is such information available that they should
have (15). Parents (or guardians) will give (and sign)
informed consent on behalf of their children and
guardians (or first-degree relatives) on behalf of men-
tally disabled patients (15). Special endoscopic pro-
cedures (insertion of oesophageal or biliary stents
and percutaneous endoscopic gastrostomy place-
ment) should also be discussed in detail including
matters of long-term management and potential
problems. Some of these patients are in a serious
condition and due to cerebral dysfunction their
capacity to give consent may vary. Consent may be
possible orally or by gesture alone, but since gastro-
stomy placement is an invasive procedure, a reason-
able degree of certainty that the patient has consent-
ed plus discussion with relatives is needed in every
case (6). Since informed consent is a process, and
not a single event, postprocedural follow-up of
patients is obligatory (15). In case of emergency
(when the situation is life threatening or it is necessary
to relieve severe pain and suffering), no consent is
necessary, the endoscopist takes full responsibility
and acts in the patient’s best interest (6,15). Last but
not least it is necessary to emphasize that the patient
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movaného souhlasu je vénovana informaci o anal-
gosedaci a souvisejicich opatrenich (pacient nebude
fidit auto, pracovat s pfistroji vyZadujicimi zvySenou
pozornost a nebude konzumovat alkohol v pribéhu
24 hodin po vySetfeni). Nemocny musi mit moznost
polozit doplfujici dotazy. VySetfovanému je treba
sdélit, koho kontaktovat, pokud by se objevily obtize
nebo komplikace, po opusténi endoskopického pra-
covisté (v€etné telefonniho ¢isla pro moznost konzul-
tace). Velmi dullezity je psychologicky pfistup, véetné
daldiho slovniho vysvétleni, ujiStovani a rozptyleni pfi-
padnych obav. Na formulafi pisemného infor-
movaného souhlasu (s oznacenim pracovisté, data
a CGasu vysSetfeni) je uvedeno jméno vySetfované
osoby (v€etné rodného ¢isla) a jméno zodpoveédného
Iékare. Po plném vysvétleni a pochopeni informovany
souhlas podepisuje pacient a Iékaf zodpovédny za
vysSetreni. Informovany souhlas je podepisovan dvoj-
mo, jeden vytisk dostane nemocny, druhy je ur€en do
zdravotnické dokumentace.

Je tfeba zminit i nékteré zvlastni situace. Prvni
z nich je ,neinformovany souhlas®. Néktefi nemocni
souhlasi s endoskopii, ale nepfeji si zadné informace
o vySetfeni, a tento postoj je tfeba respektovat.
Z etického hlediska informace nemohou byt pacien-
tovi vnucovany proti jeho vili. Neinformovany souhlas
s endoskopii je validni, pokud jsou podrobné infor-
mace vySetfovanému nabidnuty a pokud nemocny
rozumi, Zze by mu byly k dispozici, pokud by o né pro-
jevil zajem (15). Rodi¢e (nebo porucnici) davaji (a
podepisuji) informovany souhlas za své déti a opatro-
vnici (nebo nejblizsi pfibuzni) za osoby mentalné
postizené nebo nesvépravné (15).

U specidlnich endoskopickych vykon( (zavedeni
jicnového nebo biliarniho stentu a perkutanni
endoskopicka gastrostomie) musi byt vysvétlena
i dlouhodobéd l|é¢ba a mozné problémy. Né&ktefi
z téchto nemocnych jsou v celkové tézkém stavu
a jejich schopnost poskythout informovany souhlas
muze byt problematicka. Souhlas muze byt poskytnut
i slovné nebo pouhym gestem, ale vzhledem k tomu,
Ze zejména zavedeni gastrostomie je invazivni vykon,
je tfeba u kazdého nemocného nabyt urcitého stupné
jistoty, Ze se z&krokem souhlasi. Je také nezbytné
neni pouze jednorazovy ukon, ale urcity proces, proto
je i sledovani pacienta po vykonu nezbytné (15).

V pfipadé emergence (zivot ohrozujici situace
nebo potfeba urychlené ulevit od kruté bolesti nebo
utrpeni) neni informovany souhlas nezbytny.
Endoskopista prebira plnou zodpovédnost a jedna
v zajmu pacienta (6,15). V neposledni fade je tfeba si



has a right to withdraw his/her previous consent at
any time before or during the endoscopy. If the
patient is under conscious sedation when requesting
to end the procedure, the physician should make
a judgement based on the best interests of the
patient (15). The Latin saying “salus aegroti suprema
lex” (the patient’s benefit is the highest law) must not
be forgotten at any time.

Movement away from “informed consent” towards
an “informed decision” (10) would be the target we
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uvédomit, Ze nemocny ma plné pravo stahnout zpét
dfive poskytnuty souhlas, a to kdykoliv pfed nebo
v prubéhu vySetfeni. Pokud o ukon&eni endoskopie
z&da pacient, ktery je pod vlivem analgosedace, lékar
posoudi situaci (nakolik podana analgosedace
ovliviiuje vySetfovaného) a rozhodne v jeho nejlepSim
zajmu (15). Latinské “salus aegroti suprema lex”
(prospéch nemocného je nejvy$sim zakonem) nesmi
byt nikdy zapominano.

Zména od ,informovaného souhlasu“ smérem
k ,informovanému rozhodnuti“ nemocného (10) by

should reach in the near future.

meéla byt cilem nejbliz&i budoucnosti.
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