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

Scintigraphic Examination of Inflammation — Antibodies Against
Granulocytes
Scintigrafické vysetreni zanétu — protilatky proti granulocytim

Dear Sir/Madam / Vazena pani, vazeny 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 zptsobem na diagnostickém a lé¢ebném
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 this examination for you — an examination
of inflammation using antibodies against granulocytes.

Na zakladé VasSeho aktualniho zdravotniho stavu Vam byla lékafem indikovano vysetieni — vySetreni zanétu pomoci
protilatek proti granulocytum.

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 vySetreni je zobrazovaci metodou, které vyuziva pro znazornéni riiznych organd ionizujici zafeni, které
vychazi z IéCiva, tzv. radiofarmaka. Vlastnosti kazdého radiofarmaka je se hromadit v urcitych tkanich, které je tak
mozné diky tomu zobrazit a hodnotit. Pro komplexni diagnostiku mize byt vySetfeni dopinéno hybridni metodou, kdy
je zarovern provedeno CT.

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

Your referring physician suspects the presence of inflammation in your body, but its location is unknown. Symptoms
include repeated fever, pain, and high levels of CRP or white blood cells according to the blood tests. In order to
initiate effective treatment (e.g. a certain type of antibiotic or even the possibility of choosing surgery), this
inflammation needs to be confirmed and localised.

Vas odesilajici Iékalf ma podezreni na pfitomnost zanétu ve Vasem téle, ale neni znama jeho lokalizace. Z priznakd
mate napf. opakované horecku, bolesti, dle krevnich testu vysokou hladinu CRP ¢i bilych krvinek. Pro nasazeni
ucinné lécby (napr. urcitého typu antibiotik nebo i moznosti zvoleni operacniho vykonu) je potfeba tento zanét potvrdit
a lokalizovat.

Contraindications to the examination: / Kontraindikace vysetreni:

Hypersensitivity to the active substance, mouse antibodies or any of the excipients of the preparation are absolute
contraindications. Pregnancy and high levels of HAMA antibodies are also absolute contraindications. An xamination
with repeated administration of besilesomab in one patient should not be performed.

Itis necessary to inform the attending physician and the site staff in advance about any pregnancy and breastfeeding.
Absolutni kontraindikaci je hypersensitivita na léCivou latku, mySi protilatky nebo na kteroukoliv pomocnou latku
pfipravku. Absolutni kontraindikaci je i téhotenstvi a zjiSténa vysoka hladina HAMA protilatek. VySetfeni
s opakovanou aplikaci besilesomabu u jednoho pacienta by nemélo byt provadéno.

O pripadném téhotenstvi a kojeni je nutno v pfedstihu informovat oSetfujiciho Iékafe i personal pracovisté.

Alternatives to the procedure: / Alternativy vykonu:
The examination provides information that cannot be obtained in any other way.
VySetreni poskytuje informace, které nelze ziskat jinym zptsobem.
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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 oddéleni nuklearni mediciny ambulantné. Pfed 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 begins with a so-called HAMA test. We will take a small blood sample and test whether you have a
specific type of antibody in your blood (so-called HAMA). If this test is negative, then the actual application of the
examination substance (radiopharmaceuticals = labelled antibodies against granulocytes) is performed.
Granulocytes belong to the group of white blood cells and their level is usually increased when there is inflammation
in the body.

The actual examination is performed 4 hours after the application. You will lie on your back on the examination table
of the device, you must not move during the examination. During the examination, we will scan your entire body and,
according to the physician's indication, a targeted tomographic SPECT/CT examination will then be added. The scan
can take up to 45 minutes in total.

The examination is repeated the following day - without blood sampling and without the application of
radiopharmaceuticals.

VySetreni se zahajuje provedenim tzv. HAMA testu. Odebereme Vam maly vzorek krve a otestujeme, zdali nemate
v krvi specificky typ protilatek (tzv. HAMA). Pokud bude tento test negativni, pak se pristupuje k viastni aplikaci
vySetfovaci latky (radiofarmaka = znacené protilatky proti granulocytim).

Granulocyty patfi do skupiny bilych krvinek a jejich hladina byva zvySena, kdyz v téle probiha zanét.

Vlastni vySetfeni se provadi za 4 hodiny od aplikace, budete leZet na zadech na vySetiovacim stole pfistroje, béhem
vySetireni se nesmite hybat. PFi vySetieni snimame celé Vase télo a dle indikace Iékale se nasledné doplriuje cilené
tomografické SPECT/CT vySetreni. Snimani tak celkové mize trvat az 45 minut.

Nasledujici den se vySetfeni opakuje — jiz bez odebirani krve a bez aplikace radiofarmaka.

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 application of antibodies may be associated with a hypersensitivity reaction. The risk
of an allergic reaction with a negative HAMA test is low.

Radiofarmakum je lécivo, které obsahuje radioaktivni prvek produkujici ionizujici zafeni, které je vyuZito
k zobrazovani. Pii CT se pouZziva rentgenové zareni. Radiacni zatéZz spojena s uZitim zareni je obdobna jako
u vétsiny radiodiagnostickych postupd.

Jako pfi kazdé nitroZilni injekci se mize vytvorit krevni vyron (hematom), misto mizZe byt bolestivé, objevit se miize
lokalni zanétliva komplikace.

Jako pfi kazdé nitrozZilni injekci se mize vytvorit krevni vyron (hematom), misto mize byt bolestivé, objevit se muze
lokalni zanétliva komplikace. Aplikace protilatek mize byt spojena s hypersenzitivni reakci, riziko alergické reakce
pfi negativhim HAMA testu je nizkeé.

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 zatéZe. V den vySetfeni po vykonu je vhodné se vyhnout delSimu tésnému
kontaktu s malymi détmi a téhotnymi Zenami.

1)  Check the corresponding box
1) Zaskrtnéte odpovidajici policko
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Potfisnéné materialy (napf. 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 lékafe je Vam pomoci. Lékar Vam vysvétli podstatu lékarského vySetieni a seznami Vas s moznymi
alternativami i komplikacemi. MtzZete mu poloZit doplriujici otazky. Mate pravo navrZzené vySetreni odmitnout.

Patient's identification details / Identifikacni udaje pacienta(tky):

. . . Birth identification
Surname: Name: Degree: .
oo iy . 2 number:
Prijmeni: Jméno: Titul: 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 inflammation — antibodies against granulocytes
Scintigrafické vysetieni zanétu — protilatky proti granulocytiim

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 ndleZité objasnén divod, predpokladany prospéch, zpiusob provedeni, ndsledky
i mozna rizika a komplikace planovaného vykonu. Dale mi byly vysvétleny mozné alternativy véetné jejich
komplikaci a zdravotni disledky vyplyvajici z nepodstoupeni planovaného vykonu. Mél(a) jsem moZnost
zeptat se Iékare na vSechno, 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: ¥ [ ]YES/ANO []NO/NE

Are you pregnant? Y

Jste téhotna? v [JYES/ANO [JNO/NE
Are you breastfeeding? v
Kojite? » [JYES/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
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 pri jejich jakékoliv prezentaci nebudou nikdy
a nijak zvefejiovany mé osobni udaje (jméno, prijmeni, datum narozeni, rodné cislo) ani dalsi znaky, které

| 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

1)  Check the corresponding box
1) Zaskrtnéte odpovidajici policko
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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,
o uZivani léc¢ivych pripravku, véetné uZivani navykovych latek, a dalSich skuteé¢nostech podstatnych pro
poskytovani zdravotnich sluZzeb a nezatajil(a) jsem Zadné okolnosti svého zdravotniho stavu, které jsou
prekdzkou 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 poddno 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
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