Sablona &. 4 / Template No. 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.

When completing this form, any national guidelines should also be referred to with regards to which
sections must be completed. Where no national guidelines exist, the form should be completed in full.
Where information which is requested in this form is provided elsewhere in the application dossier, the
document ean just be referenced rather than repeating the information.

A separate document should be completed and submitted for each site.

Tuto $ablonu pfedloZi zadavatelé klinickych hodnoceni jako soucast dokumentace ¢asti |l 2adosti o povoleni
klinického hodnoceni nebo v pfipadé Zddosti 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 substantial amendment submission which refers to clinical
site (new site, change of site).

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

V piipadé, Ze jsou nékteré informace pozadované vtomto formuldfi uvedené v jiné ¢asti dokumentace
#4dosti, 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 than repeating the information.

Pro kazdé studijni centrum je tfeba vypinit a predloZit samostatny dokument. / A separate document
should be completed and submitted for each site.

Tato ablona byla pfipravena a schvalena Expertni skupinou EU pro Klinicka hodnocenf pro naplnéni poZadavki
Nafizeni Evropského parlamentu a Rady (EU) &. 536/2014 o klinickém hodnoceni huménnich 1é€ivych pfipravkd
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

2024-512477-27-00

Nézev KH/ Title of clinical
trial

REFRaME-O1: Otevfena studie fize 2/3 hodnotici U&innost a bezpegnost
luveltamab tazevibulinu (STRO-002) oproti chemoterapii die volby
zkousejiciho (IC) u Zen s relabujicim epitelidinim karcinomem vajecniki
(véetné vejcovoddl nebo primarniho  peritonealniho karcinomu)
rezistentnim k platiné a exprimujicim foldtovy receptor alfa (FOLR1) /
REFRaME-01: A Phase 2/3 Open-label Study Evaluating the Efficacy and
Safety of Luveltamab Tazevibulin (STRO-002) versus Investigator’s Choice
(IC) Chemotherapy in Women with Relapsed Platinum-resistant Epithelial
Ovarian Cancer (Including Fallopian Tube or Primary Peritoneal Cancers)
Expressing Folate Receptor Alpha (FOLR1)

Nazev centra, mésto /Name
of site, city

Fakultni nemocnice Kralovské Vinohrady (FNKV)
Gynekologicko — porodnicka klinika
Onkogynekologické centrum

Srobarova 1150/50

100 34 Praha 10
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Jméno hlavniho zkousejiciho | prof. MUDr. Lukas Rob, CSc
/Name of principal
investigator

Planovany pocet subjektl | 2-5
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 dle
charakteru a poutiti 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.

Gynekologicko-porodnickd klinika zajisfuje péci v oblasti gynekologickych onemocnéni,
onemocnénf prsu a péle o matku a dité. Operatni vykony jsou zamé&feny na radikdlni gynekologicke
operace u malignich onemocnéni. Spolupracujicim oddélenim je Onkogynekologické centrum,
které je v soucasnosti nejvétiim Onkogynekologickym centrem Ceské republiky zapojenym do
struktury KOC (Komplexni onkologické centrum) — FNKV. Poskytuje pacientiim specializovanou a
super-specializovanou diagnostickou, lé¢ebnou a dispenzarni péCi v celém spektru gynekologickych
zhoubnych nadori véetné karcinomd prsu. Studijnf centrum mad rozséhlé zkuSenosti s provadénim
klinickych hodnoceni faze Il. a lll, ma k dispozici pfistrojové a persondini vybaveni pro vedeni
klinické studie a tim splfiuje pozadavky pro pribéh vy3e uvedeného klinického hodnoceni. Je
vhodné pro vedeni hodnoceni a pro zachdzeni s hodnocenym lécivym pfipravkem podle protokolu
studie. / The Gynecology and obstetrics clinic provides care in the field of gynecological diseases,
breast diseases and care for mother and child. Surgical procedures are focused on radical
gynecological operations for malignant diseases. The cooperating department is the Onco-
gynecological center, which is currently the largest Onco-gynecological Center in the Czech Republic
involved in the structure of the KOC (Complex Oncology Center) - FNKV. It provides patients with
specialized and super-specialized diagnostic, treatment and dispensary care in the entire spectrum
of gynecological malignancies, including breast cancers. The study center has extensive experience
in conducting phase Il and Ill. clinical studies, and has the equipment and personnel available to
conduct a clinical trial and thus meets the requirements for the above-mentioned clinical evaluation,
It is suitable to conduct the study and to handle the investigational medicinal product according to
the study protocol.

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

Pracoviété je kompletné vybaveno po persondini i materidlni strance pro potfeby klinickych
hodnoceni, 1ékafi, studijni sestry a studijni koordinatorky maji mnoholeté zkudenosti s vedenim
klinickych hodnoceni. Pracovisté mé k dispozici EKG, MR, ECHO, lékarnu, laboratof, radiologicke
oddéleni, lednice, mrazak, prostory pro provadéni vykond spjatych s klinickym hodnocenim, externi
archiv a zku$eny persondl. Lokalita je dobfe dostupna autem nebo MHD. Pracoviété se nachézi v budové
D1. Na misté jsou k dispozici paradny, ¢ekarny, oSetfovny, monitorovaci zafizeni. Studijni dokumenty jsou
uloZeny v kancelafi v uzaméenych skfinich a pfistup k nim majl pouze pracovnici pracovisté. Ustavni 1ékdrna
(budova P) a mistni laboratof (budova G) se nachézi v blizkém okoli. Pracoviété oftalmologie je soucasti
nemocnice (budova E). Zajisténa je také dostupnost radiologického vysetteni (budova H). / The department
V 0.3 schvéleno 9. fijna 2019, upraveno SUKL 20. 1. 2022, dopln&no 5.5.2023 / V0.3 approved on October 9, 2019, modified
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is equipped in terms of personnel and material requirements for the needs of clinical triais. doctors, study
nurses and study coordinators have many years of experience in conducting clinical evaluations. The study site
has available an EKG, MR, ECHO, pharmacy, laboratory, radiology department, refrigerator, freezer, areas for
performing procedures related to clinical evaluation,external archive and experienced staff. The site is easily
accessible by car or public transport. Study site is located on building D1. Consulting rooms, waiting rooms,
treatment rooms, monitoring facilities are available at the site. Study documents are stored in office in locked
cabinets, and only site staff has access to the documents. The hospital pharmacy (building P) and local
laboratory (building G) is located in a nearby location. The department of ophthalmology is part of the hospital
(building E). There is ensured also radiology examination availability (building H).

c) Popiste pfesné vhodnost vybaveni / Please describe accurately the suitability of the
equipment

Pracovisté disponuje kompletnim vybavenim pro potieby klinického hodnoceni, veskeré vybaveni
je pravidelné& kontrolovéno, pracovi§té md k dispozici viechny potfebné certifikdty pro provoz. / The
site has complete equipment for the needs of clinical evaluation, all equipment is regularly checked,
the workplace has oll the necessary certificates for operation.

s Lednice (2- 8°C)/ Refrigerator

e mrazak (-80°C) / Freezer

e centrifuga/ Centrifuge
Véha a vySkomér/ Scale and height measure
Tlakomér/ BP monitor
Teploméry/ Thermometers
12-ti svodové EKG / 12-Lead ECG
MRI/ CT
ECHO / MUGA
Spirometer
Na pfistrojovém vybaveni je provadén pravidelny servis véetné pravidelnych kalibraci. Pracovisté disponuje
vybavenim pro zajisténi urgentnich stavéi. V pfipadé nutnosti je pacient pfelozen na JIP. / The equipment is
regurarly serviced includes calibrations. The site has equipment for emergency situations. If necessary, the
patient is tranferred to Intensive Care unit.

PIné vybavena Iékarna, mistni laboratof a radiologie se nachdzi v dostupné vzdalenosti.
The full equipped pharmacy, local laboratory and radiology clinic is located within an accessible distance

d) Uvedte podrobné véechny vykony v klinickém hodnoceni, které se budou v daném studijnim
centru provadét. V daldim fadku 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, MRI etc.)

Vykony, které se budou provadét v misté klinické studie/ Procedures which will take place at the site:

Obecné vysetieni / General assessment

Ziskani Informovaného souhlasu / Obtaining of Informed Consent
Pfezkoumani zptisobilosti / Eligibility Review

Biopsie nadoru, vzorky tkané -archivni nebo erstvé / Tumor Biopsy, Tissue samples — archival or fresh
Ziskani zdravotni anamnézy / Obtaining of medical history

Soubg&ina létba/procedury / Concomitant medication/procedures
NeZaddouci pfihody / Adverse Events

T&lesné vydetfeni, vy3ka a vaha / Physical examination, height and weight,
Oftalmologicka vysetfeni / Ophthalmology Exam,

Vitalni funkce / Vital signs;

Vysetieni funkce plic / Pulmonary function tests - PFTs,
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12-ti svodové EKG / 12-Lead ECG, ]
Radionuklidovd ventrikulografie nebo echokardiogram / MUGA or ECHO,

Stav ECOG / Eastern Cooperative Oncology Group- ECOG Status

Hodnoceni kvality Zivota dle EQ-5D-5L, EORTC QLQ-C30, QLQ-0V28, FOSI-8 / QoL assessments EQ-5D-51,
EORTC QLQ-C30, QLQ-0V28, FOSI-8

Laboratorni vySetfeni / Laboratory assessments

Odbér krve a modi (Hematologie, PT/PTT/Fibrinogen, biochemické vySetieni séra, amyldza, lipaza a T SH, CPK,
analyza modi) /

Blood and Urine sampling (Hematology, PT/PTT/Fibrinogen, serum chemistry, Amylase, lipase, and TSH, CPK,
urinalysis)

VySetfeni nadoru / Tumor assessment
Magneticka rezonance / Pog&itatova tomografie - MRI/CT
Nadorovy biomarker CA-125

Vykony, které se nebudou providét v misté Klinicke studie/ Procedures which will take place out of the site:

Centréini laboratorni testy / Central laboratory tests:
Imunohistochemickd (IHC) analyza nadorové tkané centrdini biomarkerovou laboratoff /
immunohistochemistry (IHC) analysis of tumor tissue by a central biomarker laboratory
VySetFeni imunogenicity ADA / Immunogenecity ADA

Vy3eti'eni farmakokinetiky / PK Assessments

GENNET:
BRCA/ HRD / Stav biomarker( / BRCA/ HRD/ Biomarker Status

e) Uvedte podrobné persondlini zajiéténi a odbornosti v daném studijnim centru. / Plegse
provide a detailed description of Human Resources arrangements and expertise at the site

Jméno/Name Funkce / Role Odbornost / | ZkuSenosti skH / CT
Specialization Experience

prof. MUDr. Luka$ Rob, | Hlavni  zkoudejici / | Onkolog/ Oncologist Ano, vice nei 5 KH

CSe, Principal Investigator s indikaci gynekologie-

onkologie / Yes, more
than 5 studies with
indication gynekology-

oncology
MUDr, Spolu-zkouSejici / Sub- | Onkolog / Oncologist Bude upfesnéno / will be
Investigator specified
MUDr. Oftalmoiog [/ | Oftalmolog / | Bude upfesnéno / will be
Ophthalmologist Ophthalmologist specified

RNDr. Lenka Kubickovd | Studijni koordinitor / | NA
Study Coordinator

Studijni persondl je vySkolen a certifikovén v GCP. / The study staff is GCP trained and certified.

V 0.3 schvéleno 9. fijna 2019, upraveno SUKL 20. 1. 2022, dopinéno 5.5.2023 / V 0.3 approved on October 9, 2019, modified

by SUKL on January 20, 2022, supplemented on May 5, 2023 .



Sablona ¢. 4 / Template No. 4

Oddil 3 / Section 3

Autorizaci tohoto dokumentu stvrzuji, Ze uvedené studijni centrum ma zafizeni a vybaveni
umoZnujici provedeni klinického hodnoceni, a Ze jsou v praxi zavedena takova organizaéni opatieni,
ktera zajisti, aby v3ichni zkousSejici a ostatni osoby podilejici se na provadéni klinického hodnoceni
méli odpovidajici kvalifikaci, odbornost a 3koleni ve vztahu k jejich roli v klinickém hodnoceni,
v souladu s Nafizenim Evropského parlamentu a Rady (EU) €. 536/2014 a viemi identifikovanymi
podminkami, které mohou ovlivnit nezavislost jakéhokoli zkou3ejicino Iékafe. / 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 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.

Viydal: / Issued by:
Jméno: / Name: prof. MUDr. Luka$ Rob, CSc

Pozice: / Position:
Hlavni zkousejici / Principal Investigator; Pfednosta kliniky / Head of Department

Jménem studijniho centra/organizace / On behalf of the site/organisation
Datum: /Date: J & Zil4

Podpis:/Signature: -

Ujistéte se prosim, Ze jste pfed pFedloZenim tohoto formulare konzultovali jakékoli ndrodni pokyny.
/ Please ensure that you have consulted with any national guidelines before submitting this form.
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