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Patient's Informed Consent to the Procedure
Informovany souhlas pacienta(tky) s vykonem

Scintigraphic Examination of the Sentinel Node
Scintigrafické vysetreni sentinelové uzliny

Dear Sir/Madam / Vazena pani, vaZzeny pane,

Considering that you, as an individual with the full legal capacity, participate in a significant way in the diagnostic and
treatment procedure proposed for you, you have the inalienable right to be informed in detail about these procedures
before your decision

vzhledem k tomu, Ze jako svépravny jedinec se podilite vyznamnym zplsobem na diagnostickém a lécebném
postupu navrzeném u VaS$i osoby, mate nezadatelné pravo byt pfed Vasim rozhodnutim o téchto postupech
podrobné informovan(a).

On the basis of your current state of health, your physician has indicated a specialised scintigraphic examination of
the sentinel node for you.

Na zékladé VaSeho aktualniho zdravotniho stavu Vam byla lékafem indikovano specializované scintigrafické
vySetreni sentinelové uzliny.

What scintigraphy is: / Co je scintigrafie:

Scintigraphy is an imaging method that uses ionising radiation derived from a drug, the so-called
radiopharmaceutical, to visualise various organs. A radiopharmaceutical is characterised by accumulating in certain
tissues, which can then be visualised and evaluated. For comprehensive diagnostics, the examination can be
supplemented with a hybrid method, in which a CT scan is also performed.

Scintigrafické vySetieni je zobrazovaci metodou, ktera vyuZiva pro znazornéni riznych organt ionizujici zareni, které
vychazi z léCiva, tzv. radiofarmaka. Vlastnosti kazdého radiofarmaka je se hromadit v urCitych tkanich, které je tak
mozné diky tomu zobrazit a hodnotit. Pro komplexni diagnostiku mizZe byt vySetreni dopinéno hybridni metodou, kdy
je zarovern provedeno CT.

Reason (indication) for this procedure: / Jaky je duvod (indikace) tohoto vykonu:

The examination is used to visualise the so-called sentinel node and the supply lymphatic system. The indication is
malignant tumours (breast cancer, malignant melanoma of the skin, gynaecological tumours), for whose staging
(determination of the extent of the disease) and therapy, the determination and examination of the sentinel node is
necessary. This is the imaging of the first (guard) lymph node, into which lymphatic fluid flows from the area of the
given tumour. This node could be the first affected by metastasis of a specific tumour. The purpose of the examination
is to visualise this node, then surgically remove it, examine it in detail histologically and determine whether it does
not contain metastasis. The result of the histological examination has an impact on further monitoring and treatment.
VySetfeni slouzi k zobrazeni tzv. sentinelové uzliny a privodného lymfatického recisté. Indikaci jsou zhoubné nadory
(karcinom prsu, maligni melanom kuze, gynekologické nadory), pro jejichz staZzovani (ur¢eni rozsahu onemocnéni)
a terapii je nutné urceni a vySetfeni sentinelové uzliny. Jde o zobrazeni prvni (strazni) lymfatické uzliny, do niz odtéka
lymfaticka tekutina z oblasti daného nadoru. Tato uzlina by mohla byt jako prvni postizena metastazou konkrétniho
nadoru. Smyslem vySetreni je tuto uzlinu zobrazit, nasledné operacéné odstranit, podrobné ji histologicky vySetrit
a stanovit, zda neobsahuje metastazu. Vysledek histologického vySetfeni ma dopad na dalsi sledovani a lécebny
postup.

Contraindication for this examination: / Kontraindikace vysetreni:

There is no absolute contraindication for this examination.

Relative contraindications are pregnancy and breastfeeding, which may need to be discontinued for 6 hours before
the examination.

Any pregnancy or breastfeeding must be communicated in advance to the attending physician and the site personnel.
Absolutni kontraindikace pro toto vySetreni neexistuje.

Relativni kontraindikaci je téhotenstvi a kojeni, které je pripadné pfed vysSetfenim nutno prerusit po dobu 6 hodin.
O pripadném tehotenstvi a kojeni je nutno v predstihu informovat oSetfujiciho Iékare i personal pracovisté.
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Alternatives to the procedure: / Alternativy vykonu:

There is no other nuclear medicine examination method that could completely replace the examination for the
visualisation of the sentinel node.

Another alternative for the visualisation of the sentinel node may be magnetic detection using ferromagnetic particles
or fluorescence, the availability and choice of which depends on the specific workplace and the surgeon's preference.
An additional method to scintigraphy is the capture of the node in the operating room with an operating gamma probe,
which again detects radioactive radiation from the administered radiopharmaceutical.

Pro zobrazeni sentinelové uzliny neni v nuklearni mediciné jina vySetfovaci metoda, ktera by mohla vySetreni zcela
nahradit.

Jinou alternativou znazornéni sentinelové uzliny mize byt magneticka detekce pomoci feromagnetickych castic nebo
fluorescence, jejichz dostupnost a volba ale zavisi na konkrétnim pracovisti i preferenci chirurga. Doplrikovou
metodou ke scintigrafii je zachyt uzliny na operacnim sale operacni gamasondou, ktera opét detekuje radioaktivni
zafeni z nami podaného radiofarmaka.

Patient's regime before the procedure: / Jaky je rezim pacienta pred vykonem:

The examination is performed at the Department of Nuclear Medicine on an outpatient basis. No special preparation
is required before the examination; on the day of the examination, you can eat, drink, and take your usual medication
as normal.

ViySetfeni se provadi na oddeéleni nuklearni mediciny ambulantné. Pred vySetfenim neni nutna Zadna zvilastni
pfiprava, v den vySetfeni muzete normalné jist, pit, uzivat svou béznou medikaci.

How the medical procedure takes place: / Jaky je postup pri provadéni vykonu:

The examination substance (radiopharmaceutical) is applied in different ways depending on the type of tumour. In
malignant melanoma of the skin intradermally (into the skin), exceptionally intramucosally (when the tumour is
localised on the mucosa), in breast carcinoma either around the areola or around the tumour, in gynaecological
tumours around the tumour (application is performed in a gynaecological office).

The examination is performed in melanoma immediately after the application of the examination substance. In other
types of tumours, after an hour of application.

The actual examination is performed on a scintillation camera in the supine position (usually on the back, if the
application site is not accessible from this projection, the examination is performed in the initial phase in the prone
position), when we obtain images of the sentinel node from two sides, or possibly from other projections. This is a
guide to the precise targeting of the anatomical area for the following tomographic examination SPECT in
combination with CT. The total scanning time is approximately 30 to 40 minutes.

VySetrovaci latku (radiofarmakum) aplikujeme rdznym zpdsobem podle typu nadoru. U maligniho melanomu kize
intradermalné (do kizZe), vyjimeéné intramukézné (pri lokalizaci nadoru na sliznici), u karcinomu prsu bud’ kolem
dvorce (areoly) nebo kolem nadoru, u gynekologickych tumort kolem nadoru (aplikace je provedena na
gynekologickém pracovisti).

VySetfeni se u melanomu provadi bezprostfedné po aplikaci vySetfovaci latky. U dalSich typd nadort po hodiné od
aplikace.

Viastni vySetfeni probiha na scintilacni kamerfe v poloze vieZe (vétSinou na zadech, pokud by nebylo misto aplikace
dostupné z této projekce, je vySetreni v uvodni fazi uskutecnéno v poloze na brise), kdy ziskavame obrazy
sentinelové uzliny ze dvou stran, pfipadné i z dalSich projekci. Toto je voditkem k pfesnému zaméreni anatomické
oblasti pro nasledujici tomografické vysetfeni SPECT v kombinaci s CT. Celkovéa doba snimani je priblizné 30 az 40
minut.

Possible complications and risks: / Jaké jsou mozné komplikace a rizika:

A radiopharmaceutical is a drug that contains a radioactive element that produces ionising radiation, which is used
for imaging. CT uses X-rays. The radiation exposure associated with the use of radiation is similar to that of most
radiodiagnostic procedures.

As with any intravenous injection, a hematoma may form, the site may be painful, and local inflammatory
complications may occur. The radiopharmaceutical has virtually no adverse effects, and the risk of an allergic reaction
is extremely low.

Radiofarmakum je Iécivo, které obsahuje radioaktivni prvek produkujici ionizujici zareni, které je vyuZito
k zobrazovani. Pri CT se pouZiva rentgenové zareni. Radiacni zatéz spojena s uZitim zafeni je obdobna jako
u vétsiny radiodiagnostickych postupd.

Jako pfi kazdé nitroZilni injekci se mize vytvorit krevni vyron (hematom), misto mize byt bolestivé, objevit se mize
lokalni zanétliva komplikace. Radiofarmakum nema prakticky Zadné nezZadouci Ucinky, riziko alergické reakce je
extrémné nizké.

1) Check the corresponding box
1) Zaskrtnéte odpovidajici policko
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Patient's regime after the procedure: / Jaky je rezim pacienta po provedeni vykonu:

After the examination, it is advisable to continue to drink enough fluids; urinating more frequently will help you
eliminate the remains of the applied substance more quickly, thus reducing the radiation exposure. On the day of the
examination after the procedure, it is advisable to avoid prolonged close contact with small children and pregnant
women.

It is also advisable to store any stained materials (e.g. diapers, clothes, etc. with urine, blood, etc.) for 48 hours in a
plastic bag outside the living spaces (e.g. in a basement, garage, on the balcony, etc.). Then, they can be thrown
away in the regular waste or washed.

The physician's interest is to help you. He/she will explain the essence of the medical examination to you and
familiarise you with possible alternatives and complications. You can ask him/her additional questions. You have the
right to refuse the proposed examination.

Po vyS$etreni je vhodné dale udrzovat dostatecny pitny rezim, ¢astéjsim mocenim rychleji vyloucite zbytky aplikované
latky, a tak dojde ke sniZeni radiacni zatézZe. V den vySetfeni po vykonu je vhodné se vyhnout delSimu tésnému
kontaktu s malymi détmi a téhotnymi Zenami.

Potrisnéné materialy (napr. pleny, obleceni, ... moci, krvi, ...) je vhodné skladovat 48 hodin v igelitovém pytli mimo
obytné prostory (napf. ve sklepé, v garazi, na balkoné, ...) a poté je Ize vyhodit do béZného odpadu nebo vyprat.

Zajmem lékare je Vam pomoci. Lékar Vam vysvétli podstatu lékarského vysetfeni a seznami Vas s moznymi
alternativami i komplikacemi. Muzete mu polozit doplriujici otazky. Mate pravo navrzené vysetieni odmitnout.

Patient's identification details: / Identifika¢ni tdaje pacienta(tky):

. . ) Birth identification
Surname: Name: Degree: .
Pjiment- Jméno: Titul: number:

' ) ' RC:
Identification details of the statutory representative, guardian:
Identifikacni udaje zakonného zastupce, opatrovnika:
Surname: Name: Date of birth:
Prijmeni: Jméno: Datum narozeni:

Planned procedure: / Planovany vykon:

Scintigraphic examination of the sentinel node / Scintigrafické vysetieni sentinelové uzliny

The explanatory interview was conducted by:
Vysvétlujici pohovor proved!:

Physician's identification and signature /
identifikace a podpis lékare

| declare that the reason, expected benefit, method of execution, consequences and the possible risks and
complications of the planned performance have properly been explained to me. Furthermore, possible
alternatives have been explained to me, including their complications and the health consequences resulting
from not undergoing the planned procedure. | have had the opportunity to ask the physician everything |
was interested in regarding the planned procedure and | have received an explanation that | understand.
Prohlasuji, Ze mi byl naleZité objasnén diuvod, pfedpokladany prospéch, zpisob provedeni, ndsledky
i mozna rizika a komplikace planovaného vykonu. Dale mi byly vysvétleny mozné alternativy vcéetné jejich
komplikaci a zdravotni dusledky vyplyvajici z nepodstoupeni planovaného vykonu. Mél(a) jsem moZnost
zeptat se Iékare na vS§echno, co mé ve vztahu k planovanému vykonu zajima a obdrzel(a) jsem vysvétleni,
kterému jsem porozumél(a).

| agree to the application of ionising radiation —radiopharmaceutical and CT: Y
Souhlasim s aplikaci ionizujiciho zafeni — radiofarmaka a CT: V) ] YES/ANO [JNO/NE

Are you pregnant? Y

Jste téhotna? v [JYES/ANO [JNO/NE
Are you breastfeeding? v
Kojite? V []YES/ANO [JNO/NE

[ ] 1agreeV / Souhlasim™ []1do not agree? / Nesouhlasim®, that the image documents from my examination
may be used in anonymised form for scientific and study purposes and may be presented at seminars in
healthcare facilities, at congresses, or published in professional journals. | have been informed that during
1) Check the corresponding box

1) Zaskrtnéte odpovidajici policko
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any presentation of them, my personal data (name, surname, date of birth, birth identification number) or
other characteristics that would lead to a closer identification of my person will never be published in any
way.

aby obrazova dokumentace z mého vysetfeni mohla byt pouZita v anonymizované formé pro védecké
a studijni ucely a mohla byt prezentovana na seminarich zdravotnickych zarizeni, na kongresech, event.
publikovana v odbornych ¢asopisech. Byl(a) jsem poucen(a), Ze pfFi jejich jakékoliv prezentaci nebudou nikdy
a nijak zvefejiovany mé osobni udaje (jméno, prijmeni, datum narozeni, rodné ¢islo) ani dalSi znaky, které
by vedly k blizsi identifikaci mé osoby.

| further declare that | have truthfully informed the attending physician about the current development of my
state of health, including information about infectious diseases, health services provided by other providers,
about the use of medicinal products, including the use of addictive substances, and other facts essential for
the provision of health services and | have not concealed any circumstances of my state of health that are
an obstacle to the performance of the procedure or may be in any way related to the development of
complication.

Dale prohlasuji, Ze jsem pravdivé informoval(a) oSetfujiciho Iékafe o dosavadnim vyvoji zdravotniho stavu,
vcéetné informaci o infekénich nemocech, o zdravotnich sluzbach poskytovanych jinymi poskytovateli,
0 uzivani lécivych pripravku, véetné uZivani navykovych latek, a dalSich skutecnostech podstatnych pro
poskytovani zdravotnich sluzeb a nezatajil(a) jsem Zadné okolnosti svého zdravotniho stavu, které jsou
prekazkou v provedeni vykonu ¢i mohou byt v jakékoli souvislosti se vznikem komplikaci.

It has been explained to me that in the event of unexpected complications requiring the immediate
performance of other procedures necessary to save my life or health, these procedures will be performed.
Bylo mi podano vysvétleni, Ze v pfipadé vyskytu neocekavanych komplikaci vyZadujicich neodkladné
provedeni dalsich vykont nutnych k zachrané mého Zivota nebo zdravi, budou tyto vykony provedeny.

In Ostrava on:
V Ostravé dne:

Signature of the patient, statutory representative, guardian
podpis pacienta(tky), zakonného zastupce, opatrovnika

1) Check the corresponding box
1) Zaskrtnéte odpovidajici policko
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