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The aim of this work was to analyze the influence of the European and the Polish acts of law, the
principals of The Polish, Physician’s Code of Ethics, and the standards of The Accreditation Program
for Hospitals on the forms and contents of the informed consent for oncological treatments given
by the patients in The Great Poland Cancer Centre.

The Polish acts of law, The European Convention on Bioethics, the guidelines of The Polish,
Physician’s Code of Ethics and the standards of The Accreditation Program for Hospitals were com-
pared in terms of their similarities and compatibility referring to the informed consent. Subsequently
based on the related contents of the above documents, the informed consent forms for the onco-
logical treatments were designed.

As a result the following examples of informed consent forms for oncological diagnostics and treat-
ments were designed: a) informed consent form for diagnostics examination with contrast medi-
um, b) informed consent form for radiotherapy, c¢) informed consent form for surgery.

It is undeniable that the consent of the patient is a prerequisite to any medical treatments. The
individual must be informed and understand the treatment that he or she will undergo. The pa-
tient has to know the advantages (benefits) and disadvantages (risks, potential complications) of
the proposed medical intervention. When obtaining the consent the patient should be informed
of details of diagnosis and prognosis with or without the proposed medical intervention and the
uncertainties and questions should be explained and answered. Therefore the informed consent
forms used in The Great Poland Cancer Centre are not only documents proving that the patient
agreed to perform the treatment but also tools that allow the patient to comprehend the purpose,
benefits and risks of the proposed medical intervention and to participate in the decision making
process.
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BACKGROUND

Informing patients about their health conditions, the treat-
ment plan, shearing the process of decision making by the
physician and the patient as well as the informed consent
for the proposed treatment is the key to the realization of
patients’ rights and fundamental freedoms [1,2].

Free and informed consent for any medical intervention
is the principal of good clinical practice, and it is dictat-
ed not only by the international, European and national
law, but also by The Physician’s Code of Ethics and Quality
Assurance Programs such as The Accreditation Program
for Hospitals designed by The American JCAHO (Joint
Commission on Accreditation in Hospital Organizations) and
adopted in Poland by The Quality Monitoring Centre (pol.
CMJ — Centrum Monitorowania Jakosci) from Cracow [3].

Although a free informed consent in written or oral forms has
been required in Poland since 90’s, it has started to be given
only recently. The main reasons for this are as follows:

a) increasing awareness of patients in terms of law and their
health care,

b) some patients are becoming less afraid of asking physi-
cians for information, and also have more courage to
express their expectations and discuss with their physi-
cians about their health conditions,

c) increasing influence of media, informing patients of
their rights [1],

d) the necessity to safeguard physicians and hospitals from
lawsuits,

e) the entrance of Poland into the European Union and the
standardization of Polish law with the European law,

f) popularity of Quality Assurance Programs in hospitals,

for example The Accreditation Program for Hospitals,

designed by JCAHO, implemented in Poland in 1998,

[3], where a free, informed consent for medical inter-

ventions (for example: surgery, invasive procedures, di-

agnostic procedures, biopsy, radiotherapy, chemothera-

py, dialysis, medical examination for teaching purposes,
medical researches, palliative care) is acknowledged as
the standard of good clinical practice,

and simply, democracy and westernization of the Polish

culture.

e

Aim

The aim of this work was to design the informed consent for
oncological treatments given by the patients in The Great
Poland Cancer Centre, based on the European Convention
on Bioethics, and the Polish acts of law, the principals of
The Polish, Physician’s Code of Ethics and the standards of
The Quality Programs for Hospitals.

MATERIALS AND METHODS

The European Convention on Bioethics (Convention for
Protection of Human Rights and Dignity of Human Being regard
to the Application of Biology and Medicine: Convention on Human
Rights and Biomedicine, established in Oviedo on April 4", 1997)
[4] is the basic European act of law determining princi-
pals of the protection of human rights, dignity and auton-
omy of the individual in relation to medical interventions.
It also regulates:

¢ equal access to health care,

¢ directives referring to the removal of organs and tissues
for transplantation purposes,

e directives on conducting scientific researches [4].

The European Convention on Bioethics is not a declara-
tion, a set of recommendations or postulates but an act of
law. Its ratification creates for a country certain responsi-
bilities and duties. It is also an ideal tool for the standardi-
zation of ethical principals not only within Europe but also
in other countries, because The Convention on Bioethics
is one of the few European acts of law opened to the rati-
fication by non-European countries. (The representatives
from The United States of America and Canada were active
participants in creating this Convention.) [5].

However The Convention establishes only the required min-
imum of the protection of human rights. None of the provi-
sions of the Convention is limiting the internal regulations
of the country. The Country may implement a wider meas-
ure of the protection with regard to the application of bi-
ology and medicine stipulated in The Convention. (article
27 of the European Convention on Bioethics) [4].

One of the main regulations of The Convention is the protec-
tion of human interests and the autonomy of the individual,
including the respect of the patient’s rights and the right to
give a free and informed consent for any medical interven-
tions. (article 5 of the European Convention on Bioethics) [4].

Taking into account the Polish acts of law (including Act on
the Profession of Physician, established by The Minister of Health
on December 5", 1996, with further changes - articles 31 to 36;
Act on Health Care Institutions, established by The Minister of
Health on August 30th, 1991, with further changes — article 19;
Act on Removal and Transplantation of Cells, Tissues and Organs,
established by The Minister of Health on October 26", 1995, with
Jurther changes — article 9; and The Code of Physician’s Ethics —
article 12 to 19) [6-9] there is no doubt, that the Polish law
also defines the basic regulations referring to the protec-
tion of patient’s rights (Table 1).

Based on the documents given above it seems undeniable
that the consent of patients is a prerequisite to any medical
interventions either in an expressed (oral, written) or an
implied form (non written consent when patients cooper-
ates with a particular action e.g. physical examination) [10].
Every individual is entitled to decide what is performed on
or with its body, therefore any procedure done without an
explicit consent of a patient, or with a deceitfully obtained
consent may be considered illegal [11]. Most patients do
not like to be kept ignorant as to the nature of the proposed
treatment or any other medical interventions and its effects
on their health. It is therefore unacceptable for a patient to
receive only partial and hasty explanations [1,12,13]. The
informed consent is therefore only valid when the patient
receives detailed explanations and information regarding
the proposed treatment before the consent is given. The
physician is obliged to inform and discuss with the patient,
the diagnosis of the disease, the proposed medical care, pro-
cedures involved in the medical intervention, alternative
therapies to the proposed treatment, the treatment proc-
ess, its benefits, side effects, (especially, irreversible side ef-
fects), risks, discomforts and complications. It means that
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Table 1. The comparison of The European Convention on Bioethics, Act on the Profession of Physician, Act on Health Care Institutions, The Polish,
Physician’s Code of Ethics, The Accreditation Program for Hospitals in terms of regulations, guidelines and standards for the informed consent.

The European
Convention on Bioethics

The Act on the Profession
of Physician

The Act on Health
Care Institutions

The Polish, Physician’s
Code of Ethics

The Accreditation
Program for Hospitals

INFORMED CONSENT — GENERAL REGULATIONS

Article 5 — An interven-
tion in the health field
may only be carried out
after the person concerned
has given free and infor-
med consent to it.

The person concerned may
freely withdraw consent at
any time.

Article 32 — (1) The Physician
may conduct the examina-
tion or any other medical
procedure (with exceptions
given in this Act) after rece-
iving an informed consent
from the patient.

(7) If the Act does not consti-
tute otherwise, the informed
consent may be given orally
orin an implied form (the pa-
tient cooperates with a proposed
action of the physician).

Article 33 — The examination
of the patient or any other
medical procedure without
the informed consent of the
patient is unacceptable.
Article 34 — (1) Only after re-
ceiving a written informed
consent from the patient the
physician may conduct surgi-
cal procedures or use treat-
ment or diagnostic methods
which cause an increased risk
to the patient.

Article 19 — Patient has
the right to:

(3) give an informed
consent for specific
medical intervention or
to withdraw the consent,
after receiving the appro-
priate information.

Article 15— (1) Diagnostics,
treatment and prophy-
lactics procedures, re-
quire informed consent
from the patient.

Article 15 —(3) If the patient
does not give the informed
consent for the proposed
treatment, the physician
should still give the best
possible medical care to
the patient.

Standard PP 4 — The hospi-
tal has a list of procedu-
res requiring the infor-
med consent from the
patient.

Some procedures being con-
ducted in the hospital requ-
ire the informed consent of
the patient.

Standard PP 4.1. Patient gi-
ves a free and informed con-
sent for surgery.

Standard PP5 — Patient gi-
ves the informed consent
for any medical experi-
ment.

The European
Convention on Bioethics

Act on the Profession
of Physician

Act on Health Care
Institutions

The Polish, Physician’s
Code of Ethics

The Accreditation
Program for Hospitals

RIGHT TO INFORMATION

Article 5 — The patient shall
beforehand be given appro-
priate information as to the
purpose and nature of the
intervention as well as on its
consequences and risks.
Article 10— (1) Everyone has
the right to respect for pri-
vate life in relation to infor-
mation about his or her
health.

(2) Everyone is entitled to
know any information col-
lected about his or her he-
alth. However, the wishes of
individuals not to be so in-
formed shall be observed.

Article 31— (1) the Physician is Article 19 — Patient has Article 13 — (2) Information Standard PP 2 — The hospi-

obliged to give the patient or his/
her representative an compre-
hensible information about
his/her state of health, dia-
gnosis, proposed and possi-
ble methods of diagnostics
and treatment, predictable
consequences of their ap-
plication and consequences
which will occur if the pro-
cedures are not performed
and also about the results
of the treatment and the
prognosis.

the right to:
(2) the information about
his/her state of health.

given to the patient sho-
uld be understandable for
him or her.

(3) Patient has the right to
be informed about the po-
ssible risks of the diagno-
stic examinations and
treatments, expected
benefits of the conduc-
ted procedures, and po-
ssibilities to use other
(alternative) medical
procedures.

tal provides the patient, in-
formation about his/her sta-
te of health according to the
acts of law being in force.
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The European Act on the Profession Acton Health Care  The Polish, Physician’s The Accreditation
Convention on Bioethics of Physician Institutions Code of Ethics Program for Hospitals
RIGHT TO INFORMATION

(3) in exceptional cases, re-
strictions may be placed by
law on the exercise of the
rights contained in para-
graph 2 in the interest of
the patient.

(3) On the patient’s demand the Article 719 — Patient has Article 16 — (1) according to
doctor does not have to give the the right to:

information referred toin Article (2) the information about

31(1) above.

(4) In exceptional cases, if accor-
ding to the doctor the information
about the prognosis will influence
the best interest of the patient, the
physician may limit the informa-
tion about his/her health condition
and prognosis. Under such circum-
stances the physician may give the
information to the patient’s repre-
sentative or an authority. However,
the physician is obliged to give the
patient the requested information
on his or her demand.

Article 34 — (2) Before rece-
iving an informed consent
from the patient, the physi-
cian is obliged to give the pa-
tient information referred to
in Article 31 above.

(7) The patient under the age of
16 is given information in the
form that will allow him or her
to understand the diagnostics or
treatment process. The opinion of
the minor is heard.

his/her state of health.

patient’s wishes the physi-
cian does not have to in-
form the patient about his
or her state of health or tre-
atment. Patient may also ap-
point the persons which will
contact the physician on be-
half of the patient. Giving in-
formation to the patient’s fa-
mily should be agreed with
the patient.

Article 17— In case of an ad-
verse prognosis, the physi-
cian should inform the pa-
tientaboutitin a very gentle
and graceful way.

The information about the
diagnosis and an adverse
prognosis may not be given
to the patient only when the
physician is deeply convin-
ced, that this information
may cause a serious harm
and suffering to the patient.
However if the patient de-
mands it, the physician sho-
uld give him or her the com-
plete information.

Standard PP 3 — the treat-
ment plan is explained to
the patient. The individual
treatment plan allows the
patient to make decision
either to give or withdraw
the informed consent to the
proposed treatment. It also
decreases the anxiety of the
patient. The Physician sho-
uld also explain the pa-
tient the complications
and consequences of the
proposed treatment.

The European Convention on Bioethics

Act on the Profession of Physician

The Polish, Physician’s Code of Ethics

PROTECTION OF PERSONS NOT ABLE TO CONSENT

Article 6 — (1) an intervention may be only carried
out on a person who does not have the capacity to
consent, for his or her direct benefit.

(2) where, according to law, a minor does not have

Article 37— (6) If the patient is a minor (under the
age of 16), unconscious or incapable to understand
the given information, the authority or the repre-
sentative shall be given the same information by

Article 15— (1) If the patient is not able to give
the consent, the representative of the patient
or the authority should give the consent on be-
half of the patient.

the capacity to consent to an intervention, the in-
tervention may only be carried out with the autho-
rization of his or her representative or an authority
or a person or body provided for by law.

The opinion of the minor should be taken under
consideration as an increasingly determining fac-
tor in proportion to his or her age and degree of
maturity.

(3) Where, according to law, an adult does not have
the capacity to consent to an intervention becau-
se of mental disability, a disease or for familiar re-
asons, the intervention may only be carried out with
the authorization of his or her representative or an
authority or a person or body provided for by law.
The individual concerned shall as far as possible
take part in the authorization procedure.

the physician.

Article 32 - (2) If the patient is a minor or incapa-
ble to give an informed consent, the informed con-
sent from his or her representative, authority or the
body (court) is required.
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The European Convention on Bioethics Act on the Profession of Physician The Polish, Physician’s Code of Ethics

PROTECTION OF PERSONS NOT ABLE TO CONSENT

(4) The representative, the authority, the person or N.A. N.A.
the body mentioned in paragraphs 2 and 3 above

shall be given, under the same conditions, infor-

mation referred to in Article 5.

(5) The authorization referred to in paragraph 2

and 3 above may be withdrawn at any time in the

best interests of person concerned.

The European Convention on Bioethics Act on the Profession of Physician The Polish, Physician’s Code of Ethics

EMERGENCY SITUATION

Article 8 — When because of an emergen- Article 33— (1) The examination or any other me- Article 75 — The diagnostic, treatment or pro-
cy situation the appropriate consent can- dical procedure without patient consent is permit- phylactic procedures can be conducted without
not be obtained, any medically necessary ted if the patient requires an immediate medical the patient’s consent in emergency situations
intervention may be carried outimmedia- intervention, or because of his or her health con- when patient’s or other persons life and he-
tely for the benefit of the health of the in- dition or age the patient can not give the infor- alth is at risk.
dividual concerned. med consent and there is no possibility to con-

tact his or her representative or authority to do

it on his or her behalf.

(2) For the decision mentioned in paragraph 1

above the physician should consult with ano-

ther physician.

(3) The physician should describe in the patient’s

medical records the circumstances mentioned in

paragraph 1and 2 above,

(7) The physician may conduct procedures

mentioned in paragraph 1 above, without

the patient’s consent, or the patient’s repre-

sentative or the consent of the authority if

the delay of the procedure caused by awa-

iting the informed consent could create ri-

sks for the patient: death, body damage,

decreased state of health. Under such cir-

cumstances the physician is obliged to consult

it (if it is only possible) with another doctor of

the same specialty.

Article 35 — (1) The physician has the right, wi-

thout patient’s consent, to change the range

of the procedure or use another treatment

or diagnostic methods if during the surge-

ry, diagnostics or treatment procedures oc-

cur circumstances, which if not taken under

consideration could cause patient’s death,

body damage or decreased state of health,

and there was no possibility to forthwith ob-

tain the patient’s or his/her representative-

‘s consent. Under such circumstances the doctor

is obliged (if it is only possible) to consult it with

another doctor, of the same specialty.

PREVIOUSLY EXPRESSED WISHES

Article 9—The previously expressed wishes rela-  N.A. N.A.
ting to a medical intervention by a patient who

is not at the time of the intervention, is a sta-

te to express his or her wishes shall be taken

into account.
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wielkopolskie centrum onkologii

FORMULARZ ZGODY NA BADANIE RADIOLOGICZNE Z PODANIEM SRODKA CIENIUJACEGO
PROSZE PRZECZYTAC TRESC FORMULARZA A NASTEPNIE CZYTELNIE WYPEENIC POLA 1,2,3 NA DOLE STRONY.
Szanowny Pacjencie,

Lekarze w Wielkopolskim Centrum Onkologii zadecydowali o koniecznosci wykonania u Pani/Pana badania z podaniem srod-
ka cieniujacego. Ma to na celu postawienie mozliwie pelnego rozpoznania, koniecznego do podjecia wlasciwego leczenia.

Srodki cieniujace podawane dozylnie powoduja polepszenie jakosci obrazu rentgenowskiego, umozliwiaja uwidocznienie
struktur anatomicznych i narzadoéw wewnetrznych i tym samym pozwalaja na postawienie wtasciwej diagnozy.

W wigkszosci przypadkow podanie Srodka cieniujacego nie powoduje zadnych zauwazalnych odczynéw, jednak u niewielkiej
ilosci 0s6b moga wystapic objawy wzmozonej wrazliwosci na jodowe srodki cieniujace, takie jak wysypka skérna, swedzenie
skory, nudnosci i wymioty.

Lekarze z Zakladu Radiologii sa przygotowani na wystapienie takich objawow i potrafia im skutecznie przeciwdziatac. Czas
trwania takich dolegliwosci nie przekracza zazwyczaj kilkunastu sekund do kilku minut.

Istnieje jednak pewna grupa pacjentow u ktérych czesciej wystepuja objawy nadwrazliwosci na srodki cieniujace; s3 to pacjen-
ci z takimi schorzeniami jak:

uczulenie na jod,
choroby tarczycy,

zaawansowane nadci$nienie tetnicze,

cukrzyca,

uszkodzenie czynnosci nerek,

astma plucna,

alergie, katar sienny,

choroby serca i naczyn tetniczych,

niektore choroby krwi,

osoby u ktorych przy poprzednich badaniach wystapily objawy nadwrazliwosci.

U tych oséb mozna takze stosowac Srodki cieniujace, ale z zachowaniem pewnych srodkéw ostroznosci. Z tego wzgledu ko-
nieczne jest poinformowanie lekarza kierujacego o wystepowaniu u Pani/Pana wyzej wymienionych dolegliwosci.

Powyzsze informacje maja stuzyc zrozumieniu przez Pania/Pana czynnosci podejmowanych przez personel medyczny. Chcemy
podkresli¢, ze wykonanie badania z podaniem srodka cieniujacego zostato rozwazone przez lekarza kierujacego i uznane za
niezbedne w interesie Pani/Pana zdrowia.

WYRAZAM ZGODE NA WYKONANIE U MNIE BADANIA RTG Z ZASTOSOWANIEM JODOWEGO SRODKA
CIENIUJACEGO.

1. podpis pacjenta.......ccceveerrenrercreninecrennens 2. nr doKumentu t0ZSAMOSC..urereiererreesrerssenserssenseensensanesesssessesnaens

B TR 111y 1T I RPN

podpis lekarza przyjmujacego ZGOUE. .....oviiiiiiiiiiiiiiiiiiie e
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wielkopolskie centrum onkologii

INFORMED CONSENT FORM FOR RADIOLOGICAL DIAGNOSTICS WITH CONTRAST MEDIUM

PLEASE READ CAREFULLY THE CONTENT OF THIS FORM AND THEN LEGIBLY FILL IN BLANKS 1,2 and 3 AT
THE BOTTOM OF THE PAGE.

Dear Patient,

Doctors of The Great Poland Cancer Centre found it necessary to carry out the radiological diagnostics with contrast medium.
The aim of this procedure is to further diagnose your disease, and in a consequence to start treatment sufficient for you.

The contrast medium is delivered intravenously, and its aim is to improve the x-ray image, which allows the doctor to see the
anatomical structures and internal organs, consequently allowing the doctor to diagnose your illness better.

In most cases the contrast medium does not cause side effects, however there may be some patients who may respond with
hypersensitivity to the iodine contrast medium, reacting with skin rash, itchiness of the skin, nausea, vomiting.

The doctors of The Radiological Department of The Great Poland Cancer Centre are fully prepared to respond and to cure
these side effects. Those side effects may last from few seconds to few minutes.

There are also illnesses which may make it more likely for patients to be hypersensitive to contrast medium. These illness-
es are:

allergy to iodine,
diseases of the thyroid gland,

advanced hypertention,

diabetes,

decreased kidney function, kidney failure,

asthma,

allergies, hay fever,

heart and vascular diseases,

blood diseases,

patients who reacted with hypersensitivity at previous radiological diagnostics with contrast medium.

These patients may still have the radiological diagnostics with contrast medium carried out, however one must take precau-
tions. Therefore you should inform the physician about the symptoms or diseases listed above.

The aim of the information given above is to help you understand the activities carried out by the medical personnel. We
would like to stress that the necessity of conducting the radiological diagnostics with contrast medium was considered by
the physician and acknowledged as an essential examination for your health.

BY SIGNING THIS CONSENT FORM, I AM INDICATING THAT I AGREE TO THE RADIOLOGICAL DIAGNOSTICS
WITH IODINE CONTRAST MEDIUM.

1. Patient’s Signature......cccoeeeeeerieeisnnneeiinnsnsnnncennannns 2. Patient’s ID NO.....ueeiiieiiinnnneiiiniinnnnneetinnssnnnnenns

3. PlacCe ANd dAtE....ceuereurienniruniieireniieniieuireireesieecsressressrosssosssssssssssssssssssssssssssssssssossssssssssssasssssssssssssssssssssssssssssnsssnsss

Signature of the Physician acknowledging the CONSENt...........c..ooiiiiiiiiiii e
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Zgoda pacjenta na radioterapie

IMi€ 1 NAZWISKO PACTEIILAL .....viiiiiiiiiiiiiicc bbb
Adres ZamieszKania..........ccoeuiuiiiiiiiiiii data urodzenia.........cocovvviiiiniiiiciiinie
Oswiadczam, 7€ dI.........cccooviiiiiiiiiiii s odbyl(a) dzisiaj ze mna rozmowe na temat potrzeby podjecia

przeze mnie radioterapii i udzielil(a) mi wszelkich informacji o planowanym leczeniu oraz mozliwych korzysciach, komplikac-
jach i skutkach ubocznych z niego wynikajacych. W trakcie rozmowy moglem (am) pytac o wszystkie interesujace mnie proble-
my dotyczace radioterapii, zwiazanego z nia ryzyka oraz innych okolicznosci w trakcie i po radioterapii. Uzyskatem odpowiedz
na wszystkie interesujace mnie pytania. Jednoczesnie wyrazam zgode na proponowane mi leczenie i upowazniam lekarzy
do wykonywania czynnosci, ktére uznaja za stosowne dla ratowania mojego zdrowia i zycia w sytuacjach tego wymagajacych
POAPIS PACIENLA.....vvvieieiiiiiicicicc e nr dokumentu tOZSAMOSCL......viveviviviriiiiiiieieiecc s

podpis lekarza przyjmujacego ZGOAE. .......c.vruiuiiiiiiiiiiiicieie s

RIS G a2 OO

sl

wielkopolskie centrum onkologii

Informed consent form for radiotherapy

Patient’s name and LASE IAINIC. ..o
AdATESS...oeceiiiiiicicc s date of Birth ..o
Ideclare, that dr........ccoooooiiiiiiiiiiiiii e, conducted the conversation with me today, explaining the

necessity for radiotherapy as the most sufficient treatment for me. He/She provided me with all the information about the
proposed treatment, possible benefits, complications and side effects that may occur during and after the therapy. During
our conversation I was able to ask about problems considering the proposed radiotherapy, its risks and other circumstanc-
es that may occur during and after the therapy. I received answers to all of my questions.

By signing this consent form I am indicating that I agree to the proposed treatment and I entitle the physicians to do eve-
rything that is necessary to save my health and life in situations that require it.

Patient’s Signature.........cccovevviviiiniiicicininieeccce Patient’s ID NO.....ccoiiiiiiiiiiiiiicc s
Signature of the physician acknowledging the CONSENL............cccciiiiiiiiiiiii s
PIACE AN QAL
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hitherto used informed consent forms belonging to the pa-
tient’s medical documentation and filled in by the patient
at the moment of acceptance to the hospital are not a suffi-
cient proof of his or her agreement to the proposed medical
intervention. It may be only considered as a patient’s state-
ment, in which he or she agrees for the hospitalization. In
terms of law there is no such thing as a general informed
consent to a treatment. [14] The informed consent is giv-
en to a particular medical intervention.

The recommended procedures requiring formalized

(written) informed consent in oncological institutions are

[1,4,6-9,12,15-17]:

a) surgery [18-23],

b) invasive procedure (biopsy), biopsy for histopathologi-
cal examination [24],

c) chemotherapy,

d) radiotherapy,

e) radiologic/investigational procedure, (e.g. radiological
examination with contrast medium),

f) blood transfusion,

g) physical examination for teaching purposes (especially
in gynecology),

h) palliative care,

i) genetic examination,

j) general anesthesia,

k) experimental methods of diagnostics or treatments,

It suggests that the informed consent should be given to
those medical interventions which place the patients at a

high risk, both physically and mentally.

RESULTS

The information given to a patient has to be formed in a
clear and simple way adjusted for his or her perceptional
level. It should be understandable, written or said in lay lan-
guage. It is suggested that consent forms should be written
at the level of elementary school. Perception of ill people
is sometimes decreased. It should be written with in a font
type minimum size 12. Abbreviations (e.g. TBI - total body
irradiation) or difficult medical or legal terms (e.g. radio-
therapy — treatment with radiation, chemotherapy — treat-
ment with a drug named..., benign — not cancerous) should
be defined. Throughout the informed consent form, the
same words should be used (e.g. if the word radiotherapy
was used, it should not be changed into irradiation therapy
or radiation treatment; if we used the word chemotherapy
we should not change it into cytostatics treatment).

Words should be familiar to the reader. Sentences should
be short and direct. Important facts should be underlined

or highlighted.

The following are examples of consent documents used in
The Great Poland Cancer Centre.

CONCLUSIONS

The European Convention on Bioethics, The Polish acts
of law, the guidelines of The Polish, Physician’s Code of
Ethics and the standards of The Accreditation Program for
Hospitals had a profound influence on the forms and con-
tents of the informed consent for the oncological treatment

used in The Great Poland Cancer Centre. The above doc-
uments made us realized that the consent of the patient
should be an requirement to any medical treatments. The
individual must be informed and understand the treatment
that he or she will undergo. The patient has to know the ad-
vantages (benefits) and disadvantages (risks, potential com-
plications) of the proposed medical intervention. When
obtaining the consent the patient should be informed of
details of diagnosis and prognosis with or without the pro-
posed medical intervention and the uncertainties and ques-
tions should be explained and answered.

The informed consent should involve an ongoing dialogue
between the patient and the physician. Only in this way are
doctors able to ensure that the rights of patients are pro-
tected and the integrality of the informed consent process
is maintained. The informed consent is a fundamental right
for every individual. It underlines the patient’s autonomy,
it also builds the trust between the patient and his or her
physician, since the decision about the treatment is under-
taken mutually in a free and informed way.

Therefore the informed consent forms used in The Great
Poland Cancer Centre are not only documents proving that
the patient agreed to perform the treatment but are also tools
that allow the patient to comprehend the purpose, benefits
and risks of the proposed medical intervention and to par-
ticipate in the decision making process. It can not be denied
that the informed consent is needed for legal purposes and
it is also important for ethical and practical reasons.
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