Sablona ¢. 4

Vhodnost studijniho centra / Site Suitability Template

® 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.

® To minimise the number of Request For Information (RFls) 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 aiso be referred to 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 A separate document should be completed and submitted for each site.

e Tuto 3ablonu predloZi zadavatelé klinickych hodnoceni jako soudast dokumentace &asti il
Zadosti o povoleni kiinického hodnoceni nebo v pfipadé zadosti o podstatnou zménu tykajici
se studijniho centra (nové centrum, zména centra aj.). / This form will be used by Sponsors of
clinical trials as part of documentation in Part Il clinical trial application or in case of substantiol
amendment submission which refers to clinical site (new site, change of site).

e Formuldr je tfeba vyplnit kompletné. / The form should be completed in full.

e Vpfipadé, Ze jsou nékteré informace poZadované vtomto formuldfi uvedené v jiné ¢asti
dokumentace Zadosti, je moZno uvést odkaz na tento 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 thaon repeating the
information.

e Pro kaidé studijni centrum je tfeba vyplnit a pfedloZit samostatny dokument. / A separate
document should be completed and submitted for each site.

Tato Sablona byla pfipravena a schvalena Expertni skupinou EU pro Klinickd hodnoceni pro naplnéni
poZadavkil Nafizeni Evropského parlamentu a Rady (EU) ¢ 536/2014 o kiinickém hodnoceni
humannich légivych pfipravki 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 Institute for Drug Control.

Oddil 1/ Section 1
EU &islo KH/ EU trial number | 2023-503317-29-00
Nazev KH/ Title of clinical trial | CARE1:
Randomizovana platformni studie k optimalizaci prvni linie lécby
u pacienttl s metastatickym karcinomem ledviny/

First line randomised study plateform to optimize treatment in
patients with metastatic renal cell carcinoma
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Néazev centra, mésto /Name I}lasgrykt‘]v onkologicky ustav
of site, city Zluty kopec 7
65653 Brno

Jméno hlavniho zkousejiciho | doc. MUDr. Alexandr Poprach, Ph.D.
/Name of principal
investigator

Planovany potet subjektd | 20
hodnoceni v daném centru /
Planned number of trial
participants at the site

Oddil 2 / Section 2

a) PredloZte prosim komplexni pisemné prohlaseni o vhodnosti studijniho centra upravené die
charakteru a pouZiti hodnoceného iécivého pfipravku / Please provide a comprehensive
written statement on the suitability of the site adapted to the nature and use of the
investigational medicinal product.

Masaryk{v onkologicky Ustav je na zakladé svého disponujicino vybaveni vhodnym centrem pro
klinické hodnoceni CARE1 ,Randomizované platformni studie k optimalizaci prvni linie lécby
u pacientil s metastatickym karcinomem ledviny”. /

Based on the facilities, Masaryk Memorial Cancer institute is a suitable centre for CARE1 clinical trial
CARE1 “First line randomised study plateform to optimize treatment in patients with metastatic
renal cell carcinoma”.

b) Popiste podrobné vhodnost zafizeni / Please describe in detail the suitability of the facilities

Pracovisté je vybaveno po personalni i materidini strance pro potieby klinickych hodnoceni (EKG,
CT, lékarna, laboratof, lednice, mrazak, prostory pro provadéni vykonu spjatych s klinickym
hodnocenim, archiv). ZkuSeny persondl. Pracovidté ma zaroven udélenou akreditaci NASKL pro
imunohistochemické vysetieni antigent PD-L1 (AR3-001-2023-0499-823)./
The department is equipped in terms of personnel and material requirements for the needs of clinical
trials (ECG, CT, pharmacy, laboratory, refrigerator, freezer, areas for carrying out procedures related
to clinical trials, archive). Experienced staff. The centre is also accredited for immunohistochemical
staining of PD-L1 antigens (AR3-001-2023-0499-823).

c) Popiste presné vhodnost vybaveni [ Please describe accurately the suitability of the
equipment

Centrum ma k dispozici nasledujici vybaveni/ Site has following equipment available:

e lednice/ Refrigerator

e mrazak / Freezer

e centrifuga/ Centrifuge

e 12-ti svodové EKG/ 12-lead ECG

e Vaha a vyskomér/ Scale and height measure
[ e Tlakomeér/ BP monitor

o Teploméry/ Thermometers

e (T
Na pfistrojovém vybaveni je provadén pravidelny servis véetné pravidelnych kalibraci. Centrum
disponuje vybavenim pro zajiSténi urgentnich stav(. V pfipadé nutnosti je pacient pfeloien na
JIP/ARK. /[ The equipment is regurarly serviced includes calibrations. The site has equipment for
emergency situations. If necessary, the patient is tranferred to Intensive Care unit/ Anesthesiology -
resuscitation Clinic.
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d) Uvedte podrobné viechny vykony v klinickém hodnoceni, které se budou v daném studijnim
centru provadét. V dalSim radku uvedte vykony, které budou zajistény mimo studijni
centrum a kde (napf. MRI, CT...)./ Please provide a detailed description of all trial procedures
which will take place at the site. In following section please mention the list of examinations
which will be performed out of study site and where exactly (for example CT, MR! etc.)

Klinické vysetfeni, odbéry, biopsie a PDL1 statut, biochemické a hematologické vygetfeni, rozbor
modi, CT-sken, echokardiografie./

Clinical examination, sampling, biopsy and PDL1 status, biochemical and hematological
examination, urianalysis, CT-scan, echocardiography.

Vykony v kiinickém hodnoceni, které se budou vdaném studijnim centru provadét / Trial
procedures which will take place on the site:

12-ti svodoveé EKG / 12-leads ECG

Odbér krve a moci/Blood and urine sample

Dotazniky pacientl a skaly/Patient questionaires and scales

Fyzikalni vysetieni/ Physical examination

Zivotni funkce/ Vital signs

CT hrudnik, bficho, panev / Chest, Abdomen, Pelvis CT

Biopsie nadorové tkané / Tumor biopsy

Urceni hodnoty PD-L1 v bioptickém vzorku / PD-L1 staining

e} Uvedte podrobné persondini zajisténi a odbornosti v daném studijnim centru. / Please
provide a detailed description of Human Resources arrangements and expertise at the site

Centrum disponuje dostateénym personalnim zajisténim pro vykon klinickych studii. 2-4 Sub-
investigatofi, 2 studijni koordinatofi, 3 studijni sestry, 1 laboratorni technik, 2 radiologové, 2
patalogové. / The site has sufficient number of staffs to provide clinical trials. 2-4 Sub-Investigators,
2 study coordinators, 3 study nurses, 1 lab technician, 2 radiciogists, 2 patalogists.

Oddil 3 / Section 3

Autorizaci tohoto dokumentu stvrzuji, ze uvedené studijni centrum ma zafizeni a vybaveni
umoZnujici provedeni kiinického hodnoceni, a Ze jsou v praxi zavedena takova organizani opatieni,
ktera zajisti, aby vSichni zkou3ejici a ostatni osoby podilejici se na provadéni klinického hodnoceni
méli odpovidajici kvalifikaci, odbornost a skoleni ve vztahu k jejich roli v klinickém hodnoceni,
v souladu s Nafizenim Evropského parlamentu a Rady (EU) ¢. 536/2014 a vSemi identifikovanymi
podminkami, které mohou oviivnit nezavislost jakéhokoli zkousejiciho lékare. / In authorising this
document, | confirm that the site has the facilities and equipment to be able to conduct the clinical
trial and has suitable arrangements in place to ensure that all investigators and other individuals
involved in conducting the trial have the suitable qualificotions, 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.

Vydal: / Issued by:
Jméno: / Name: doc. MUDr. Alexandr Poprach, Ph.D.

Pozice: / Position: Zastupce pfednosty pro léCebné preventivni péci — primar
/ Deputy head, Department of Comprehensive Cancer Care — Medical chief

Datum: / Date: 1.3.2024
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Ujistéte se prosim, 7e jste pfed predloZenim tohoto formulare konzultovali jakékoli narodni pokyny.
/ Please ensure that you have consulted with any national guidelines before submitting this form.
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