
Sablona 4

Vhodnost studijniho centra / Site Suitability Template

e This form may be used by Sponsors of clinical trials as part of the application
dossier. This is not a mandatory form and different national arrangements may be
in place which should be confirmed prior to submission.

e the number of Request For Information that could be raised
during the process and possible rejection, kindly provide detailed and informative
responses to each and every question at the best of your knowledge.

e When completing this form, any national guidelines should also be with
regards to which sections must be completed. Where no national guidelines exist,
the form should be completed in full.

e Where information which is requested in this form is provided elsewhere in the
application dossier, the document can just be referenced rather than repeating
the information.

e Aseparate document should be completed and submitted for each site.

e Tuto Sablonu pfedlozi zadavatelé klinickych hodnoceni jako dokumentace Casti Il
o povoleniklinického hodnoceninebov podstatnou zménu

se studijniho centra (nové centrum, This form will be used by Sponsors of
clinical trials as partofdocumentation in Part clinical trialapplication case of substantial
amendment submission which refers to clinical site (new site, change of site).

je kompletné. / The form should be completed in full.
e jsou nékteré informace v tomto uvedené vjiné

dokumentace je uvést odkaz dokument, namisto duplicitniho uvadéni
dané informace. / Where information which is requested in this form is provided elsewhere in
the application dossier, the document can just be referenced rather than repeating the
information.

e Pro studijni centrum je vyplnit a samostatny dokument. / A separate
document should be completed and submittedfor each site.

Tato byla a EU pro hodnoceni pro
Evropského parlamentu a Rady (EU) o klinickém hodnoceni

a upravena SUKL. / This template was developed and endorsed by the
EU Clinical Trials Expert Group to comply with Regulation(EU) No. 536/2014 Clinical Trials on Medicinal
Products for Human Use and modified by State Institutefor Drug Control.

Oddil 1 / Section I
EU éislo KH/ EU | 2023-506906-38-00
Nazev KH/ Title of clinical trial |A Phase 3, Multicenter, Randomized, Open-Label Trial to Evaluate

the Safety and Efficacy of Epcoritamab + Rituximab and
Lenalidomide (R2) Compared to Chemoimmunotherapy in
Previously Untreated Follicular (EPCORE™FL-2)

Nazev centra, mésto /Name | Fakultni nemocnice Kralovske Vinohrady
of site, city Hematologicka klinika
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Srobarova 1150/50
100 34 Praha 10
Czech Republic

Jméno hlavniho |Doc. MUDr. Jan Novak, Ph.D.
/Name of principal
investigator
Planovany | 3/rok

daném centru /
Planned number
participants at the site

Oddil 2 / Section 2
a) prosim vhodnostistudijniho centra dle

charakteru a hodnoceného / Please provide a comprehensive
written statement on the suitability of the site adapted to the nature and use of the
investigational medicinal product.

pracovisté disponuje nezbytnym vybavenim a lidskymi zdroji pro provadéni tohoto
klinického hodnoceni. Mame bohaté hodnocenimi fazi
klinického vyzkumu na poli
Popiste podrobné vhodnost / Please describe in detail the suitability of thefacilities
Centrum ma odpovidajici vybaveni, prostory a dostatek jak tak

pro provadéni tohoto klinického hodnoceni. Kazda jednotliva role ve
studijnim tymu ma 2 pro zastupitelnost. Pracovisté disponuje

a dostupnymi komplementarnimi
metodami. K dispozici je na centru ambulantni trakt, 1 standartni oddéleni, jednotka
intenzivni péce, asepticka jednotka a v FN klinika anesteziologie a resuscitace,

24h denné.
c) Popiste vhodnost vybaveni/ Please describe accurately the suitability of the

equipment
Centrum je technicky vybaveno pro klinického hodnoceni. a

(tj. pristroje pro vitalnich funkci, vysky, hmotnosti, ECHO, CT,
MRI, vybaveni pro provedeni punkce a biopsie kostni vybaveni
mrazaky pro uskladnéni biologickych jsou plné Centrum je schopno

provedeni studijnich které protokol provadét lokalné,
véetné hospitalizace pacienta. Centrum disponuje IT vybavenim, které

odesilat zadavateli nebo jim povéfenym data elektronicky. Systémy
jsou zabezpeéeny a pravidelné kontrolovany. Jsou k dispozici vhodné skladovaci prostory
pro uskladnéni hodnocenych i odebranych biologickych v
prostorach je monitoring teploty.

d) podrobné v klinickém hodnoceni, které se budou v daném studijnim
centru vykony, které budou zajistény mimo studijni
centruma kde MRI, CT...)./ Please provide a detailed description of procedures
which will take place at the site. Infollowing section please mention the list ofexaminations
which will be performed out ofstudy site and where exactly (for example CT, MRI etc.)
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které budou provadény na nasem pracovisti: podepsani informovaného
souhlasu, anamnéza, pouceni o nutném pouZivani metody kontracepce,
fyzikalni vitalnich funkci, a hmotnosti, 12svodové EKG
ECHO kardiografie, CT, MRI nebo RTG, punkce a biopsie kostni cytogenetické
testovani kostni odbér a testovani v nebo

(hematologie, biochemie, sérologie), oxygenova saturace O2. ambulantni,
v pripadé nutnosti, hospitalizace pacienta na jednom z oddéleni. Centrum bude dale
provadét odbér krve a biologickych které se budou analyzovat centralné, podani

lécivych a medikace, monitoring pacienta
hospitalizace, a hodnoceni
hodnoceni stavu zajistovat pacienty, vydavani studijnich
lék a podavani konkomitantni dotazniku tykajiciho se zdravotni
péce, v sledovani pro i sledovani nasledné lécby.

PET-CT bude provadéno mimo FN, pracovisté se nachazi v Nemocnici na Homolce.
e) podrobné a daném studijnim centru. / Please

detailed description of Himan Resources arrangements and expertise at the site
Klinické hodnoceni bude na centru studijnim
kvalifikaci:

zkouSejici: se specializaci v oboru interniho hematologie a
hematoonkologie

se klinickych hodnoceni, ktera jsou zadavana
komerénimi zadavateli, a akademickych studii

e a
hematoonkologie

studijni zdravotni sestry
se specializaci v oboru kardiologie

se specializaci v oboru zobrazovacich metod
e osoby, které absolvovaly vysokoSkolské studium v oboru farmacie a jsou

élenem Ceské komory

Oddil 3 / Section 3

Autorizaci tohoto dokumentu stvrzuji, uvedené studijni centrum ma zafizeni a vybaveni
provedeniklinického hodnoceni, jsou v praxizavedena takova

zajisti, aby a ostatni osoby na hodnoceni
méli odpovidajici kvalifikaci, odbornost a ve vztahu k jejich roli v klinickém hodnoceni,

s Evropského parlamentu a Rady (EU) 536/2014 a
podminkami, které mohou ovlivnit nezavislost zkouSejiciho / authorising this
document, | confirm that the site has thefacilities and equipment to be able to conduct the clinical
trial and has suitable arrangements in place to ensure that all investigators and other
involved in conducting the trial have the suitable qualifications, expertise and training in relation to
their role in the clinical trial, in compliance with EU Regulation 536/2014, and all conditions
identified, which might influence the impartiality of any investigators, were addressed.
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Vydal: / Issued by: Kralovske Vinohrady, Hematologicka klinika

Jméno:/ Name: doc. Jan Novak, PhD.

Pozice:/ Position: Head physican - Hematologicka klinika

Ujistéte se prosim, ze jste pfed konzultovalijakékolinarodni pokyny.
/ Please ensure thatyou have consulted with any national guidelines before submitting this form.

Datum: / Date:
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