CLINICAL TRIAL AGREEMENT
between
TORL BioTherapeutics, LLC
and

Bulovka University Hospital

PROTOCOL [

This Clinical Trial Agreement including its
exhibits and appendices (“Agreement”) is by
and between TORL BioTherapeutics, LLC,
a Delaware limited liability company, with its
principal place of business at 6100 Bristol
Parkway, Culver City, CA 90230 (the
“Sponsor”) and Bulovka University
Hospital, with its principal place of business
at Budinova 67/ 2, 180 81 Prague 8, Czech
Republic (“Institution”).

This Agreement is valid as of the date of the
last signature and is effective as of the date of
publication in the Contracts Register (the
“Effective Date”), and consists of the
Agreement, and all Exhibits and other
documents which are incorporated herein by
reference.

Sponsor and Institution may be referred to
individually as “Party” or collectively as the
“Parties.”

RECITALS

WHEREAS, Sponsor desires to
conduct a Phase 2 clinical trial (the “Trial”)
of its investigational product known as
TORL-1-23 (the “Investigational Product”)
in accordance with protocol number
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[l 2s may be amended from time to time, a
copy of which is attached hereto as Exhibit A

and expressly incorporated herein by
reference (the “Protocol”).

WHEREAS, by separate agreement,
Sponsor has engaged Translational Research
in Oncology (TRIO), a contract research
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SMLOUVA O KLINICKEM
HODNOCENI
mezi
TORL BioTherapeutics, LLC
a
Fakultni nemocnici Bulovka

PROTOKO |

Tato Smlouva o klinickém hodnoceni vcetné
jejich priloh a dodatkl (dale jen ,,Smlouva“) je
uzaviena mezi spolecnosti TORL
BioTherapeutics, LLC, spolecnosti s ru¢enim
omezenym se sidlem v Delaware, 6100 Bristol
Parkway, Culver City, CA 90230, Spojené staty
americké (dale jen ,,Zadavatel“) a Fakultni
nemocnici Bulovka, se sidlem na adrese
Budinova 67/ 2, 180 81 Praha 8, Ceské republika
(dale jen ,,Zdravotnické zarizeni®).

Tato Smlouva se uzavira ke dni pfipojeni
posledniho podpisu a je Ginnd ode dne
zvefejnéni v Registru smluv (dale jen ,,Datum
ucinnosti*) a sklada se ze Smlouvy a vSech ptiloh
a dalSich dokumentu, které jsou do ni zaclenény
odkazem.

Zadavatel a Zdravotnické zafizeni mohou byt
jednotlivé oznacovani jako ,,Strana* nebo
spole¢né jako ,,Strany*.

PREAMBULE

VZHLEDEM K TOMU, Ze Zadavatel
si pteje proveést klinickou studii faze 2 (dale jen
wotudie“) svého  hodnoceného  1éCivého
pfipravku znamého jako TORL-1-23 (dale jen
»,Hodnoceny pripravek“) v souladu s

protokolem cislo | s nazvem

ve
znéni piipadnych pozdejsich zmén, jehoz kopie je
ptilozena jako Priloha A, a je vyslovné zaclen¢éna
do tohoto dokumentu odkazem (dale jen
,,Protokol*).

VZHLEDEM K TOMU, Ze Zadavatel
na zéklad¢ samostatné Smlouvy najal smluvni
vyzkumnou organizaci Translational Research in



organization (the “CRO”) and other
contractors, acting as independent contractors,
to provide support to Sponsor with respect to
certain obligations in connection with the
Trial, including providing support in
connection with the activities to be conducted
hereunder;

WHEREAS, Institution has facilities
and personnel qualified to support the
performance of clinical trials such as the Trial;

WHEREAS, Institution employs
Principal Investigator, (hereinafter defined),
who has acknowledged his/her obligations
hereunder, as indicated by his/her signature in
the space provided below;

WHEREAS, Sponsor wishes to
engage Institution, under the direction of the
Principal Investigator, to perform the Trial,
and Institution wishes to accept such
engagement, upon the terms and conditions
set forth in this Agreement.

NOW, THEREFORE, in
consideration of the above recitals, which
recitals are hereby incorporated and made a
part of this Agreement, the mutual covenants
and agreements contained herein and for other
good and valuable consideration, the receipt
and sufficiency of which the Parties
acknowledge, the Parties hereby agree as
follows:

ARTICLE 1 - TRIAL CONDUCT
1.1 The Institution and the Principal
Investigator hereby covenant and agree
to perform those services described in
this Agreement and in the Protocol to
support the conduct of the Trial
(collectively, the “Services™).

1.2 The Institution and the Principal
Investigator represent and warrant that
they each have the experience,
capabilities, and resources to perform
the Services and carry out the terms of
this Agreement in a timely,
professional, and competent manner

according to Applicable Laws (as
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Oncology (TRIO) (dale jen jako ,,CRO*) a dalsi
dodavatele, ktefi jednaji jako nezavisli
dodavatelé, aby Zadavateli poskytli podporu s
ohledem na urcité povinnosti v souvislosti se
Studii, v¢etn€ podpory v souvislosti s ¢innostmi,
které maji byt provadény podle této Smlouvy;

VZHLEDEM K TOMU, ze
Zdravotnické zafizeni ma prostory a personal
zpusobily k provadéni klinickych hodnoceni,
jako je tato Studie;

VZHLEDEM K TOMU, 7e
Zdravotnické zafizeni zameéstnava hlavniho
zkousSejiciho (dale jen ,,Hlavni zkouSejici®),
ktery uznal své zavazky vyplyvajici z této
Smlouvy, jak je uvedeno v jeho podpisu na nize
uvedeném misté;

VZHLEDEM K TOMU, ze si
Zadavatel pieje zapojit Zdravotnické zafizeni pod
vedenim Hlavniho zkousejiciho do provadéni
Studie a Zdravotnické zafizeni si pieje toto
zapojeni pfijmout za podminek stanovenych v
této Smlouve.

NYNi, PROTO s ohledem na vyse
uvedené body preambule, které jsou timto
zaClenény do této Smlouvy a stavaji se jeji
soucasti, vzajemné zavazky a dohody v ni
obsazené a za dalSi dobré a cenné protiplnéni,
jehoz prijeti a dostate¢nost Strany potvrzuji, se
Strany timto dohodly nasledovné:

CLANEK 1 - PROVEDENI STUDIE

1.1 Zdravotnické zatizeni a Hlavni zkousSejici se
timto zavazuji a souhlasi s tim, ze budou
poskytovat sluzby popsané v této Smlouve a
v Protokolu na podporu provadéni Studie
(déle spole¢né jen ,,Sluzby*).

1.2 Zdravotnické zatizeni a Hlavni zkousSejici
prohlasuji a zarucuji, Ze maji zkuSenosti,
schopnosti a zdroje k vcasnému,
profesionalnimu a kompetentnimu
provadéni Sluzeb a plnéni podminek této

Smlouvy v souladu s platnymi pravnimi



hereinafter defined) and professional predpisy (jak jsou definovany nize) a
standards. profesnimi standardy.

1.3 The Institution and the Principal 1.3 Zdravotnické zafizeni a Hlavni zkouSejici
Investigator shall carry out and conduct budou provadét a vést Studii a uchovavat
the Trial and maintain records and data zaznamy a udaje v piisném souladu:
in strict accordance with:

(a) the Protocol; (a) s Protokolem;
(b) all applicable foreign, federal, state (b) se
and local government laws and
regulations, including but not
limited to laws related to the
conduct of clinical trials and
relevant data protection laws, such
as: (i) Act no. 89/2012 Coll., the
Civil Code, as amended (hereinafter
referred to as the “Civil Code”), (ii)
Act no. 378/2007 Coll, on

vSemi platnymi zahrani¢nimi,
federalnimi, statnimi a mistnimi
vladnimi zékony a pfedpisy, mimo jiné
vcetné zakonu tykajicich se provadéni
klinickych hodnoceni a pfislusnych
zakonti na ochranu osobnich udajd,
jako jsou: (i) zakon ¢.89/2012 Sb.,
obcansky zakonik, ve znéni pozdéjsich
pfedpisi  (dale jen ,,obCansky
, zakonik®), (ii) zékon ¢. 378/2007 Sb., o
Pharmaceuticals apd on lécivech a o zménach néekterych
Amendmepts to Certain Related souvisejicich zakont (dale jen ,,zdkon
Acts (hereinafter referred to as the o lé&ivech®), (iii) nafizeni EU &
“Act on Pharmaceuticals”), (iii) EU 5362014 ze dne 1642014 o
Reg}ﬂatlon . 5,36./ 2014 : of 16 klinickych hodnocenich humannich
April 2014 on clinical trials on léSivych pripravki a o zrufeni

medicinal'prodl'lcts for human use, smémice  2001/20/ES  (ddle jen
and repealing Directive 2001/20/EC Nafizeni), (iv) obecné nafizeni

(Eerelnaftfzr ”refe.rred to_as the Evropské unie o ochrané¢ osobnich
("Regulation™), (iv) the European adajii 2016/679 (,,GDPR¥), (v) zikon
Union  General Data  Protection & 110/2019 Sb., 0 zpracovéni osobnich
Regulation 2016/679 ("GDPR”), adajii, ve znéni pozd&jsich predpisi,
(v) Act no. 110/2019 of Coll., on (vi) zékonem o 1é&ivech a vyhlaskou &.
Personal - Data  Processing, as 463/2021 Sb., o blizich podminkach

amended, ,(Vl) the ~Act on provadéni  klinického  hodnoceni
Pharmaceuticals, and the Decree humannich 16¢ivych piipravka,

No. 463/2021 COH., on Detailed Vplatném znéni, (Vll) obecné
Conditions Governing the Conduct uznavanymi standardy spravné
of Clinical Trials on Medicinal klinické  praxe (,GCP%) a (viii)
Products, as amended, (vii)
generally accepted standards of
Good Clinical Practice (“GCP”),
and (viii) guidelines of the

pokyny  Mezinarodni rady pro
harmonizaci technickych pozadavki
na humanni 1é¢ivé ptipravky (,JICH®)
(vySe uvedené spolecné dale jen jako

International Council for Platné pravni predpisy*);

. . . 2 9
Harmonization of Technical
Requirements for Pharmaceuticals (c) se vSemi pozadavky Zdravotnického

for Human Use (“ICH”), (the
foregoing collectively referred to as
“Applicable Laws”);

zafizeni nebo prostoru a veskerymi
dal$imi piislusSnymi profesnimi nebo
oborovymi normami;

(c) all requirements of the Institution or
facility, and any other relevant
professional or industry standards;
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1.4

1.5

(d) any Trial-specific guidelines or
written reasonable instructions from
Sponsor or designee; and

(e) the terms of this Agreement, as

amended from time to time.

The Institution and the Principal
Investigator shall maintain adequate
facilities, processes, documentation, and
quality control systems to ensure the
performance of the Trial in accordance
with this Agreement and under the
Applicable Laws as may relate to the
storage of patient medical information
within electronic record systems and
appropriate to the risks inherent therein.
Specifically, all computer systems,
where  applicable, must include
appropriate physical and electronic
access restrictions and data validation
safeguards and/or controls to ensure the
integrity and validity of data stored
therein.

The Institution and the Principal
Investigator represent and warrant that it
and, as applicable, each of their
respective  employees,  contractors,
agents and/or representatives that may be
involved in the Trial, either through the
performance of Services or the
administration of this Agreement,
including any sub-investigators
(collectively referred to as “Trial
Personnel”), will comply with the terms
and conditions of this Agreement, the
Protocol and any Applicable Laws. All
Trial Personnel shall be instructed to
strictly follow the direction of the
Principal Investigator and otherwise
adhere strictly to the Protocol. Institution
and Principal Investigator shall supervise
Trial Personnel and shall ensure they are
appropriately trained and qualified to
perform the Services according to the
Protocol, including the administration of
the Trial Drug (hereinafter defined).
Institution and Principal Investigator
shall use best efforts to ensure the
continuity of all key Trial Personnel for
the Trial.
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1.4

1.5

(d) s veskerymi specifickymi pokyny pro
Studii nebo pisemnymi piimérenymi
pokyny Zadavatele nebo jim povéfené
osoby a

(¢) s podminkami této Smlouvy, ve znéni

pozdéjsich zmén.

Zdravotnické zafizeni a Hlavni zkousSejici
udrzuji odpovidajici prostory, postupy,
dokumentaci a systémy kontroly kvality
takovym zptisobem, aby zajistili provadéni
Studie v souladu s touto Smlouvou a podle
Platnych pravnich ptedpist, které se mohou
tykat uchovavani zdravotnickych informaci
o pacientech v systémech elektronickych
zaznamu a které jsou pfimétené rizikiim s
tim spojenym. Konkrétné musi vSechny
pocitaCové systémy piipadné¢ zahrnovat
vhodna fyzicka a elektronickd omezeni
pfistupu a ochranna a/nebo kontrolni
opatfeni pro ovéfovani dat, aby byla
zajiSténa integrita a platnost v nich
uloZenych udajt.

Zdravotnické zatizeni a Hlavni zkouSejici
prohlasuji a zarucuji, Ze oni sami a piipadné
vSichni jejich zaméstnanci, dodavatelé,
zastupci a/nebo reprezentanti, ktefi se
mohou podilet na hodnoceni, at wuz
prostfednictvim poskytovani sluzeb nebo

spravy této Smlouvy, vcetné vSech
spoluzkousejicich (dale spolecné¢ jen
,Personal studie*), budou dodrzovat

podminky této Smlouvy, Protokolu a vSech
Platnych pravnich pfedpisi. VSechen
Personal studie bude instruovan tak, aby se
jeho ¢lenové striktné fidili pokyny Hlavniho
zkousejiciho, a i jinak ptisné dodrzovali
Protokol. Zdravotnické zafizeni a Hlavni
zkousSejici dohlizeji na Personal studie a
zajistuji, aby jeho clenové byli nalezité
vyskoleni a kvalifikovani k provadéni
Sluzeb v souladu s Protokolem, vcetné
podavani Hodnoceného pftipravku (dale
definovaného). Zdravotnické zafizeni a
hlavni zkousSejici vynalozi veSkeré usili, aby
zajistili kontinuitu vSech hlavnich clenti
Personalu studie.



1.6

1.7

Prior to the commencement of the Trial
at the Institution or the performance of
any Services, the Principal Investigator
shall submit to CRO:

(a) the executed signature page of the
Protocol;

(b) the Principal Investigator’s (and any
sub-investigator’s) current
curriculum vitae;

(c) initial Financial Disclosure by
Principal Investigator (for US,
please refer to those listed on the
Food and Drug Administration
(“FDA”) form 1572);

(d) evidence of Protocol approval by
the applicable Institution’s Ethics
Committee (“EC”) or Institutional
Review Board (“IRB)”;

(¢) EC or IRB approved patient
informed consent form and/or

patient information document;

Q)

all country
forms;

specific regulatory

(2

signed and dated statement of
Principal Investigator (FDA Form
1572 for US or other as applicable);

(h) all EC or IRB approved advertising
to be used in connection with the
Trial;

(i) such other documents as may be
reasonably requested by Sponsor or

CRO

Protocol. The Principal Investigator and
Institution shall obtain approval from the
governing IRB/EC for the Protocol and
the informed consent form before
initiation of the Trial. If approval is not
obtained, this Agreement shall be null
and void. Institution will provide
Sponsor and/or CRO with a copy of each
such approval, together with all relevant
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1.6 Pted zahijenim Studie ve Zdravotnickém
zatizeni nebo pred poskytnutim jakychkoli
Sluzeb, Hlavni zkousejici predlozi CRO:

(a) podepsanou podpisovou

(b)

(©

(d)

(e)

Q)

(2

(h)

stranku
Protokolu;

Hlavniho
ptipadnych

aktualni Zivotopis
zkousejiciho (a
spoluzkousejicich);

uvodni formulaf o svych financnich
informacich vyplnény Hlavnim
zkousejicim (pro USA viz formular
1572 Utadu pro kontrolu potravin a
1é¢iv (dale jen ,,FDA%));

doklad o schvaleni Protokolu
ptislusnou etickou komisi
Zdravotnického zatizeni (dale jen
»EK*) nebo Institucionalni revizni
komisi (dale jen ,, JRB%);

formulat informovaného souhlasu
pacienta schvaleny EK nebo IRB
a/nebo dokument s informacemi pro
pacienta;

vSechny  regulaéni  formulaie
specifické pro danou zemi;

podepsané a datované prohlaSeni
Hlavniho zkousejicitho (formulaf
FDA 1572 pro USA nebo piipadné

jiny);
veSkerou inzerci schvalenou EK

nebo IRB, kterd mé byt pouzita v
souvislosti se Studii;

dalsi dokumenty, které mize
Zadavatel nebo CRO pfimérené
pozadovat.

1.7 Protokol. Hlavni zkousejici a Zdravotnické
zatizeni musi pfed zahajenim Studie ziskat

schvaleni
informovaného

formulare
od pfislusné

Protokolu a
souhlasu

IRB/EK. Pokud schvaleni neziska, je tato
Smlouva neplatna. Zdravotnické zatizeni
poskytne Zadavateli a/nebo CRO kopii

kazdého

takového schvaleni spolu s



1.8

1.9

correspondence with the IRB/EC
regarding such approval. In addition, the
Institution and Principal Investigator will
coordinate with the IRB and/or EC to
obtain review and approval in writing of
any amendments made to the Protocol or
the informed consent form. The Parties
acknowledge and agree that no change to
the Protocol or any other Trial document,
including the informed consent form,
shall be made without the prior written
consent of Sponsor and/or CRO. Any
change to the Protocol or any other Trial
document that is agreed upon in writing
by Sponsor and/or CRO is incorporated
into this Agreement by this reference.

The Investigational Product for the Trial
is TORL-1-23 (the “Trial Drug”).
Sponsor shall supply adequate amounts
of the Trial Drug so that the Institution
and the Principal Investigator may
conduct the Trial pursuant to the
Protocol. Once the Trial Drug has been
delivered, the case report forms
(“CRFs”) made available, and Sponsor
permission has been granted, the
enrollment of patients in accordance
with the Protocol may commence.

In conducting the Trial, the Principal
Investigator shall:

(a) ensure proper conduct of the Trial in
accordance with this Agreement;

(b) direct and supervise the conduct of
the Trial, including the
appointment, with the written
approval of Sponsor, of Trial
Personnel. Principal Investigator
shall be responsible for leading and
supervising such Trial Personnel,
and for ensuring their compliance
with the terms of this Agreement,
the Protocol, and all Applicable
Laws;

(c) ensure the accuracy, completeness,
legibility, and timeliness of the data
reported in the CRFs and in all
required reports. CRFs must be
completed and provided to the CRO
within five (5) business days of the
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1.8

1.9

veskerou piislusnou korespondenci s
IRB/EK tykajici se takového schvaleni.
Kromé¢ toho Zdravotnické zatizeni a Hlavni
zkousejici budou koordinovat své kroky s
IRB a/nebo EK s cilem ziskat posouzeni a
pisemné  schvaleni jakychkoli zmén
Protokolu nebo formulatre informovaného
souhlasu. Strany berou na védomi a souhlasi
s tim, Ze bez ptedchoziho pisemného
souhlasu Zadavatele a/nebo CRO nebude
provedena zadnda zména Protokolu ani
jiného dokumentu Studie, vcetné formulare
informovaného souhlasu. Jakakoli zména
Protokolu nebo jiného dokumentu o Studii,
ktera je pisemné odsouhlasena Zadavatelem
a/nebo CRO, je timto odkazem zaclenéna do
této Smlouvy.

Hodnocenym piipravkem pro Studii je
TORL-1-23 (,,Hodnoceny piipravek).
Zadavatel doda dostatené mnozstvi
Hodnoceného piipravku, aby Zdravotnické
zatizeni a Hlavni zkous$ejici mohli provést
Studii v souladu s Protokolem. Jakmile je
Hodnoceny piipravek dodan, jsou k
dispozici zaznamy o vySetieni pacienta
(dale jen ,,CRF*“) a je ud€len souhlas
Zadavatele, muze byt zahdjeno zafazovani
pacientti v souladu s Protokolem.

Pti provadéni Studie Hlavni zkouSejici:

(a) zajisti fadny prabeh Studie v souladu s
touto Smlouvou;

(b) s pisemnym souhlasem Zadavatele fidi
a dohlizi na provadéni Studie, vcetné
jmenovani Persondlu studie. Hlavni
zkousejici je odpovédny za vedeni a
dohled nad timto Personalem a za
zajisténi jeho souladu s podminkami
této Smlouvy, Protokolu a vSech
Platnych pravnich ptedpisi;

(c) zajisti presnost, uplnost, Citelnost a
vcasnost udajit uvadénych v CRF a ve
vSech pozadovanych zpravach. CRF
musi byt vyplnény a poskytnuty CRO

do péti (5) pracovnich dnd od navstévy



(d)

(©)

®

(@

(h)

@

(k)

patient visit. At the request of the
Sponsor and/or CRO, Institution
and Principal Investigator will
promptly correct any errors and/or
omissions to the CRFs for the Trial
and will make available to the
Sponsor and/or CRO the corrected
CRFs and supporting records for
further verification;

notify Sponsor and/or CRO and the
relevant EC or IRB (if applicable),
in writing, of any deviations from
the Protocol;

maintain adequate records of patient
identification, clinical observations,

and Trial Drug receipt and
disposition;
ensure a high level of data

protection and data security during
all stages of the Trial and in
connection with the Trial in
accordance with its responsibilities

set out in the Data Protection
Addendum, attached hereto as
‘Exhibit B’;

comply with all its obligations
under any  Applicable Data
Protection Laws (as it is defined in
Exhibit B) where applicable;

provide appropriate storage of all
materials and drugs, including the
Trial Drug, provided for or in
connection with the Trial;

from time to time, as required,
submit materially true and correct
investigator statements, including,
without limitation, any required
under C.F.R 312 or any comparable
statute or regulation;

use best efforts to co-operate with
Sponsor and/or CRO in all of its
efforts to monitor the Trial;

be available, and ensure the
availability of all Trial Personnel, at
reasonable times, and with
reasonable notice, for discussion
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(d)

(e)

®

(2

(h)

@

(k)

pacienta. Na zadost Zadavatele a/nebo
CRO Zdravotnické zafizeni a Hlavni
zkousejici neprodlen¢ opravi ptipadné
chyby a/nebo opomenuti v CRF pro
Studii a opravené CRF a podptrné
zaznamy zpfistupni Zadavateli a/nebo
CRO k dal§imu ovéfeni;

pisemné informuje Zadavatele a/nebo
CRO aptislusnou EK nebo IRB (pokud
je to relevantni) o vSech odchylkach od
Protokolu;

vede  odpovidajici  zdznamy o
identifikaci  pacienta,  klinickych
pozorovanich a piijmu a vydeji
Hodnoceného ptipravku;

zajisti vysokou uroven ochrany a
zabezpeCeni udaji ve vSech fazich
Studie a v souvislosti se Studii v
souladu se svymi povinnostmi
stanovenymi v dodatku o ochrané
osobnich udaja, ktery je pfipojen jako
»PFiloha B*;

plni vSechny své povinnosti podle
platnych zakonli o ochran¢ osobnich
udajii (jak jsou definovany v Piiloze
B), pokud se uplatiiuji;

zajisti vhodné uchovéavani veskerého
materialu a léka, véetné Hodnoceného
pfipravku, poskytnutych pro ucely
Studie nebo v souvislosti s ni;

¢as od casu podle potieby predkladat
vécné spravna a pravdiva prohlaseni
zkousejiciho, zejména  prohlaSeni
vyzadovanych podle C.F.R 312 nebo
jakéhokoli srovnatelného zakona nebo
narizeni;

vyvine maximalni usili ke spolupraci
se Zadavatelem a/nebo CRO pfi
veskerém jeho uUsili o monitorovani
Studie;

je k dispozici a zajisti dostupnost vSech
Cleni Personalu studie v piimérené
dob¢ a s pfiméfenym predstihem pro



with the monitoring personnel of
the Trial; and

(1) provide all  other  services
reasonably requested by Sponsor
and CRO to conduct the Trial.

1.10 Institution and Principal Investigator
agree to submit Trial data using the
electronic data capture (“EDC”) system
provided by Sponsor. Institution and
Principal Investigator will prevent
unauthorized access to the data by
maintaining physical security of the
computers and ensuring that personnel
maintain the confidentiality of their
passwords. In the event that Institution
or Principal Investigator are using their
own computer(s) to connect to and
access the EDC system, Institution and
Principal ~ Investigator  will  be
responsible for supporting and promptly
resolving any technical issues with
Institution’s and Principal Investigator’s
own computing environment (i.e.,
computer hardware, non-study related
software).  Institution and Principal
Investigator will be responsible for
reporting  any  technical  issues
preventing use of the EDC system, that
appear to be outside the scope of their
own computing environment, to the
EDC help desk number that will be
provided by CRO with the EDC system.
Institution and Principal Investigator
will be responsible for obtaining internet
connectivity prior to Trial initiation and
promptly resolving any connectivity
issues with the internet service provider
or own computing environment.

1.11 The Parties acknowledge and agree that
the Trial will involve the participation of
multiple sites and recruitment will be
competitive. The Institution and
Principal Investigator acknowledge and
agree that, when the overall enrollment
goal for the Trial is reached, enrollment
will be closed at all sites, including
Institution, regardless of whether
Institution and Principal Investigator
have reached its enrollment goal.

jednani s pracovniky provadéjicimi
monitorovani Studie; a

() poskytne veskeré dalsi sluzby, které si
Zadavatel a CRO priméfen¢ vyzadaji k
provedeni Studie.

1.10 Zdravotnické zatizeni a Hlavni zkouSejici

souhlasi s tim, Ze budou udaje o Studii
predkladat pomoci elektronického systému
sbéru dat (dale jen ,,EDC*), ktery poskytuje
Zadavatel. Zdravotnické zatizeni a Hlavni
zkousSejici zabrani neopravnénému pfistupu
k udajim tim, ze budou udrzovat fyzickou
bezpecnost pocitacll a zajisti, aby personal
zachovaval davérnost svych hesel. V
pfipadé, ze Zdravotnické zafizeni nebo
Hlavni zkousSejici pouzivaji k pfipojeni k
systtmu EDC a pfistupu k nému vlastni
pocita¢ (pocitace), Zdravotnické zafizeni a
Hlavni zkousSejici odpovidaji za podporu a
rychlé feSeni jakychkoli technickych
problémii s  vlastnim  pocitacovym
prosttedim  Zdravotnického =zafizeni a
Hlavniho zkouSejiciho (tj. pocitacovy
hardware, software nesouvisejici se studii).
Zdravotnické zatizeni a Hlavni zkousSejici
budou odpovédni za hlaseni jakychkoli
technickych problémi branicich pouzivani
systtmu EDC, které se zdaji byt mimo
ramec jejich  vlastniho pocitatového
prostiedi, na ¢islo technické podpory EDC,
které poskytne CRO spolu se systémem
EDC. Zdravotnické zatizeni a Hlavni
zkousSejici budou zodpovédni za ziskani
pfipojeni k internetu pted zahjenim Studie
a za okamzité vyteSeni jakychkoli problémi
s piipojenim u poskytovatele internetovych
sluzeb nebo ve vlastnim vypocetnim
prostiedi.

1.11 Strany berou na védomi a souhlasi s tim, ze

se na Studii bude podilet vice center a Ze
nabor pacienti bude probihat na
konkurencnim  zakladé.  Zdravotnické
zatizeni a Hlavni zkouSejici berou na
védomi a souhlasi s tim, Ze po dosazeni
celkového cile ndboru pacienti do Studie
bude nabor ukoncen ve vSech centrech,
vCetn€ Zdravotnického zafizeni, bez ohledu
na to, zda Zdravotnické zafizeni a Hlavni
zkousejici dosahli svého cile ndboru.

1.12 The Study is conducted on the basis of 1.12 Studie se provadi na zdéklad¢ povoleni
the approval issued by the State Institute vydaného Statnim tustavem pro kontrolu
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for Drug Control, issued on 8" of July
2025. of the reference no.
sukls92570/2025, respectively EU CT
No. 2024-517190-24-00, incorporated
by reference as Exhibit E of the
Agreement.

ARTICLE 2 - ADVERSE EVENT

2.1

3.1

REPORTING

Institution, through the Principal
Investigator and/or Trial Personnel,
shall report to Sponsor, CRO, and any
EC/IRB, all adverse events, including
any serious or unanticipated adverse
events associated with the use of the
Trial Drug, following the procedures
set forth in the Protocol. Institution will
notify Sponsor and CRO both in
writing and by telephone of any life-
threatening or fatal event experience by
any Trial patient within twenty-four
(24) hours after Institution’s, Principal
Investigator’s and/or Trial Personnel’s
knowledge of the event or other
timeframe as required by the Protocol,
consistent with Applicable Laws as
defined in Article 1.3, and as may be
further requested by Sponsor to enable
Sponsor to meet its respective reporting
obligations under Applicable Laws.
For the avoidance of doubt, Institution
agrees to adhere to Sponsor requests
for continued follow-up reporting of
adverse events experienced by any
Trial subject, as set forth in the
Protocol.

ARTICLE 3 - COVENANTS,
REPRESENTATIONS AND
WARRANTIES

The Institution and the Principal
Investigator hereby represent and
warrant that none of the Institution, the
Principal Investigator, or any Trial
Personnel have been:

(a) convicted of an offense related to, or
excluded from, any applicable
healthcare program, and/or

CTA — TORL Bio & Institution — TORL123-002
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2.1

1é¢iv, vydaného dne 8. Cervence 2025., pod
¢. j. 92570/2025, resp. pod EU CT ¢islem
2024-517190-24-00, které tvoti PFilohu E
Smlouvy.

CLANEK 2 — HLASENI
NEZADOUCICH PRIHOD

Zdravotnické zatfizeni prostfednictvim
Hlavniho zkousejiciho a/nebo Personalu
studie hlasi Zadavateli, CRO a vSem
EK/IRB vsechny nezadouci ptihody,
véetné  vSech  zavaznych  nebo
neocekavanych nezadoucich pfihod
spojenych s pouzitim Hodnoceného
pfipravku, a to podle postupl
stanovenych v Protokolu. Zdravotnické
zatizeni oznami Zadavateli a CRO
pisemné i telefonicky jakoukoli zivot
ohrozujici nebo smrtelnou ptihodu, ktera
se vyskytne u kteréhokoli pacienta ve
Studii, a to do dvaceti Ctyf (24) hodin
poté, co se Zdravotnické zatizeni, Hlavni
zkousSejici a/mebo Personal studie o
piihod¢ dozvi, nebo v jiné lhité
pozadované Protokolem, v souladu s
platnymi pravnimi piedpisy
definovanymi v ¢lanku 1.3, a podle
dalsich pozadavkii Zadavatele, aby
Zadavatel mohl splnit své piislusné
oznamovaci povinnosti podle Platnych
pravnich predpisi. Aby se predeslo
pochybnostem, Zdravotnické zafizeni
souhlasi s tim, Ze bude dodrzovat
pozadavky Zadavatele na prabézné
hlaseni nezadoucich piihod, které se
vyskytly u kteréhokoli subjektu Studie,
jak je stanoveno v Protokolu.

CLANEK 3 - DOHODY, PROHLASENI{

3.1

A ZARUKY

Zdravotnické zatizeni a Hlavni zkousejici
timto prohlasuji a zarucuji, ze nikdo ze
Zdravotnického zafizeni, Hlavni
zkousejici ani zadny z clenti Personalu
studie nebyl:

(a) odsouzen za trestny ¢in souvisejici s
pfisluSnym programem zdravotni
péce nebo vyloucen z tohoto
programu a/nebo odsouzen za trestny



3.2

convicted of a regulatory offense

related to such healthcare program;
(b) excluded, suspended, or is
otherwise ineligible for applicable
program participation, including
(but not limited to) suspension,
exclusion, forfeiture, and/or
removal of licensure or other
qualifications ~ compulsory  for
medical and/or  professional
practice as a result of proceedings
brought against the individual for
professional misconduct and/or
discipline;
(c) debarred or forbidden from carrying
out clinical research under any
federal or state healthcare program,
or is under investigation by
regulatory authorities for debarment
action;

(d) disqualified under Applicable

Laws.
The Institution and the Principal
Investigator  shall notify = Sponsor

immediately by both telephone and
electronic mail (email) upon any such
inquiry concerning any of the Institution,
the Principal Investigator and/or any
Trial Personnel or the commencement of
any such proceeding, or if it becomes
aware that it has or any person who has
participated, or is participating, in the
performance of any Services, or any
other work for the Sponsor has become
or is in the process of being charged,
convicted, debarred, excluded, proposed
to be excluded, suspended or otherwise
rendered ineligible, is on an enforcement
list, or if any of the above agreements or
certifications need to be amended in light
of new information, or if it becomes
aware of any material issues related to
the medical licensure of the Principal
Investigator or any Trial Personnel. The
Institution  and/or  the  Principal
Investigator will cooperate with Sponsor
regarding any responsive  action
necessary. The notification obligations
set forth in this Article shall continue
throughout the term of this Agreement
and shall continue for a period of three
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3.2

¢in souvisejici s takovym programem

zdravotni péce;
(b) vylouCen, pozastaven nebo jinak
nezpusobily k ucasti v piislusném
programu, vcetné (ale nikoliv pouze)
pozastaveni, vylouCeni, propadnuti
a/nebo odebrani licence nebo jiné
kvalifikace povinné pro vykon
Iékaiské a/nebo odborné praxe v
disledku fizeni vedeného proti dané
osob¢ pro profesni pochybeni a/nebo
poruseni discipliny;

(c) vylouCen nebo mu bylo zakazano
provadét klinicky vyzkum v ramci
jakéhokoli federalniho nebo statniho
programu zdravotni péce nebo je
vySetifovan regulaénimi organy za
ucelem vylouceni;

(d) diskvalifikovan  podle  Platnych
pravnich predpist.

Zdravotnické  zafizeni a  Hlavni

zkouSejici  jsou povinni neprodlené

informovat Zadavatele telefonicky i
elektronickou poStou (e-mailem) o
jakémkoli takovém dotazu tykajicim se
Zdravotnického  zafizeni, = Hlavniho
zkousSejiciho a/nebo jakéhokoli clena
Persondlu studie nebo o zah4jeni
jakéhokoli takového fizeni, nebo pokud
se dozvi, ze se Zdravotnické zafizeni
nebo jakakoli osoba, kterd se podilela
nebo podili na poskytovani jakychkoli
sluzeb, nebo jakoukoli jinou praci pro
Zadavatele, stala nebo je v procesu

obvinéni, odsouzeni, vyloucenti,
vylou¢eni, navrhu na vylouceni,
pozastaveni nebo jiného zbaveni

zpisobilosti, je na seznamu osob, na
které se vztahuje exekuce, nebo pokud je
tteba zmeénit nékterou z vyse uvedenych
dohod nebo osvédceni s ohledem na nové
informace, nebo pokud se dozvi o
jakychkoli podstatnych otazkach
tykajicich se lékatské licence Hlavniho
zkousejictho nebo jakéhokoli clena
Personalu studie. Zdravotnické zatfizeni
a/nebo Hlavni zkouSejici budou se
zadavatelem spolupracovat, pokud jde o
jakékoli potfebna opatfeni. Oznamovaci



(3) years after termination of this

Agreement.

3.3 The Institution confirms that it, as
applicable, has verified the identity and
credentials during the employment process,
according to Applicable Law and Institution’s
internal policies, of all individuals assigned as
either Principal Investigator or Trial
Personnel, or otherwise authorizing them to
perform any Trial related duties. All relevant
Trial Personnel have been informed of this
process, as may be required under the
Applicable Law. All such information is
subject to audit by a designated representative
of Sponsor and shall be kept secure in
accordance with applicable data protection
and/or privacy laws. The generality of the
foregoing notwithstanding, Institution and/or
Principal Investigator, as applicable, shall
promptly notify Sponsor, CRO or designee, of
the general nature of any material changes to
the status of assigned Trial Personnel that
increases and/or exposes the Sponsor to a risk
of regulatory or governmental intervention,
investigation and/or sanctions and/or would
materially impair Institution’s  and/or
Principal Investigator’s performance of the
Services under this Agreement.

34 Pursuant to Article 3.1 above, if any
of the above certifications and/or information
about Trial Personnel changes, Sponsor has
the right, acting reasonably, at any time during
the term of this Agreement, to request the
removal, replacement or reassignment of such
Trial Personnel, provided that the Institution
shall, except in the case of material breach of
Applicable Laws and/or the terms of this
Agreement as demonstrated by Sponsor (in
which case, Institution shall comply in good
faith with any such request received from
Sponsor) and promptly remove, replace or
reassign such Trial Personnel, according to the
Institution’s internal policies, and be given a
reasonable transition period to train
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33

34

povinnosti stanovené v tomto clanku
trvaji po celou dobu platnosti této
Smlouvy a pokracuji po dobu tii (3) let
po ukonceni této Smlouvy.

Zdravotnické zafizeni potvrzuje, ze v
souladu s Platnymi pravnimi piedpisy a
vnitinimi ~ zdsadami ~ Zdravotnického
zatizeni  ovéfilo behem  procesu
zamestnavani totoznost a povéieni vsech
osob, které byly povéteny funkci
Hlavniho zkouSejicitho nebo Personalu
studie, nebo je jinak povétilo vykonem
jakychkoli povinnosti souvisejicich se
Studii.  VSichni  pfislusni  ¢lenové
Personalu studie byli o tomto procesu
informovani, jak mize byt vyZzadovano
podle Platnych pravnich piedpist.
Vsechny tyto informace podléhaji
kontrole uréeného zastupce Zadavatele a
jsou uchovavany v bezpec¢i v souladu s
platnymi zakony o ochrané osobnich
udaju a/nebo soukromi. Bez ohledu na
obecnost  vySe  uvedeného  jsou
Zdravotnické zafizeni a/nebo Hlavni
zkousejici, podle toho, co je relevantni,
povinni neprodlené informovat
Zadavatele, CRO nebo povéfenou osobu
0 obecné povaze jakychkoli podstatnych
zmén ve statusu piidéleného Personalu
studie, které zvySuji a/nebo vystavuji
Zadavatele riziku regulacniho nebo
vladniho zasahu, vySetfovdni a/nebo
sankci a/nebo by podstatné zhorSily
vykon sluzeb Zdravotnického zafizeni
a/nebo Hlavniho zkousejiciho podle této
Smlouvy.

Podle ¢lanku 3.1 vyse, pokud se zméni
kterékoli z vySe uvedenych potvrzeni
a/nebo informaci o c¢lenech Personalu
studie, ma Zadavatel pravo, jednajici
ptfiméfene, kdykoli béhem platnosti této
Smlouvy, pozadat o odvolani, nahrazeni
nebo pietfazeni takového ¢lena Personalu
studie za ptredpokladu, ze Zdravotnicke
zatizeni, s vyjimkou piipadu podstatného
poruseni Platnych pravnich predpist
a/nebo podminek této Smlouvy, které
prokaze Zadavatel (v takovém piipade,
Zdravotnické zafizeni v dobré vife
vyhovi kazdé takové zadosti Zadavatele),
neprodlené¢ odvolat, nahradit nebo
prefadit takového Clena Personalu studie
v souladu s internimi pravidly



appropriate replacement Trial Personnel at the
Institution’s expense.

3.5 The Institution and the Principal
Investigator represent and warrant that each
are presently, and will remain, for the term of
this Agreement, free from any commitment or
conflict of interest (contractual or otherwise)
that would materially impair its performance
of the Services in accordance with this
Agreement.

3.6  The Institution represents that it has
knowledge that Sponsor has entered into a
separate remuneration agreement with the
Principal Investigator, whereas the Principal
Investigator and Trial Personnel will be
remunerated for the conduct of the Trial by
Sponsor.

3.7 Covenants Anti-

Corruption:

regarding

The Institution, Principal Investigator, and
any Trial Personnel acting on its behalf in
connection with the Services:

(a) may not directly or indirectly make,
promise, or authorize the making of a
corrupt payment or provide anything of
value to any person to induce that person
to provide an unlawful business
advantage for Sponsor, or any affiliate
thereof;

(b) may not directly or indirectly, solicit,
agree to accept, or receive a payment or
anything of value as an improper
inducement in connection with their
business activities performed for or on
behalf of Sponsor, or any affiliate
thereof;

(c) are not permitted to receive gifts,
services, perks, entertainment, or other
items of more than token or nominal
monetary value from any person in
connection with the performance of
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3.5

3.6

3.7

Zdravotnického zafizeni a poskytnout
mu piiméfené¢ piechodné obdobi k
zaSkoleni vhodného nédhradniho c¢lena

Personalu studie na naklady
Zdravotnického zatizeni.
Zdravotnické  zafizeni a  Hlavni

zkouSejici prohlasuji a zarucuji, ze v
soucCasné dobé¢ jsou a po dobu platnosti
této Smlouvy zistanou bez jakychkoli
zavazki nebo stietu za4jmi (smluvnich ¢i
jinych), které by podstatné¢ narusovaly
poskytovani sluzeb v souladu s touto
Smlouvou.

Zdravotnické zatizeni prohlasuje, Ze je
informovano o tom, Ze Zadavatel uzaviel
s Hlavnim zkouSejicim samostatnou
dohodu o odméné, piicemz Hlavni
zkousejici a Personal studie budou za
provedeni studie odménéni Zadavatelem.

Dohody o boiji proti korupci:

Zdravotnické zatizeni, Hlavni zkousSejici
a kterykoli ¢len Personalu studie
jednajici jeho jménem v souvislosti se
sluzbami:

(a) nesmi pfimo ani nepfimo provést,
slibit nebo povolit provedeni
korupéni platby nebo poskytnout
jakékoli hodnotné plnéni jakékoli
osob¢ za ucelem piimét tuto osobu
k poskytnuti nezdkonné obchodni
vyhody Zadavateli nebo jakékoli
jeho pfidruzené spole¢nosti;

(b) nesmi pfimo ani  nepiimo
pozadovat, souhlasit s pfijetim nebo
pfijmout platbu nebo jakoukoli
jinou hodnotu jako nevhodny
podnét v souvislosti se svymi
obchodnimi ¢innostmi
provadénymi pro Zadavatele nebo
jeho jménem, ani pro Zadnou jeho
pridruzenou spolecnost;

(c) nesmi pfijimat dary, sluzby,
vyhody, zabavu nebo jiné predméty
vy$§i nez symbolické nebo
nominalni penézni hodnoty od
jakékoli osoby v souvislosti s
poskytovanim sluzeb pro
Zadavatele nebo jeho jménem, ani
od jakékoli jeho pfidruzené



(d)

Services for or on behalf of the Sponsor,
or any affiliate thereof. Moreover, gifts
of nominal value are only permitted if
they are received on an infrequent basis
and only on appropriate occasions; and.

shall not pay or accept bribes or
participate in other illegal inducements
in business or government relationships.
If the Institution, the Principal
Investigator, or any Trial Personnel pays
or accepts any bribes or other illegal
inducement, or fails to meet its
obligations under this Article, it will be
deemed to be a material breach of this
Agreement.

ARTICLE 4 — REPLACEMENT OF

CTA -

PRINCIPAL INVESTIGATOR

4.1 In the event the Principal Investigator
becomes unable to perform the duties
required of the Principal Investigator by
this Agreement, the Institution and the
Principal Investigator will cooperate, in
good faith and expeditiously, to find a
replacement investigator acceptable to
Sponsor;  however, the Principal
Investigator shall continue to be bound by
all surviving obligations and conditions
stipulated in this Agreement, including

those in Article 3 (Covenants,
Representations and Warranties), Article
5 (Data), Article 7 (Confidential

Information), Article 8 (Publications),
Article 9 (Intellectual Property), Article
13 (Personal Data), Article 14
(Indemnification and Research-Related
Injury) and Article 22 (Applicable Law
and Jurisdiction). For the avoidance of
doubt, the Institution and/or Principal
Investigator will not substitute a
replacement  Principal  Investigator,
without the prior written consent of the
Sponsor. In the event an acceptable
substitute is not found, within ten (10)
business days, Sponsor, in accordance
with Article 16 (Term and Termination),
may terminate this Agreement in its sole
discretion.

4.2 The Principal Investigator’s
cooperation in finding an acceptable
TORL Bio & Institution — TORL123-002
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spolecnosti. Dary v nomindlni
hodnoté jsou navic povoleny pouze
tehdy, pokud jsou pfijimany ziidka
a pouze pri vhodnych
prilezitostech; a.
(d) nesmi platit ani pfijimat uplatky
nebo se podilet na jinych
nezakonnych pobidkach v
obchodnich nebo vladnich vztazich.
Pokud  Zdravotnické  zafizeni,
Hlavni zkousSejici nebo kterykoli
¢len Personalu studie zaplati nebo
pfijme  uplatek nebo  jinou
nezakonnou pobidku nebo nesplni
své povinnosti podle tohoto ¢lanku,
bude to povazovano za podstatné
poruseni této Smlouvy.

CLANEK 4 - NAHRAZENI HLAVNIHO

4.1.

4.2.

ZKOUSEJICIHO

V ptipadé, ze Hlavni zkousejici nebude
schopen plnit povinnosti, které jsou po
ném touto Smlouvou vyzadovany,
Zdravotnické zafizeni a Hlavni zkouSejici
budou v dobré vife a urychlené
spolupracovat na nalezeni nahradniho
zkousejiciho pfijatelného pro Zadavatele.
Hlavni zkousSejici vSak bude nadale vazan
vSemi pietrvavajicimi povinnostmi a
podminkami stanovenymi v této Smlouve,
vcetné téch, které jsou uvedeny v ¢lanku 3
(Dohody, prohlaseni a zaruky), ¢lanku 5
(Udaje), ¢lanku 7 (Davérmné informace),
Error! Reference source not found.
¢lanku 8 (Publikace), ¢lanku 9 (DuSevni
vlastnictvi), ¢lanku 13 (Osobni tdaje),
¢lanku 14 (Odskodnéni a ijma souvisejici
s vyzkumem) a c¢lanku 22 (Rozhodné
pravo a soudni pfislusnost). Aby se
pfedeslo pochybnostem, Zdravotnické

zatizeni a/nebo  Hlavni  zkouSejici
nenahradi Hlavniho zkouSejiciho bez
ptedchoziho pisemného souhlasu

Zadavatele. V pfipad¢, Ze nebude nalezen
ptijatelny nahradnik, Zadavatel v souladu
s ustanoveni ¢lanku 16 (Obdobi a
ukonceni), mize tuto Smlouvu do deseti
(10) pracovnich dnG ukoncit podle
vlastniho uvazeni.

Spolupraci Hlavniho zkousSejiciho pfi
hledani piijatelné nahrady nezanika jeho



5.1

replacement does not negate his or her
obligation to perform this Agreement up
to the effective date of termination, nor
affect any rights or obligations or
liabilities which accrued up to the
effective date of such termination, which
rights, obligations, or liabilities shall
survive the termination of this Agreement.

ARTICLE 5 - DATA

All  clinical data and technical
information, including CRFs, source
documents (such as patient charts and
physicians’ notes), and all other records,

5.1

povinnost plnit tuto Smlouvu az do data
ucinnosti jejiho ukonceni, ani nema vliv
na prava nebo povinnosti nebo zavazky,
které vznikly do data G¢innosti takového
ukonéeni, pfi¢emz tato prava, povinnosti
nebo zavazky pretrvavaji i po ukonceni
této Smlouvy.

CLANEK 5 - UDAJE

Veskeré klinické tudaje a technické
informace, v¢etné CRF, zdrojovych
dokumentii (jako jsou chorobopisy
pacientl a zdznamy lékariv) a vsech

data, results, documents, and other dalsich zaznamut, daju, vysledkd,
relevant information made, generated dokumentii a jinych relevantnich
and/or developed during or in connection informaci, které  byly pofizeny,

with the performance of the Services or
the Trial, (irrespective of whether in
written, electronic or oral form), whether
by Institution, Principal Investigator,
Trial Personnel or otherwise,
(collectively, “Trial Data”), will be
promptly and fully disclosed to the
Sponsor or CRO upon request. All Trial
Data and Biomaterials (hereinafter
defined) collected during the Trial will
be sent to the Sponsor in a
pseudonymized form, i.e. only in a coded
version. Personal Data (hereinafter
defined) that could identify the Trial
subjects will not leave the Institution.
Access to personal records of subjects in
the medical documentation is restricted
to the investigator,  authorized
representatives of the Sponsor (e.g.
monitors and auditors), individuals
authorized by National Regulatory
Authorities, and members of the ethics
committee, meaning those responsible
for overseeing the conduct of the Trial.
These individuals are bound by
mandatory confidentiality. The term
“electronic form” includes, but is not
limited to, electronic documents,
however generated or stored, designed to
capture, validate, and submit data in
forms processing. The Institution shall,
in a timely manner, (i) prepare and
maintain complete and accurate records
to ensure evaluation of the performance
of the Services under this Agreement and
the quality of the Trial Data resulting
therefrom; and (ii) submit to Sponsor or

vytvofeny a/nebo vyvinuty béhem
poskytovani Sluzeb nebo béhem Studie
nebo v souvislosti s nimi (bez ohledu na
to, zda v pisemné, elektronické nebo
ustni form¢), at’ uz Zdravotnickym
zafizenim, Hlavnim zkousejicim,
Personalem studie nebo jinak, (souhrnné
,Udaje o studii®), budou na pozadani
okamyzité a v plném rozsahu zpfistupnény
Zadavateli nebo CRO. Viechny Udaje o
studii a odebrané biomaterialy (dale
definovano) ziskané v  klinickém
hodnoceni budou odeslany Zadavateli
pseudonymizované, tj. pouze @V
kédované podobé. Osobni udaje (déle
definovano) umoziujici zjistit totoznost
subjekti hodnoceni tak  neopusti
Zdravotnické zatizeni.
Do osobnich zdznamt subjekti ve
zdravotnické dokumentaci mé pfistup
pouze zkouSejici 1ékaf, povéfeni
zastupci Zadavatele (napf. monitor a
auditofi), osoby povéfené narodnimi
kontrolnimi urady a Clenové
etické komise, tzn. osoby povéiené
dohledem nad pribéhem Studie. Tyto
osoby jsou
vazany povinnou mlcéenlivosti. Pojem
»elektronickd forma® zahrnuje zejména
elektronické dokumenty, at uz jsou
vytvofeny nebo ulozeny jakkoli, uréené k
zachyceni, ovéteni a pfedlozeni daju pii
zpracovani  formulait. Zdravotnické
zafizeni je povinno vcas (i) piipravit a
vést uplné a presné zdznamy, aby bylo
zajisténo vyhodnoceni provadéni Sluzeb
podle této Smlouvy a kvalita udaji o
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CRO the Trial Data as required by this
Agreement and Protocol. For the
avoidance of doubt, records reflecting

Studii, které z nich vyplyvaji, a (ii)
predkladat Zadavateli nebo CRO udaje o
Studii podle pozadavkl této Smlouvy a

services or procedures provided to Trial Protokolu. Aby se predeslo
subjects during the Trial, including, pochybnostem, zaznamy  odrazejici
without limitation, genetic test results, sluzby nebo  postupy poskytnuté
treatment records, x-rays, biopsy reports, subjektim Studie béhem Studie, zejména
ultrasound photographs and other vysledki genetickych vySetfeni,

diagnostic images and reports of Trial
subjects shall be filed in the original
source documents (“Institution
Property”) and shall remain the
property of the Institution.

5.2 All Trial Data, excluding Institution
Property, is and shall remain the sole

zaznamu o 1é¢bé, rentgenovych snimki,
bioptickych  nalezi, fotografii z
ultrazvukovych vySetfeni a jinych
diagnostickych snimkii a zprav subjektt
Studie, budou uloZeny v ptvodnich
zdrojovych dokumentech (,,Majetek
zdravotnického zafFizeni) a zdstanou
Majetkem zdravotnického zafizeni.

property of the Sponsor, and the 5.2. Veskeré udaje 0 Studii, s V}'fji.mkou
Institution and the Principal Investigator Nolajetku ZdraV?}tlHICtho Zarlzlem, jsou a
acknowledge and agree that the Sponsor zuiltanoul vy ;admm. k,V aSEPICtYIm
may freely utilize all such Trial Data in Za aV?te © av Z ,ravotmc ¢ zavrlzem’ a
any manner desired, consistent with Hlavni zkousSejici berou na védomi a
Applicable Laws and the informed souhlasi s tim, ze Zadavatel muze
consent form. Publication of all or any Vsecv}}ny .tit,o kucig]e 0 bStudn v;)l(rlle
part of such Trial Data shall be subject to Vyu21lvat ]’a ym 0,1 zpusp enj \(/1 souladu
the guidelines set out in Article 8. Any and ? P ?F{lyml ) Eravmml ’hpre plsh}; a
all intellectual property rights in or to the ZO rmuiaremn - 1 E@gy%ne OS S((l).l.l asbu.
Trial Data, including without limitation .\./.erejflrem VSGC’ ,u au (: tudn ne’ 0
all rights to Services Inventions (as jejich &asti podléha pokyniim uvedenym
defined in Article 9), shall belong solely v clanku ,8' ’Ve.slc cra prava dusevn?ho
to the Sponsor, is hereby assigned to vlastnictvi k idajim o Studii nebo k nim,
Sponsor, and any acknowledgement of z.ejm.éna viech prév k vynalezim sluzeb
such proprietary rights as the Sponsor (];}kjsouv definovany v clan_k u 9), na,11621
may reasonably request shall be provided vyhradng Zazdezvateh,r jsou kt,lkmtlo.
by the Institution and the Principal postoupe’na . adavate ! ’a Ja, ckoll
Investigator and those for whom at law potvrzeni o téchto vlastnickych pravech,
the Institution and the Principal ktevre i muze fadavatelz g rozur_nﬁc?
Investigator are responsible upon written povz’a O,Vat’ pO,S ytnev L rayotmcv?
request by Sponsor, and at Sponsor’s zatizeni a Hlavni zkousejici a ti, za néz
expense. All Trial Data will be considered Eﬁdle ,Zakolil a VZ (.1,ralvotn1§ke ,zdar_l zent a
Confidential Information (hereinafter ’avm z! ,0 usejicl - - odpovida, - na
defined) in accordance with Article 7, pisemnou Zidost Zadgvatele a na jeho
except to the extent that it has been naklavdy.’Veskereo uslaj? © Studii budro |
included in a publication or presentation povazovany za Divémée 1nfo’rmace (ddle
in accordance with Article 8. definované) v souladu s ¢lankem 7, s
vyjimkou piipadd, kdy byly zahrnuty do
publikace nebo prezentace v souladu
s ¢lankem 8.
5.3. All correspondence and other records
relating to the Trial, including CRFs, shall 53 vegkera korespondence a dalsi zdznamy

be securely maintained by the Institution
for the longer of (i) twenty-five (25) years,
or (ii) such period as may be specified by
current GCP guidelines and/or Applicable
Law (the “Retention Period”). All

tykajici se Studie, véetné¢ CRF, musi byt
Zdravotnickym  zafizenim bezpecné
uchovavany po dobu (i) dvaceti péti (25)
let, nebo (ii) po dobu, ktera miize byt
stanovena platnymi smérnicemi GCP
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archived records shall be provided in the
format, content and schedule as set forth
in this Agreement and/or the Protocol. In
no event shall the Institution dispose of

a/nebo Platnymi pravnimi predpisy (dale
jen ,.Doba uchovavani®), podle toho,
ktera z téchto dob je delsi. Veskeré
archivované zaznamy se poskytuji ve

any records without Sponsor’s prior formatu, s obsahem a podle
written authorization. At the end of the harmonogramu stanoveného v této
Retention Period or in the event of the Smlouve a/nebo v Protokolu.

insolvency or bankruptcy of the
Institution, the Institution agrees to
destroy or promptly transmit all copies of
such records to Sponsor in accordance
with Sponsor’s written instructions and at
Sponsor’s expense unless Sponsor
requests extended  retention or
transmission of the documents at least 30
days before the expiry of the Retention
Period. The Institution shall advise
Sponsor in writing of any change in the
location of, or loss to, such records during
and following the Retention Period.

Zdravotnické zafizeni v Zadném piipadé
nesmi zlikvidovat zadné zaznamy bez
predchoziho  pisemného  souhlasu
Zadavatele. Na konci Doby uchovavani
nebo v pfipad¢ platebni neschopnosti
nebo upadku Zdravotnického zatizeni se
Zdravotnické zafizeni zavazuje znicit
nebo neprodlené¢ predat Zadavateli
vSechny kopie téchto zaznami v souladu
s pisemnymi pokyny Zadavatele a na
jeho naklady, pokud Zadavatel nepozada
o prodlouzeni doby uchovavani nebo
pfedani dokumentt alespon 30 dni pied
uplynutim Doby uchovavani.
Zdravotnické zafizeni pisemn¢ informuje
Zadavatele o jakékoli zméné umisténi
nebo ztraté téchto zdznamt béhem Doby
uchovavani a po jejim uplynuti.

5.4. The Institution, Principal
Investigator, and all Trial Personnel are 5.4.  Zdravotnické zafizeni, Hlavni zkouSejici
obliged to provide Sponsor with complete a vsichni ¢lenové Persondlu studie jsou
test results and all Trial Data developed in povinni poskytnout Zadavateli kompletni
the Trial. vysledky vysSetfeni a vSechny Udaje o
studii, které byly v ramci Studie ziskany.

5.5. The Institution and the Principal
5.5. Zdravotnické  zafizeni a  Hlavni

Investigator represent and warrant that all
Trial Data and other records are handled,
processed, generated, and stored in
accordance with Applicable Laws and
protected from unauthorized use, access,
duplication, disclosure, loss, or damage.

ARTICLE 6 - COST AND PAYMENT

6.1

Cost and payment terms will be made
in accordance with this Article 6 and
the Trial budget attached to the
Agreement (each, a “Trial Budget”).
Any amounts not due pursuant to the
Trial Budget, but already paid, shall be
returned to Sponsor promptly upon the
discovery of the overpayment. In the
event of early termination of the

zkousSejici prohlasuji a zarucuji, Ze se
véemi Udaji o studii a dal§imi zaznamy
je nakldddno, jsou zpracovavany,
vytvafeny a uchovavany v souladu s
Platnymi pravnimi predpisy a jsou
chranény pred neoprdvnénym pouzitim,
pfistupem, duplikaci, zvefejnénim,
ztratou nebo poskozenim.

CLANEK 6 - NAKLADY A PLATBY

6.1

Néklady a platebni podminky budou
stanoveny v souladu s timto ¢lankem 6 a
rozpoctem Studie pfipojenym ke
Smlouvé (dale jen ,,Rozpocet studie*).
Veskeré cCastky, které nejsou splatné
podle Rozpocétu studie, ale jiz byly
uhrazeny, budou Zadavateli vraceny
neprodlené po zjiSténi preplatku. V
ptipadé¢ predcasného ukonceni Smlouvy
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6.2

6.3

6.4

Agreement, the sum payable will be
limited to fees accrued to date. Except
as permitted by Article 14.5 below,
Sponsor will not provide any payment
for any Services performed that are
deemed violations of or deviations
from the protocol or this Agreement.

The Per Patient Cost (“PPC”) is the
standard cost for executing the Trial
and is based upon procedures required
by the Protocol. The PPC will be paid
automatically by Sponsor, through its
CRO or designee, upon receipt of Trial
data per patient visit. Payments will be
made on a quarterly basis, as long as
the Institution is in compliance with the
Protocol and the terms of this
Agreement.

In addition to PPC, Sponsor, through
its CRO or designee, will pay the
Institution for the administrative
invoiceables and additional per patient
invoiceable costs that are pre-approved
by Sponsor, as set forth in Exhibit C.
To request payment of these costs, the
Institution is required to submit at
minimum, one (1) invoice per quarter
to the address below, including
submission of any back-up
documentation or receipts for pass-
through  expenses. = Any  costs
designated as invoiceable should be
invoiced at the wvisits or timepoints
specified therein and not submitted to
third party payors. All invoices must
be received within sixty (60) days of
the termination of this Agreement. All
invoices shall be submitted to
Sponsor’s CRO:

Translational Research In Oncology
Suite 1100, 9925 109th street NW
Edmonton, AB, T5K 2J8
CANADA

Attention: Accounts Payable

CRO or its designee shall make 6.4

payments to the Institution (or the
applicable payee(s)) within sixty (60)
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6.2

6.3

bude splatna Castka omezena na dosud
nab¢hlé poplatky. S vyjimkou piipada
povolenych v ¢lanku 14.5 nize Zadavatel
neposkytne zadnou platbu za provedené
Sluzby, které jsou povazovany za
poruseni Protokolu nebo této Smlouvy
nebo za odchylky od nich.

Naklady na pacienta (dale jen ,,PPC*)
jsou standardni naklady na provedeni
Studie a jsou zalozeny na postupech
vyzadovanych Protokolem. PPC budou
automaticky uhrazeny Zadavatelem
prostfednictvim  jeho CRO  nebo
povétené osoby po obdrzeni udaji o
Studii podle navstév pacienta. Platby
budou provadény Ctvrtletné, pokud
Zdravotnické zafizeni bude dodrzovat
Protokol a podminky této Smlouvy.

Kromé PPC bude Zadavatel
prostfednictvim svého CRO nebo
povétené osoby hradit Zdravotnickému
zatizeni administrativni fakturovatelné
naklady a dalsi fakturovatelné naklady na
pacienta, které jsou pfedem schvaleny
Zadavatelem, jak je uvedeno v ptiloze C.
Aby bylo mozné pozadat o uhradu téchto
nakladd, je Zdravotnické zafizeni
povinno piedlozit minimalné jednu (1)
fakturu za ctvrtleti na nize uvedenou
adresu, vcetné predlozeni jakékoli
podptrné dokumentace nebo uctenek za
piimé a skutecné vydaje. Veskeré
naklady oznacené jako fakturovatelné se
maji fakturovat pfi ndvstévach nebo v
terminech uvedenych ve Smlouvé a
nemaji se predkladat platcim tretich
stran. VSechny faktury musi byt
dorueny do Sedesati (60) dnii od
ukonceni této Smlouvy. VSechny faktury
se predkladaji CRO Zadavatele:

Translational Research In Oncology
Suite 1100, 9925 109th street NW
Edmonton, AB, T5K 2J8
CANADA

K rukam: Accounts Payable

CRO nebo ji povéfena osoba provede
platby Zdravotnickému zatfizeni (nebo
pfislusnému piijemci ¢i piijemctim) do



6.5

6.6

6.7

6.8

6.9

days of receipt of invoice. Payments
will be made according to the
currency outlined in Exhibit C hereto.

Coding Requirements. The following
coding information must be included
by the Institution on all invoices
submitted to CRO for payment in
relation to Exhibit C:

e Invoice date (DD-
MMM-YYYY)

e Invoice amount &
currency

e  Trial number

e Institution name

e Principal Investigator
name

e Date & description of
services provided,
subject number

e Supporting
documentation (i.e., third
party invoices,
receipts...)

The payment beneficiary is responsible
for covering any bank charges related
to wire payments.

Without prejudice to the foregoing
terms of this Article 6, in no event shall
Sponsor be liable to remit payment for
any invoice issued more than six (6)
months from the date in which the
Service and/or applicable activity was
performed.

In the event of a protocol amendment
which results in a necessary increased
cost of the Trial to the Institution, a
Trial Budget amendment shall be
negotiated by the Institution and
Sponsor good faith.

Unless otherwise agreed in a written
amendment to the Trial Budget, the
total cost to Sponsor for the completion
of any Services shall not exceed the
amount set forth in the Trial Budget.
The PPC and invoiceable costs that
exceed the budgeted amount in the
Trial Budget must be approved in
advance, in writing, by Sponsor. In no
circumstance will Sponsor be obligated
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6.5

6.6

6.7

6.8

6.9

Sedesati (60) dnti od obdrzeni faktury.
Platby budou provadény podle mény
uvedené v pfiloze C této Smlouvy.

Pozadavky na kodovani. Zdravotnické
zafizeni musi na vSech fakturach
predkladanych CRO k dhradé v
souvislosti s P#ilohou C uvadét
nasledujici kddovaci tdaje:

e Datum faktury (DD-MMM-
RRRR)

e Fakturovana ¢astka a ména

e Cislo Studie

e Nazev zdravotnického
zafizeni

e Jméno Hlavniho
zkousejiciho

e Datum a popis
poskytnutych sluzeb, ¢islo
pacienta

e Podplrna dokumentace (tj.
faktury tfetich stran,
uctenky...)

Ptijemce platby je odpovédny za thradu
veskerych bankovnich poplatki
spojenych s bankovnimi platbami.

Aniz jsou dotéeny vySe uvedené
podminky tohoto ¢lanku 6, Zadavatel
neni v zadném piipad¢ povinen uhradit
jakoukoli fakturu vystavenou po uplynuti
Sesti (6) mésicii od data, kdy byla Sluzba
a/nebo pfislusna ¢innost provedena.

V ptipad¢ dodatku protokolu, ktery ma
pro Zdravotnické zafizeni za nasledek
nezbytné zvyseni nakladii na Studii, se
Zdravotnické zafizeni a Zadavatel v
dobré vife dohodnou na zméné Rozpoctu
studie.

Pokud neni v pisemné zméné Rozpoctu
studie dohodnuto jinak, nesmi celkové
naklady Zadavatele na dokonceni
jakychkoli Sluzeb ptekrocit castku
stanovenou v Rozpoctu studie. PPC a
fakturovatelné naklady, které presahuji
Castku stanovenou v Rozpoctu studie,
musi byt pfedem pisemné schvaleny
Zadavatelem. Zadavatel neni v Zadném



to pay for Services that do not meet the
requirements of this Agreement or
patients found to have major protocol
violations, or for randomized patients
who are found to be ineligible for the
applicable Trial, unless otherwise agree
to in  writing by  Sponsor.
Notwithstanding  the  foregoing,
reimbursement for Research Related
Injuries (defined in Article 14 below)
shall be solely governed and issued to
Institution and/or Principal
Investigator, as applicable, pursuant to
Article 14.5 below.

ptipad¢ povinen platit za Sluzby, které
nespliuji pozadavky této Smlouvy, nebo
za pacienty, u nichz bylo zjisténo
zavazné poruseni protokolu, nebo
randomizované pacienty, u nichz bylo
zjisténo, Ze nejsou zpusobili pro
ptislusnou Studii, pokud se Zadavatel
pisemné nedohodne jinak. Bez ohledu na
vyse uvedené plati, Ze thrada za Ujmy na
zdravi  souvisejici s vyzkumem
(definované v Clanku 14 nize) se fidi a
vystavi ~ vyhradné¢  Zdravotnickému
zatizeni a/nebo Hlavnimu zkousejicimu
podle ¢lanku 14.5 nize.

6.10 If Sponsor disputes any invoice issued 6.10  Pokud Zadavatel zpochybni jakoukoli
by the Institution, the Parties shall, in fakturu  vystavenou Zdravotnickym
good faith, work together to promptly zatizenim, budou strany v dobré vife
resolve such dispute. Upon settlement spolupracovat na rychlém vyfeSeni
of such dispute, any previously takového sporu. Po urovnani takového
rendered invoice, as same may be sporu Zadavatel prostfednictvim svého
amended, shall be promptly paid by CRO nebo povétené osoby neprodlené
Sponsor, through its CRO or designee, uhradi  jakoukoli dfive vystavenou
(and, in any event, within sixty (60) fakturu, ptfipadné jeji zménu (a to v
days of the settlement of such dispute kazdém ptipadé do Sedesati (60) dnt od
and, as applicable, the rendering of any urovnani takového sporu a ptipadné od
amended invoice by the Institution). vystaveni zménéné faktury

Zdravotnickym zafizeni).
6.11 The Parties agree that the 6.11  Strany se dohodly, ze odména, ktera ma

compensation to be paid under the
terms of this Agreement shall be the
fair market value for the Services being
provided, and that no payments will be
provided for the purpose of inducing
anyone to purchase or prescribe any
drugs, devices, or products. In addition,
neither the Institution nor the Principal
Investigator shall at any time (i) bill
any patient, insurer, or governmental
agency for any items, visits, services,

byt vyplacena podle podminek této
Smlouvy, odpovidd spravedlivé trzni
hodnoté poskytovanych Sluzeb a ze
zadné platby nebudou poskytovany za
ucelem pfimét kohokoli k nakupu nebo
ptedepsani jakychkoli 1ékd, zafizeni
nebo vyrobki. Kromé toho Zdravotnické
zatizeni ani Hlavni zkouSejici nikdy (i)
nebudou zadnému pacientovi,
pojistovné nebo vladni agentuie uctovat
zadné polozky, navstévy, sluzby nebo

or expenses provided or paid for by, or vydaje poskytnut.é n?bq zapla.cer-l-é
on behalf of, the Sponsor, or (ii) Zadavatelem nebvo’ JeI’w jménem, ani (ii)
neposkytnou  zadné penize nebo

provide any money or item of value to
any government official or
representative to improperly influence
government actions.

ARTICLE 7 — CONFIDENTIAL
INFORMATION

hodnotné ptredméty zadnému vladnimu
ufednikovi nebo zastupci za ucelem
nevhodného ovlivnéni vladnich opatteni.

CLANEK 7 - DUVERNE INFORMACE

7.1  The terms of this Agreement, all Trial 7.1 Podminky této Smlouvy, veskeré
Data and any other confidential or Udaje o studii a veskeré dal$i divérmé nebo
proprietary information and materials vlastnické informace a materidly (vetné
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(including unpublished information in
respect of the Trial Drug) disclosed or
provided by, Sponsor or its CRO
designee, or generated, developed
and/or discovered as a result of or in
connection with the performance of the
Trial (including the Investigator's
brochure, the Protocol, workbooks (if
applicable), CRFs, assay methods,
privileged records and basic scientific
data) (collectively, “Confidential
Information”) is and shall remain the
sole property of the Sponsor, and shall
be kept strictly confidential and shall
not be disclosed to any third party,
except those Trial Personnel who
require access to such information to
perform their Trial-related duties,
members of any EC or IRB or, as
required, the FDA, and shall not be
used except as required for the
performance of the Services in
accordance with the terms hereof,
without the prior written consent of
Sponsor which consent may be

withheld at Sponsor’s sole discretion.

7.2 During the term of this Agreement and
for a period of ten (10) years after the
later of termination of this Agreement,
and the completion or termination of
the Trial, or longer if required by

written notice of the Sponsor, the
Institution, the Principal Investigator,

and all Trial Personnel:

(a) shall notuse, duplicate, reproduce,
distribute, store, record,
disseminate, disclose, or use for
any purpose other than the
purposes contemplated by this
Agreement, any Confidential

Information;

(b) shall disclose the Confidential
Information only to (a) certain
Trial Personnel in order to
perform the Services and conduct
the Trial (on a need-to-know
basis), who are bound by a similar
obligation of confidentiality and
non-use, and have been informed
of these obligations (collectively,
“Bound Parties”); and (b)
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nezvefejnénych informaci tykajicich se
Hodnoceného ptipravku), které byly
zvetejnény nebo poskytnuty Zadavatelem
nebo jim povéfenou CRO, nebo které byly
vytvofeny, vyvinuty a/nebo objeveny v
dasledku provadéni Studie nebo v
souvislosti s ni (v€etné¢  Pfirucky
zkousejiciho, Protokolu, pracovnich sesitl
(pokud jsou k dispozici), CRF, analytickych
metod, privilegovanych  zaznaml a
zékladnich védeckych udaji) (souhrnné,
,Duvérné informace®) jsou a zistanou
vyhradnim vlastnictvim Zadavatele, budou
prisn¢ davérné a nebudou zpiistupnény
zadné treti strané, s vyjimkou téch ¢lent
Personalu studie, ktefi potebuji pfistup k
témto informacim pro plnéni svych
povinnosti souvisejicich se Studii, ¢leni EK
nebo IRB nebo, pokud je to vyzadovano,
FDA, a nebudou pouzity jinak, nez jak to
vyzaduje provadéni Sluzeb v souladu s
podminkami této Smlouvy, bez predchoziho
pisemného souhlasu Zadavatele, ktery ale
mize byt podle wuvazeni Zadavatele
odepfen.

7.2 Po dobu platnosti této Smlouvy a
po dobu deseti (10) let od pozdé&jsiho z
téchto okamzikd: ukonceni této Smlouvy a
dokonceni nebo ukonceni Studie, nebo déle
pokud to bude vyzadovdno pisemnym
ozndmenim Zadavatele, Zdravotnického
zatizeni, Hlavniho zkousejiciho a vSech
¢lenti Persondlu studie:

(a) se nebudou vyuzivat, duplikovat,
reprodukovat, distribuovat, ukladat,
zaznamenavat, §ifit, zvetejniovat ani se
nebudou pouzivat zadné Duvérné
informace k jinym ucelim nez k
ucelim uvedenym v této Smlouve;

(b) Duveérné informace budou
zptistupnény pouze (a) urcitym clentim
Personalu studie za  ucelem
poskytovani Sluzeb a provadéni Studie
(na zéklad€ potieby védet), ktefi jsou
vazani podobnou povinnosti
mlcenlivosti a nezneuziti a ktefi byli o
téchto povinnostech informovan (dale
spolecné jen ,Zavazané strany®); a
(b) regula¢nim organtim, EK a IRB;



7.3

7.4

regulatory authorities, ECs, and
IRBs;

(c) shall comply at all times with all
Applicable Laws regarding the
collection, retention, use, privacy,
security and  protection of
Confidential  Information, as
amended from time to time, and
all other Applicable Laws in force
from time to time regarding
processing of data; and

(d) shall treat the Confidential
Information as confidential and
with the same care as it would
treat its own confidential and
proprietary information and, in
any event, with no less than
reasonable care.

The Institution and the Principal
Investigator shall be responsible for
any failure of the Bound Parties to
comply with the terms of this Article
7. If the Institution or the Principal
Investigator discovers any actual or
threatened loss or compromise of
Confidential Information, it will
notify Sponsor and the CRO
promptly and cooperate with the
Sponsor to mitigate the situation.

The obligation of nondisclosure
herein shall not apply to the
following:

(a) Confidential Information
that is or becomes publicly
available through no fault of
the Institution and/or the
Principal Investigator or any
Bound Party;

(b) Confidential Information that
is disclosed to the Institution
and/or the Principal
Investigator by a third party
legally entitled to disclose
such information;

(©) Confidential  Information
that is already known to the
Institution and/or  the
Principal Investigator as
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(¢) budou vzdy dodrzovany vSechny
Platné pravni predpisy tykajici se
shromazd’ovani, uchovavani,
pouzivani, soukromi, bezpecnosti a
ochrany Divérnych informaci, v
platném znéni, a vSechny dalsi Platné
pravni predpisy tykajici se zpracovani
osobnich udajd; a

(d) bude se s Duvérnymi informacemi
nakladat jako s divérnymi a se stejnou
péci, s jakou by se nakladalo se svymi
vlastnimi divérmymi a chranénymi
informacemi, a v kazdém piipadé ne
méné nez s primefenou péci.

7.3 Zdravotnické  zafizeni a  Hlavni
zkousejici nesou odpovédnost za piipadné
nedodrZeni podminek ¢lanku 7 této Smlouvy
ze strany Zavazanych stran. Pokud
Zdravotnické zatizeni nebo Hlavni zkousejici
zjisti jakoukoli skute¢nou nebo hrozici ztratu
nebo ohroZzeni Duvémych informaci,
neprodlené to oznami Zadavateli a CRO a
bude se Zadavatelem spolupracovat na
zmirnéni situace.

7.4 Povinnost mlcenlivosti podle tohoto
¢lanku se nevztahuje na:

(a) Divérné informace, které jsou
nebo se stanou  vefejné
dostupnymi  bez  zavinéni
Zdravotnického zafizeni a/nebo

Hlavniho zkousSejicitho nebo
jakékoli Zavazané strany;

(b) Diavérmné  informace,  které
Zdravotnickému zatizeni

a/nebo Hlavnimu zkousSejicimu
sdeéli tfeti strana, kterd je
opravnéna takové informace
zvefejnit;

(©) Duvérné informace, které jsou
Zdravotnickému zafizeni



shown by its prior written
records. Institution and/or
Principal Investigator, as
applicable, shall use good
faith efforts to advise
Sponsor and CRO within
twenty (20) days where
possible; and

(d) Confidential Information that
is required to be disclosed by
government order or by order
of a court of competent
jurisdiction, provided that (i)
such disclosure is subject to
all applicable governmental
or judicial protection
available for like material;
(i)  reasonable  advance
written notice is given to
Sponsor and CRO; and (iii)
the Institution and the
Principal Investigator take
reasonable steps to limit the
scope of such disclosure and
only such information as is
reasonably required in order
to satisfy such order is
disclosed.

7.5 The Institution and the Principal
Investigator agree to return or destroy
(with certification to the Sponsor),
upon request, all  Confidential
Information that it is not required to
retain by Applicable Law. However,
the Institution and the Principal
Investigator may, at its option, each
retain one copy of the Confidential

Information in its confidential files for

archival purposes in a secure location

and subject always to the obligations of

confidentiality and non-use hereunder.
ARTICLE 8 — PUBLICATIONS

8.1 If the Services include authoring or
production of articles or other

publications, the Institution and the
Principal Investigator shall, and shall

ensure that all Trial Personnel, (1)
comply  with the  International
Committee of Medical Journal Editors

criteria concerning authorship and

disclosure of relationships with industry;
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a/nebo Hlavnimu zkousSejicimu
jiz znamy, jak vyplyva z jeho
predchozich pisemnych
zaznamu. Zdravotnické zatizeni
a/nebo Hlavni zkousSejici, je-li
to relevantni, vynalozi v dobré
vife usili, aby Zadavatele a CRO
informovali do dvaceti (20) dnti,
je-li to mozné, a

(d) Duvérné informace, které musi
byt zvefejnény na zakladé
vladniho nafizeni nebo

rozhodnuti prislusného soudu, za
predpokladu, ze (i) takové
zvefejnéni  podléha  veSkeré
platné vladni nebo soudni
ochran¢ dostupné pro podobné
materialy; (ii) Zadavatel a CRO
jsou o tom Vv pifiméfeném
pfedstihu pisemné informovani;
a (iii) Zdravotnické zafizeni a
Hlavni  zkouSejici  pfijmou
pfimétend opatieni k omezeni
rozsahu takového zvefejnéni a
zvefejnény jsou pouze takové
informace, které jsou piriméfené
nutné ke splnéni takového
nafizeni.

7.5 Zdravotnické  zafizeni a  Hlavni
zkousejici se zavazuji, Ze na pozadani vrati
nebo znici (s potvrzenim Zadavateli) vSechny
Dtvérné informace, které nejsou povinni
uchovévat podle Platnych pravnich predpist.
Zdravotnické zatizeni a Hlavni zkousSejici si
vSak mohou podle svého uvazeni ponechat
po jedné kopii Ditvérnych informaci ve svych
davérnych souborech pro archivacni ucely na
bezpeném misté a vzdy ptfi dodrZeni
povinnosti ml¢enlivosti a nepouzivani podle
této Smlouvy.

CLANEK 8 — PUBLIKACE

8.1 Pokud Sluzby zahmuji autorstvi nebo
tvorbu ¢lanki nebo jinych publikaci,
Zdravotnické zatizeni a Hlavni zkousSejici
musi a zajisti, aby vSichni ¢lenové Personalu
studie (1) spliiovali kritéria Mezinarodniho
vyboru  editori  lékafskych  Casopist
(International Committee of Medical Journal
Editors) tykajici se autorstvi a zvefejiiovani
vztahti s primyslem a (2) v kazdém rukopise,



8.2

8.3

and (2) disclose in any manuscript,
journal submission, and elsewhere as
appropriate or required, any potential
conflict of interest, including any
financial or personal relationships with
the Sponsor, the names of any
individuals who have provided editorial
support for any manuscripts or other
publications, and all funding sources for
the Trial or publication.

As this Trial is part of a multi-site trial,
publication or presentation of the results
of the Trial conducted at Institution shall
not be made before the first multi-site
publication of Trial Data by Sponsor (the
“First Publication”), or if there is no
multi-site publication within twelve (12)
months after the trial has been completed
or terminated at all Trial locations,
whichever is first. In addition, the
Sponsor reserves the right to publish
results of an interim analysis and such
publication of the interim analysis shall
not be considered a First Publication.
Institution and/or Principal Investigator
will submit all proposed publications or
presentations, along with the name of the
intended scientific journal, forum or
conference (each a ‘“Publication™), to
Sponsor sixty (60) days prior to
submission of the Publication. Institution
and Principal Investigator will: (a) delete
references to Sponsor’s Confidential
Information (other than Trial Data and
information necessary for the complete
and accurate presentation of results in
any Publication, (b) consider in good
faith any legitimate content based
comments, such as data analysis or
interpretation of statistical results, made
by Sponsor, and (c) at Sponsor’s request,
delay such Publication up to sixty (60)
days in order to permit Sponsor to obtain
appropriate intellectual property
protection supported by the Publication.

The Institution and the Principal
Investigator shall not use the Sponsor’s
name nor issue any public statement
about this Agreement without the prior
written consent of Sponsor, except as
required by Applicable Law (and, in
such case, only with ten (10) days prior
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v predlozeni Casopisu a pfipadné i jinde
zvefejnili jakykoli potencidlni stiet zajmu,
vcetné jakychkoli financ¢nich nebo osobnich
vztahli se Zadavatelem, jména vSech osob,
které poskytly redaktorskou podporu pro
jakykoli rukopis nebo jinou publikaci, a
vSechny zdroje financovani Studie nebo
publikace.

8.2 Vzhledem k tomu, ze tato Studie je
soucasti multicentrické studie, nesmi byt
vysledky Studie provadéné ve
Zdravotnickém zafizeni zvefejnény nebo
prezentovany pied prvnim publikovanim
multicentrickych Udaji studie Zadavatelem
(5,Prvni publikovani*), nebo pokud nedojde
k multicentrickému publikovani do dvanacti
(12) mésict po dokonceni nebo ukonceni
Studie ve vSech centrech, podle toho, co
nastane dfive. Krom¢ toho si Zadavatel
vyhrazuje pravo publikovat vysledky
pribézné analyzy a takové publikovani
pribézné analyzy se nepovazuje za Prvni
publikovani. Zdravotnické zafizeni a/nebo
Hlavni  zkouSejici  predlozi  vSechny
navrhované publikace nebo prezentace spolu
s nazvem zamysleného védeckého Casopisu,
fora nebo konference (dale jen ,,Publikace*)
Zadavateli Sedesat (60) dni pted predlozenim
Publikace. Zdravotnické zafizeni a Hlavni
zkousejici: (a) odstrani odkazy na divérné
informace Zadavatele (kromé Udaji studie a
informaci nezbytnych pro tiplnou a ptesnou
prezentaci vysledkt v jakékoli publikaci, (b)
v dobré vife zvazi veskeré opravnéné
pfipominky Zadavatele k obsahu, jako je
analyza udajii nebo interpretace statistickych
vysledkd, a (c) na zaddost Zadavatele odlozi
takovou publikaci az o Sedesat (60) dni, aby

Zadavateli umoznili ziskat odpovidajici
ochranu duSevniho vlastnictvi, kterou
publikace podporuje.

8.3 Zdravotnické  zafizeni a  Hlavni

zkousejici nesmi pouzivat jméno Zadavatele
ani vydavat zadnd vefejna prohlaseni o této
Smlouvé bez pfedchoziho pisemného
souhlasu Zadavatele, s vyjimkou piipadi
vyzadovanych Platnymi pravnimi predpisy (a
v takovém pfipad¢ tuto skutecnost pisemné



written notice to Sponsor (if reasonably
possible, and, if not, as many days as is
reasonably possible)).

8.4 Neither Party shall use, or authorize
others to use, the name, symbols, or
marks of the other Party in any
advertising or publicity or make any
form of representation or statement in
relation to the Services without the prior
written consent of the other Party.

8.5 In the event that, as part of or in
connection with the Services, the
Institution or the Principal Investigator
advertises or participates in the
advertising of the Trial, all such
advertising must be reviewed and
approved, in writing, by the Sponsor
and/or CRO, prior to the submission to
the EC or IRB for approval.

ARTICLE 9 - INTELLECTUAL
PROPERTY

9.1 Sponsor and Institution acknowledge
and agree that the inventions,
technologies, and other intellectual
property that either pre-exist this
Agreement or arise outside participation
in the Trial (“Background
Inventions™), are its separate property,
and are not affected by this Agreement
and no Party shall have any claims to or
rights in such Background Invention of
the other Party.

9.2 Sponsor owns all Trial Data, excluding
Institution Property, and may use Trial
Data in accordance with Applicable
Laws and the informed consent form.
Sponsor hereby grants to the Institution a
non-exclusive, non-transferable, non-
sublicensable right to use Trial Data
generated and contributed by the
Institution, Principal Investigator, and/or
Trial Personnel, solely for the treatment
of its patients and for its own internal,
non-commercial ~ research,  quality
assurance, and educational purposes;
provided, however, that any such use
shall be subject to limitations herein,
including, but not limited to, Article 7
(Confidential Information), Article 8
(Publications) and this Article 9

oznami deset (10) dni pfedem Zadavateli
(pokud je to mozné, a pokud ne, tak tolik dni,
kolik je to opodstatnéné mozné)).

8.4 Z4dna ze Stran nesmi bez predchoziho
pisemného souhlasu druhé Strany pouzivat
jeji jméno, symboly nebo znacky v jakékoli
reklam¢ nebo propagaci ani ¢init jakoukoli
formu prohldSeni nebo prohlaseni v
souvislosti se Sluzbami.

8.5 V ptipad¢, ze Zdravotnické zatizeni nebo
Hlavni zkouSejici vramci Sluzeb nebo
v souvislosti s nimi inzeruje nebo se podili na
inzerci Studie, musi byt veskera takova
reklama pred piedlozenim ke schvaleni EK
nebo IRB pfezkoumana a pisemné schvalena
Zadavatelem a/nebo CRO.

CLANEK 9 —- DUSEVNI VLASTNICTVI

9.1 Zadavatel a Zdravotnické zafizeni berou
na védomi a souhlasi s tim, Ze vynalezy,
technologie a dalSi duSevni vlastnictvi, které
vznikly mimo tucast ve Studii (,,Dosavadni
vynalezy“), jsou jejich samostatnym
vlastnictvim a nejsou touto Smlouvou
doteny a zddna ze Stran nemd na takové
dosavadni vyndlezy druhé Strany z4dné
naroky ani prava.

9.2 Zadavatel je vlastnikem vsech Udaji
studie, s vyjimkou majetku Zdravotnického
zatizeni, a mize Udaje studie pouzivat v
souladu s Platnymi pravnimi piedpisy a
formuldfem  informovan¢ho  souhlasu.
Zadavatel timto ud€luje Zdravotnickému
zatizeni nevyhradni, nepievoditelné a
nesublicencovatelné pravo pouzivat Udaje
studie vytvoiené a poskytnuté
Zdravotnickym zafizenim, Hlavnim
zkouSejicim a/nebo  Personalem studie
vyhradné pro 1écbu jejich pacienti a pro
jejich vlastni interni, nekomercni vyzkumné,
kvalitativni a vzdé€lavaci ucely, avsak s tim,
ze jakékoli takové pouziti podléha omezenim
uvedenym v tomto dokumentu, mimo jiné
vcetné ¢lanku 7 (Davérné informace), clanku
8 (Publikace) a tohoto ¢lanku 9 (Dusevni
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9.3

9.4

(Intellectual Property). For avoidance of

any doubt, Sponsor shall have
unrestricted  access to Institution
Property in accordance with all

Applicable Laws for legal and regulatory
purposes, both during and after the Trial.

All Trial Data (irrespective of whether in
written, electronic, or oral form) and
Biological Materials, (hereafter defined
in Section 11.2), resulting from, and/or
made, generated, and/or developed
during the performance of any Services,
including final Statistical Analysis
System electronic data bases and final
Trial reports (whether or not
copyrightable or protectable as trade
secrets), but excluding Institution
Property, (collectively, the “Works”)
shall be the sole and exclusive property
of the Sponsor in all forms and in all
fields of use now known or hereafter
existing and may be used for any lawful
purpose and/or transferred by the
Sponsor without any further payment to
the Institution. The Institution, Principal
Investigator, and Trial Personnel hereby
unconditionally and irrevocably assign
to the Sponsor all rights, title, and
interest in and to any such Works and
copyrights and associated rights,
including but not limited to, producing
derivative works therein.

All intellectual property, including, but
not limited to, intellectual property

relating to data collection and/or
management  processes,  computer
technical expertise and software

(including source codes) which was
owned by or licensed to the Institution,
Principal Investigator, or Trial Personnel
prior to the commencement of any
Services, whether or not used by the
Institution or the Principal Investigator
to make, generate and/or develop any
Works, shall remain the property of the
Institution, Principal Investigator, Trial
Personnel, and/or their respective
licensor(s), as the case may be
(collectively, “Institution Background
Property”). The Sponsor shall not assert
any ownership interest in any Institution
Background Property. Notwithstanding
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vlastnictvi). Aby se predeslo jakymkoli
pochybnostem, Zadavatel ma neomezeny
pristup k Majetku zdravotnického zatizeni v
souladu se vSemi platnymi pravnimi predpisy
pro pravni a regula¢ni ucely, a to jak béhem
Studie, tak i po jejim skonceni.

9.3 Veskeré Udaje studie (bez ohledu na to,
zda jsou v pisemné, elektronické nebo Ustni
form¢) a Biologické materidly (dale
definované v oddile 11.2), které jsou
vysledkem  a/nebo  jsou  vytvofeny,
generovany  a/nebo  vyvinuty  béhem
poskytovani  jakychkoli Sluzeb, vdéetné
kone¢nych elektronickych databazi Systému
statistické analyzy a zavereCnych zprav o
Studii (bez ohledu na to, zda podléhaji
autorskym praviim nebo jsou chranény jako
obchodni tajemstvi), avSak s vyjimkou
majetku  Zdravotnického zafizeni (dale
spole¢né jen jako ,,Dila®), jsou jedinym a
vyluénym vlastnictvim Zadavatele ve vSech
formach a ve vSech oblastech pouziti, které
jsou nyni znamé nebo budou existovat v
budoucnu, a Zadavatel je muze pouzit k
jakémukoli zakonnému tc¢elu a/nebo prevést
bez jakékoli dalsi platby Zdravotnickému
zafizeni. Zdravotnické zafizeni, Hlavni
zkouSejici a  Personal studie timto
bezpodmine¢né a neodvolatelné pievadéji na
Zadavatele veskera prava, vlastnické pravo a
podil na vSech takovych dilech a autorskych
a souvisejicich pravech, mimo jiné vcetné
tvorby odvozenych dél.

9.4 Veskeré dusSevni vlastnictvi, zejména
dusevni vlastnictvi tykajici se procest sbéru
a/nebo spravy dat, pocitacovych technickych
znalosti a softwaru (véetné zdrojovych
kodu), které bylo pred zahajenim jakychkoli
Sluzeb ve vlastnictvi Zdravotnického
zatizeni, Hlavniho zkouSejictho nebo
Personalu studie nebo na které jim byla
udélena licence, bez ohledu na to, zda je
Zdravotnické zatizeni nebo Hlavni zkousejici
pouzili k vytvofeni, vytvofeni a/nebo vyvoji
jakychkoli D¢€l, zstavd ve vlastnictvi
Zdravotnického zafizeni, Hlavniho
zkousejiciho, Personalu studie, piipadné
jejich ptislusnych poskytovateli
licence/licenci (dale spolecné jen jako
»Zakladni  majetek  zdravotnického
zarizeni*). Zadavatel si nebude narokovat
zadné vlastnické pravo na jakykoli Zakladni



9.5

the foregoing, the Sponsor shall have a
non-exclusive, irrevocable, perpetual,
non-transferable (except transferable to
Sponsor’s affiliates or other persons to
whom the Sponsor transfers or
authorizes to use the Works), worldwide,
royalty-free license to use any such
Institution Background Property which
may be required to access and/or use any
Works and provided such Institution
Background Property shall be used
solely for the purpose of accessing
and/or using such Works.

As wused in this Agreement: (i)
(“Patent”) shall include United States
and foreign patents (including reissue
patents), extensions thereof and
supplemental protection certificates
based thereon; (ii) the term (“Patent
Applications”) includes applications for
all of the foregoing; (iii) the term(s)
(“Trademark  Applications”) and
(“Trademarks”) include, respectively,
United States and foreign trademark
applications and trademarks; (iv) the
term  (“Copyright  Applications”)
includes applications for United States
and foreign copyrights; (v) the term
(“Copyrights”) includes United States,
foregoing and common law copyrights;
and (vi) the term  (“Services
Inventions”) means any invention or
discovery resulting from the
performance of the Services and/or any
use of Biological Materials (but
collected in performance of Services
made by  Institution,  Principal
Investigator, and/or Trial Personnel, or
otherwise conceived and reduced to
practice in connection with the Trial,
whether alone or jointly with one or
more persons. All Services Inventions,
Patent Applications and Patents covering
Services Inventions, shall be the sole and
exclusive property of the Sponsor, and
may be used by the Sponsor for any
lawful purpose with no further payment
to the Institution or Principal
Investigator. The Institution, Principal
Investigator, and all Trial Personnel,
covenant and agree to transfer and assign
hereby unconditionally and irrevocably
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majetek zdravotnického zafizeni. Bez ohledu
na vysSe uvedené ma Zadavatel nevyhradni,
neodvolatelnou, trvalou, nepievoditelnou (s
vyjimkou pfevodu na pfidruzené spolecnosti
Zadavatele nebo jiné osoby, kterym
Zadavatel predad nebo povoli uzivani Dg¢l),
celosvétovou, bezplatnou licenci k uzivani
jakéhokoli takového Zakladniho majetku
zdravotnického zafizeni, ktery muze byt
potfebny k piistupu k Dilim a/nebo k jejich
uzivani, a to za predpokladu, ze takovy
Zakladni majetek zdravotnického zafizeni
bude pouzivan vyhradné za ucelem piistupu
k Diliim a/nebo jejich uzivani.

9.5 Jak je pouzito v této Smlouvé: (i)
(»,Patent*) zahrnuje patenty Spojenych stati
americkych a zahrani¢ni patenty (vCetné
patenti vydanych znovu), jejich rozsiteni a
na nich zalozend dodatkovd ochranna
osvédCeni;  (ii) pojem  (,,Patentové
prihlasky*) zahrnuje piihlasky vSech vyse
uvedenych Patentd; (iii)) pojem/pojmy
(,,PFihlasky ochrannych znamek“) a
(,,Ochranné znamky*) zahrnuje/zahrnuji
piihlasky ochrannych znamek Spojenych
statt americkych a zahrani¢nich ochrannych
znamek; (iv) pojem (,,PFihlasky autorskych
prav®) zahrnuje prihlasky autorskych prav
Spojenych statti americkych a zahrani¢nich
autorskych prav; (v) pojem (,,Autorska
prava*) zahrnuje autorska prava Spojenych
stat americkych, zahraniéni a zvykova
autorskd prava; a (vi) pojem (,,Vynalezy v
ramci sluzeb®) znamena jakykoli vynalez
nebo objev vyplyvajici z provadéni Sluzeb
a/nebo z jakéhokoli pouziti Biologickych
materiali  (avS8ak  shromazdénych  pfi
provadéni Sluzeb), ktery ucini Zdravotnické
zatizeni, Hlavni zkouSejici a/nebo Personal
studie, nebo ktery je jinak vymyslen auveden
do praxe v souvislosti se Studii, at’ uz
samostatné nebo spolecné s jednou Ci vice
osobami. Veskeré¢ Vynalezy v ramci sluzeb,
Patentové ptihlasky a Patenty vztahujici se na
Vynalezy v ramci sluzeb jsou vyhradnim
vlastnictvim Zadavatele a Zadavatel je mtze
pouzit k jakémukoli zakonnému ucelu bez
dalsi platby Zdravotnickému zatfizeni nebo
Hlavnimu  zkouSejicimu.  Zdravotnické
zatizeni, Hlavni zkouSejici a veskery
Personal studie se zavazuji a souhlasi s tim,
ze timto bezpodminecné a neodvolatelné
pfevedou a postoupi Zadavateli veSkera
prava a vlastnické pravo ke vSem pravim



to the Sponsor full rights and title to all

dusevniho vlastnictvi, ktera ma Zdravotnické

intellectual ~ property  rights  the zatizeni, Hlavni zkouSejici a/nebo Personal
Institution, Principal Investigator, and/or studie k jakémukoli Vynalezu v ramci
Trial Personnel has in any Services sluzeb.
Invention.

9.6 Zdravotnické zafizeni prohlasuje a

9.6 Institution represents and warrants that
Principal Investigator and each of the
Trial Personnel who are Institution
employees or agents performing
Services for any part of the Trial, have an
obligation, contractual or otherwise, to

assign and present assignment of all

zarucuje, ze Hlavni zkousejici a kazdy
z ¢lentt Personalu studie, ktefi jsou
zameéstnanci nebo zastupci
Zdravotnického =zafizeni a provadé&ji
Sluzby pro jakoukoli ¢ast Studie, maji
smluvni nebo jinou povinnost prevést a
predlozit  Zdravotnickému  zafizeni

Services Inventions and intellectual pfevod vSech Vynalezli v ramci sluzeb a
property  rights  therein  created, prav dusevniho vlastnictvi k nim, které
discovered or generated by such tyto osoby vytvorfily, objevily nebo
individuals as a direct result of vytvotily v pfimém disledku provadéni

performing the Services during the term
of this Agreement to Institution.

9.7 In the event the Sponsor decides to
file one or more Patent Applications covering
one or more Services Inventions, or takes
steps to otherwise protect the Sponsor’s
interest in the Works or Services Inventions,
the Institution, Principal Investigator, and all
Trial Personnel, at the request and expense of
the Sponsor, shall assist the Sponsor in the
preparation and prosecution of such Patent
Application(s) and shall execute all
documents reasonably deemed necessary by
Sponsor, and give any testimony necessary,
for the filing thereof and the assignment to
and/or vesting in the Sponsor of all right and
title thereto.

9.8  Sponsor may incorporate Trial Data in
regulatory filings in the United States and all
other countries and regions for Trial Drug or
other Services Inventions, provided that such

Sluzeb béhem doby platnosti této

Smlouvy.

9.7 V ptipadé, Ze se Zadavatel rozhodne
podat jednu nebo vice Patentovych piihlasek
vztahujicich se na jeden nebo vice Vynalezi
v ramci sluzeb nebo podnikne kroky k jiné
ochran¢ zajmu Zadavatele v oblasti Dila nebo
vynalezii v oblasti sluzeb, Zdravotnické
zatizeni, Hlavni zkouSejici a veSkery
Personal studie na zadost a naklady
Zadavatele, budou Zadavateli napomocni pfi
piipravé a podani takové Patentové piihlasky
(ptihlasek) a vyhotovi veskeré dokumenty,
které Zadavatel bude rozumné povazovat za
nezbytné, a poskytnou veskera nezbytna
svédectvi pro jejich podani a postoupeni
veskerych prav a narokti na né na Zadavatele.

9.8 Zadavatel muze zahrnout Studie do
regulacnich podani ve Spojenych statech
americkych a vSech ostatnich zemich a

filings do not include any Institution regionech pro Hodnoceny pfipravek nebo
Property. The Institution, Principal jiné  Vynédlezy vramci sluZzeb za
Investigator, and Trial Personnel shall not pfedpokladu, ze tato podani nebudou

have any ownership, license, or access rights
whatsoever in, or to, any regulatory filing or
any Trial Drug based upon the inclusion of
such Trial Data in any regulatory filing(s).

9.9  No Party shall transfer the any other
Party by operation of this Agreement any
patent right, copyright, trademark right, or
other proprietary right of such Party, except
as expressly set forth therein.

obsahovat zadné vlastnictvi Zdravotnického
zafizeni. Zdravotnické zafizeni, Hlavni
zkousejici a Persondl studie nemaji zadna
vlastnickd, licen¢ni nebo piistupova prava k
jakémukoli regulaénimu podani nebo
jakémukoli Hodnocenému piipravku na
zékladé zahrnuti takovych Udaji studie do
regulac¢niho/regulacnich podani.

9.9 Zadna Strana nepievede na zakladé této
Smlouvy na jinou Stranu zadné patentové
pravo, autorské pravo, pravo k ochranné
znamce nebo jiné vlastnické pravo této

CTA — TORL Bio & Institution — TORL123-002
Bulovka University Hospital — Site 0401

27

Page



ARTICLE 10 - PROTOCOL
CHANGES

10.1 Any changes to the Protocol will be

made in the form of a Protocol
amendment by Sponsor and the amended
Protocol shall be provided to the
Institution. If these changes affect the
budget or cost of the Trial, a Trial Budget
amendment shall be issued, agreed to,
and signed by all the Parties.

10.2 If generally accepted standards of GCP

11.2

relating to the safety of patients require a
deviation from the Protocol, these
standards will be followed. Any Party
who becomes aware of the need for a
deviation from the Protocol shall
immediately notify the other Party of the
facts causing the deviation as soon as
that Party knows the facts.

ARTICLE 11 - MATERIALS

Any and all Trial Drugs, reagents and
other materials provided by Sponsor or a
Sponsor designee (collectively, the
“Materials”) shall only be used in the
performance of the Trial in accordance
with the Protocol, and not for other
purposes (e.g., other research) without
Sponsor’s prior written approval. All
Materials shall be owned Sponsor. Only
Trial Personnel under the Principal
Investigator’s direct supervision and
control, and who require use of the
Materials to perform Trial-related duties,
shall have access to Materials. Upon
termination or completion of the Trial, or
termination of this Agreement, all
unused Materials in respect thereof shall
promptly be returned or destroyed as
instructed by the Sponsor in writing and
in compliance with all Applicable Laws.

“Biological Materials” shall mean the
blood, fluid, tissue samples or other
biological materials collected from
Trials patients by Institution and
provided to Sponsor as specified in the
Protocol and informed consent form, and
as approved by the relevant IRB or EC.
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strany, s vyjimkou pfipadd vyslovn¢
uvedenych v této Smlouve.

CLANEK 10 - ZMENY PROTOKOLU

10.1 Veskeré  zmény  Protokolu
provede Zadavatel formou dodatku k
Protokolu a dodatek Protokolu poskytne
Zdravotnickému zatizeni. Pokud tyto zmény
ovlivni rozpocet nebo ndklady na Studii,
bude vydan dodatek k Rozpoctu studie, ktery

bude odsouhlasen a podepsan vSemi
Stranami.

10.2 Pokud obecné uznavané
standardy GCP tykajici se bezpecCnosti

pacientt vyzaduji odchylku od Protokolu,
budou tyto standardy dodrzeny. Kazda
Strana, ktera se dozvi o nutnosti odchylky od
Protokolu, neprodlené oznami druhé Strané
skutecnosti, které odchylku zptsobuji,
jakmile se o nich dozvi.

CLANEK 11 - MATERIALY

Veskeré Hodnocené ptipravky, reagencie
a dalsi materialy poskytnuté Zadavatelem
nebo povéfenou osobou Zadavatele (dale
jen ,,Materialy*) budou pouZity pouze pii
provadéni Studie v souladu s Protokolem,
a nikoliv k jinym ucelim (napf. k jinému
vyzkumu) bez ptedchoziho pisemného
souhlasu Zadavatele. VSechny Materidly
jsou ve vlastnictvi Zadavatele. Ptistup k
Materialim ma pouze Personal studie,
ktery je pod ptimym dohledem a kontrolou
Hlavniho zkousSejiciho a ktery potfebuje
Materialy pouzivat k plnéni povinnosti
souvisejicich se Studii. Po ukonceni nebo
dokonceni Studie nebo po ukonceni této
Smlouvy musi byt vSechny nepouzité
Materialy neprodlen¢ vraceny nebo
zni¢eny podle pisemnych  pokynil
Zadavatele a v souladu se vSemi Platnymi
pravnimi predpisy.

»Biologickymi materialy* se rozumi
vzorky krve, tekutin, tkdni nebo jiné
biologické materialy odebrané
Zdravotnickym zafizenim pacientim ve
studiich a poskytnuté Zadavateli, jak je
uvedeno v Protokolu a formuléfi
informovaného souhlasu a jak je schvalila



The results of any testing performed by
Sponsor or a designee will be treated as
Trial Data owned by Sponsor. As per the
Protocol, and to the extent contemplated
in the informed consent form, Biological
Materials may be held by Sponsor in a
repository for future collaborative
research or use.

ARTICLE 12 - PATIENT CONSENT

12.1 Written informed consent must be
obtained from each patient enrolling in
the Trial prior to the commencement of
any Trial-related procedure. The method
of explanation to the patient and the
process of obtaining consent must be
conducted in accordance with the
relevant ECs or IRB’s instructions and
shall be the Institution and/or Principal
Investigator’s responsibility. A copy of
the patient’s informed consent must be
given to all patients to take with them.
Such informed consent will also be
required for the use and storage of
information regarding patients. The
informed consent form shall authorize
Sponsor and their respective
representatives, collaborators and other
third parties, including regulatory
authorities, lawfully involved with or
evaluating the Trial to have full access
of, or to obtain copies of all Trial Data,
and/or to transfer Trial Data to the
United States and other countries.

12.2The Institution and the Principal
Investigator shall ensure that the
informed consent form approved by the
EC or IRB is used for each patient to be
enrolled in the Trial and Sponsor must
approve any modifications, in writing, to
such form prior to its use, such approval
not to be unreasonably withheld or
delayed.

ARTICLE 13 - PERSONAL DATA

13.1 The Parties recognize a common goal of
securing all personal data (being any

12.1 Pied

prislusna IRB nebo EK. S vysledky
jakéhokoli testovani proveden¢ho
Zadavatelem nebo povéfenou osobou se
zachazi jako s Udaji studie, které jsou ve
vlastnictvi Zadavatele. 'V souladu s
Protokolem a v rozsahu uvedeném ve
formulafi informovaného souhlasu muze
Zadavatel Biologické materialy uchovavat
v ulozisti pro budouci spole¢ny vyzkum
nebo pouziti.

CLANEK 12 - SOUHLAS PACIENTA

zahajenim  jakéhokoli  postupu
souvisejiciho se Studii musi byt od kazdého
pacienta zatazeného do Studie ziskan
pisemny informovany souhlas. Zptsob
vysvétleni pacientovi a proces ziskavani
souhlasu musi byt proveden v souladu s
pokyny piislusnych EK nebo IRB a je v
odpovédnosti  Zdravotnického  zafizeni
a/nebo Hlavniho zkousejiciho. Stejnopis
formulafe informovaného souhlasu pacienta
musi byt pfedan vSem pacientiim, aby si ji
vzali s sebou. Takovy informovany souhlas
bude vyzadovan také pro pouziti a
uchovavani  informaci tykajicich se
pacientui. Formulaf informovaného
souhlasu opraviiuje Zadavatele a jeho
piislusné zéstupce, spolupracovniky a dalsi
treti strany, vcetn¢ regulacnich organt,
které se zdkonné podileji na Studii nebo ji
hodnoti, k plnému piistupu ke viem Udajiim
studie nebo k ziskani jejich kopii a/nebo k
predavani Udaji studie do Spojenych stati
americkych a dal$ich zemi.

12.2 Zdravotnické zatizeni a Hlavni zkouSejici

zajisti, aby byl pro kazdého pacienta, ktery
ma byt zafazen do Studie, pouzit formulat
informovaného souhlasu schvaleny EK
nebo IRB, a Zadavatel musi pfed jeho
pouzitim pisemné schvalit jakékoli zmény
tohoto formulate, pficemz toto schvaleni
nesmi byt bezdlvodné odepieno nebo
odlozeno.

CLANEK 13 —- OSOBNI UDAJE

13.1 Strany uznavaji spole¢ny cil, kterym je
zabezpeceni vSech osobnich udajii (coz

CTA — TORL Bio & Institution — TORL123-002
Bulovka University Hospital — Site 0401

Page 29



13.2

information relating to an identified or
identifiable natural person, such as each
Trial subject) and processing it in
accordance with the requirements set out
in Exhibit B, Data Protection
Addendum. As part of such data
management, the personal data of the
participants  (‘“Participant Personal
Data”) and the personal data of the
Principal Investigator, such as first and
last name, address and financial interests
according to the Financial Interests
Declaration, as well as the personal data
of other employees of the Institution and
Trial Personnel and their involvement in
the Trial and outcomes of audits
performed by the Sponsor in compliance
with good clinical practice rules or
inspections shall be stored, processed
and used by the Sponsor, and its
authorized third parties in compliance
with good clinical practice rules and
applicable personal data protection laws.
Data shall be processed as long as
necessary to fulfill the purpose of the
processing, or for as long as required by
Applicable laws.

The Sponsor and the Institution
acknowledge and agree that the Sponsor
will serve as the Controller and the
Institution will serve as the Processor in
connection with the Participant Personal
Data collected at the Institution for the
purposes of conducting the Institution.
The Institution shall process Participant
Personal Data on behalf of the Sponsor
in accordance with Exhibit B.

ARTICLE 14 - INDEMNIFICATION

14.1

AND RESEARCH-RELATED
INJURY

Sponsor agrees to indemnify, defend,
and hold harmless Institution and its
Affiliates, and each of their trustees,
officers, directors, agents, Principal
Investigator, and Trial Personnel,
(collectively referred to as “Institution’s
Indemnitees”), from and against any
third-party claims, including any losses,
costs, expenses (including reasonable
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jsou veskeré informace tykajici se
identifikované nebo identifikovatelné
fyzické osoby, jako je kazdy subjekt
Studie) a jejich zpracovani v souladu s
pozadavky stanovenymi v Pfiloze B,
Dodatku o ochran¢ osobnich udaji. V
ramci takové spravy udaji budou osobni
udaje  ucastniki  (,,Osobni udaje
ucastniki“) a osobni tdaje Hlavniho
zkousejiciho, jako je jméno a piijmeni,
adresa a financni z4jmy podle
Prohlaseni o financnich zajmech, jakoz i
osobni udaje dalS§ich zaméstnanct
Zdravotnického zafizeni a Personalu
studie a jejich zapojeni do Studie a
vysledky auditt provadénych
Zadavatelem v souladu s pravidly
spravné klinické praxe nebo inspekci,
uchovavany, zpracovavany a pouzivany
Zadavatelem a jim povéfenymi tietimi
stranami v souladu s pravidly spravné
klinické praxe a platnymi pravnimi
predpisy o ochrané osobnich udaji.
Udaje budou zpracovavany po dobu
nezbytnou k naplnéni Gc¢elu zpracovani
nebo po dobu vyzadovanou Platnymi
pravnimi predpisy.

13.2 Zadavatel a Zdravotnické zafizeni berou

na védomi a souhlasi s tim, ze Zadavatel
bude plnit funkci sprdvce a
Zdravotnické zafizeni bude plnit funkci
zpracovatele v souvislosti s Osobnimi
udaji  Ucastnikii  shromdzdénymi ve
Zdravotnickém zafizeni pro tucely
provadéni Studie ve Zdravotnickém
zafizeni. Zdravotnické zatizeni
zpracovava osobni udaje ucastnikl
jménem Zadavatele v souladu s
Ptilohou B.

CLANEK 14 — ODSKODNENI A UJIMA

14.1

SOUVISEJICI S VYZKUMEM

Zadavatel se zavazuje odSkodnit, branit a
ochranit Zdravotnické zatizeni a jeho
ptidruzené spolecnosti a kazdého z jejich
spravel, ufednikt, fteditelti, zastupct,
Hlavniho zkousejiciho a Personal studie
(dale spolecné je ,,Prijemci odSkodnéni
zdravotnického zarizeni) pred
jakymikoliv naroky tfetich stran, vcetné
jakychkoliv  ztrat, ndklad, vydaji



14.2

attorney’s fees and other costs of
litigation), or damages finally awarded
by court order or finally paid in
settlement or judgment (“Losses”)
incurred by an Institution Indemnitee
that are: (a) directly related to a personal
injury, illness , or death to the extent
caused by (i) an Institution Indemnitee’s
use and administration of the Trial Drug
in accordance with the Protocol and this
Agreement during the course of the
Trial, or (ii) an Institution Indemnitee’s
performance of any procedure required
by the Protocol that would not have been
performed but for such patient’s
participation in the Trial and that was
performed in accordance with the
Protocol and this Agreement; or (b)
caused by (i) Sponsor’s use of Trial Data
or other intellectual property provided to
it by Institution under this Agreement or
(i1) negligence, recklessness, wilful
misconduct, or breach of Applicable
Law, ether by act or omission, on the part
of any Sponsor Indemnitee (defined
below). Sponsor will not indemnify,
defend or hold harmless Institution
Indemnitees for Losses to the extent such
Losses arose out of: (1) failure of an
Institution Indemnitee to conduct the
Trial in accordance with the Protocol, the
terms of this Agreement, or Applicable
Law; (2) the negligence, recklessness or
wilful misconduct, whether by act or
omission, on the part of any Institution
Indemnitee; or (3) a breach of any of the
Institution’s representations,
certifications, or obligations under this
Agreement. Deviations from the
Protocol and/or Sponsor’s written
instructions  that are  reasonably
necessary to protect the health and/or
safety of a Trial patient shall not be
deemed a failure to conduct the Trial in
accordance with the Protocol.

Institution agrees to indemnify, defend,
and hold harmless Sponsor and its
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14.2

(v€etné primérenych poplatkil za pravni
zastoupeni a jinych nakladd na soudni
fizeni) nebo  Skod  pravomocné
pfiznanych soudnim rozhodnutim nebo
pravomocné uhrazenych v  ramci
vyrovnani nebo rozsudku (,,Ztraty“),
které vzniknou Piijemci odskodnéni
zdravotnického zafizeni a které jsou: (a)
piimo souvisejici s Ujmou na zdravi,
nemoci nebo Umrtim v rozsahu
zpusobeném (i) pouzitim a podanim
Hodnoceného pfipravku v souladu s
Protokolem a touto Smlouvou v prubéhu
Studie nebo (ii) provedenim jakéhokoli
postupu  vyzadovaného Protokolem,
ktery by nebyl proveden, pokud by se
pacient nezucastnil Studie, a ktery byl
proveden v souladu s Protokolem a touto
Smlouvou; nebo (b) zplsobené (i)
pouzitim Udajo studie nebo jiného
dusevniho  vlastnictvi, které mu
Zdravotnické zafizeni poskytlo na
zakladé této Smlouvy, ze strany
Zadavatele nebo  (ii)) nedbalosti,
lehkomyslnosti, umyslnym jednanim
nebo poruSenim Platnych pravnich

piedpisi, at uZz jednanim nebo
opomenutim, ze strany kteréhokoli
piijemce odskodnéni Zadavatele

(definovaného niZe). Zadavatel nebude
odskodnovat, hajit ani  zbavovat
odpovédnosti Zdravotnické zafizeni za
Ztraty, pokud tyto ztraty vznikly v
dtsledku: (1) neprovedeni Studie v
souladu s Protokolem, podminkami této
Smlouvy nebo Platnymi pravnimi
ptedpisy ze strany Pfijemce od$kodnéni
zdravotnického zafizeni; (2) nedbalosti,
lehkomyslnosti nebo umyslného
pochybeni, at’ uz v disledku jednani
nebo opomenuti, na stran¢ kteréhokoli
Pfijemce odSkodnéni zdravotnického
zatizeni; nebo (3) poruseni jakéhokoli
prohlaseni, osvédCeni nebo povinnosti
Zdravotnické  zafizeni podle této
Smlouvy. Odchylky od Protokolu a/nebo
pisemnych pokynii Zadavatele, které
jsou pfimétené¢ nezbytné k ochrané
zdravi a/nebo bezpecnosti pacienta ve
Studii, se nepovazuji za neprovedeni
Studie v souladu s Protokolem.

Zdravotnické zafizeni se zavazuje
odskodnit, branit a ochranit Zadavatele a



14.3

Affiliates, and each of their trustee,
officers, directors, employees, agents,
successors, heirs and assigns (“Sponsor
Indemnitee(s)”) against any third-party
claims, including any Losses incurred by
a Sponsor Indemnitee, based upon or
caused by: (i) any failure of an Institution
Indemnitee to conduct the Trial in
accordance with the Protocol, the terms
of this Agreement, or Applicable Law;
(i1) the negligence, recklessness, or
wilful misconduct, whether by act or
omission, on the part of any Institution
Indemnitee; or (iii) a breach of any of

Institution’s representations,
certifications, or obligations under this
Agreement.  Institution will not

indemnify, defend, or hold harmless
Sponsor Indemnitees for Losses to the
extent such Losses arise out of: (a) the
negligence, recklessness, wilful
misconduct, or breach of Applicable
Law, whether by act or omission, on the
part of any Sponsor Indemnitee; or (b) a

breach of any of the Sponsor’s
representations, certifications, or
obligations under this Agreement.

Deviations from the Protocol and/or
Sponsor’s written instructions that are
reasonably necessary to protect the
health and/or safety of a Trial patient
shall not be deemed a failure to conduct
the Trial in accordance with the Protocol.

A Party will provide the indemnifying
Party with prompt written notice (no
later than the (10) business days) of any
third-party claim for which
indemnification is sought, provided that,
a failure to provide such prompt notice to
the indemnifying Party shall serve to
reduce the indemnity rights only to the
extent that such delay or failure actually
prejudiced the indemnifying Party’s
ability to defend a claim. The
indemnifying Party shall have final
control over the defense and settlement
of any third-party claim, provided it does
so diligently, in good faith, using
reasonably experienced legal counsel
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jeho ptidruzené spolecnosti a kazdého z
jejich  spravcl, ufednikt, Tfediteld,
zameéstnancil, zastupcti, nastupct, dédict
a postupnikti (,,PFijemci odSkodnéni
zadavatele*) pred jakymikoliv naroky
tretich stran, vcetné jakychkoliv ztrat
vzniklych Piijemci odskodnéni
zadavatele, na zakladé nebo v dasledku:
(i)  jakéhokoli  selhani  Piijemce
odskodnéni zdravotnického zatfizeni, pfi
provadéni  Studie v  souladu s
Protokolem, podminkami této Smlouvy
nebo Platnymi pravnimi piedpisy (ii)
nedbalosti, lehkomyslnosti nebo
umyslnym jednanim ¢i opomenutim ze
strany  kteréhokoli ~ z  Pfijemct
odskodnéni Zdravotnického zafizeni;
nebo  (iii) porusenim  jakéhokoli
prohlaSeni, osvédceni nebo povinnosti
Zdravotnické  zafizeni podle této
Smlouvy. Zdravotnické zafizeni nebude
odskodnovat, hajit ani  zbavovat
odpovédnosti Zadavatele za ztraty v
rozsahu, v jakém tyto ztraty vzniknou v
dasledku: (a) nedbalosti, lehkomyslnosti,
umyslného pochybeni nebo poruseni
platnych pravnich pfedpisd, at uz
jednanim nebo opomenutim, ze strany
kteréhokoli Zadavatele odSkodnéného;
nebo (b) poruseni jakéhokoli prohlaseni,
osvédCeni nebo povinnosti Zadavatele
podle této Smlouvy. Odchylky od
Protokolu a/nebo pisemnych pokynt
Zadavatele, které jsou pifiméfené
nezbytné k ochrané zdravi a/nebo
bezpeCnosti pacienta ve Studii, se
nepovazuji za neprovedeni Studie v
souladu s Protokolem.

Strana neprodlené pisemné oznami
odskodnujici Strané (nejpozdéji do 10
pracovnich dnti) jakykoli narok treti

strany, za ktery je pozadovano
odskodnéni, s tim, Ze neposkytnuti
takového  neprodleného  oznameni

odSkodilujici Stran¢ bude slouzit ke
snizeni prav na odskodnéni pouze v
rozsahu, v jakém takové zpozdéni nebo
selhani skutecné poskodilo schopnost
odSkodilujici Strany branit se naroku.
Odskodiujici  Strana ma konecnou
kontrolu nad obhajobou a vypotadanim
jakéhokoli naroku ftfeti strany za
pfedpokladu, ze tak €ini peclive, v dobré



with expertise in the relevant field and
does not admit fault on the part of the
indemnified  Party  without the
indemnified Party’s written consent,
which consent shall not be unreasonably
withheld, and the indemnified Party will
reasonably cooperate in the defense of
such a claim. The indemnifying Party
will not settle any third-party claim
against the indemnified Party that admits
fault on the part of the indemnified Party
or assigns a duty for the indemnified
Party to pay without the indemnified
Party’s prior written consent, which
consent shall not be wunreasonably
withheld. The indemnified Party will not
settle any third-party claim against it
without the indemnifying Party’s prior
written consent, which consent shall not
be unreasonably  withheld.  The
indemnified Party may, at its own
expense, seek the advice of independent
legal counsel.

14.4 EXCEPT FOR THE PARTIES’

OBLIGATIONS TO INDEMNIFY
EACH OTHER AS STATED
ABOVE, NEITHER PARTY
SHALL BE LIABLE TO THE
OTHER PARTY FOR SPECIAL,
CONSEQUENTIAL, OR
INCIDENTAL DAMAGES
ARISING OUT OF OR IN
CONNECTION WITH  THIS
AGREEMENT, EVEN IF
ADVISED OF THE POSSIBILITY
OF THE SAME.

145 If a Trial patient suffers an adverse

reaction, medical illness, or injury which
was directly caused by a Trial Drug
and/or any procedures required by the
Protocol (a “Research-Related
Injury”), Sponsor shall reimburse or
otherwise pay for the reasonable and
necessary expenses of diagnosis and
treatment of any Research-Related
Injury, including hospitalization, but
only to the extent such Research-Related
Injury are not directly caused by (i)
negligence, gross negligence, willful
misconduct or other wrongful acts or
omissions of Institution or Trial
Personnel; (ii) the natural progression of

vife, s vyuzitim pfiméfené zkuSeného
pravniho poradce s odbornymi znalostmi
v piislusné oblasti a nepfipousti zavinéni
na stran¢ odskodnované Strany bez
pisemného  souhlasu  odskodiované
Strany, ktery nesmi byt bezdivodné
odepften, a odSkodnovana Strana bude pii
obhajobé takového naroku piiméfené
spolupracovat.  Odskodnujici  Strana
neuhradi zadny narok tieti strany viaci
odskodnéné Strané, ktery pfipousti
zavinéni na stran¢ odSkodnéné Strany
nebo ukladd povinnost odskodnéné
Stran¢  zaplatit, bez  ptedchoziho
pisemného souhlasu odSkodnéné Strany,
ktery nesmi byt bezdivodné odepten.
Odskodnovana Strana neuhradi zadny
narok tieti strany viici ni bez predchoziho
pisemného  souhlasu  odskodnujici
Strany, ktery nesmi byt bezdivodné
odepten. Odskodnovana Strana muze na
vlastni naklady pozadat o radu
nezavislého pravniho poradce.

S VYJIMKOU VYSE
UVEDENYCH ZAVAZKU STRAN
K VZAJEMNEMU ODSKODNEN{
NENI ZADNA ZE STRAN
ODPOVEDNA DRUHE STRANE
ZA ZVLASTNI, NEDOZIRNE
NEBO NAHODNE  SKODY
VZNIKLE Z TETO SMLOUVY
NEBO V SOUVISLOSTIS Ni, A TO
ANI V PRIPADE, ZE BYLA NA
MOZNOST  JEJICH VZNIKU
UPOZORNENA.

Pokud pacient v ramci Studie utrpi
nezadouci reakci, onemocnéni nebo
zranéni, které byly pifimo zplsobeny
Hodnocenym ptipravkem a/nebo
jakymikoliv  postupy vyzadovanymi
Protokolem (,Ujma souvisejici s
vyzkumem"), Zadavatel uhradi nebo
jinak zaplati pfiméfené a nezbytné
naklady na diagnostiku a 1é¢bu jakékoliv
Ujmy souvisejici s vyzkumem, véetnd
hospitalizace, avSak pouze v rozsahu, v
jakém takova Ujma souvisejici s
vyzkumem neni piimo zpisobena (i)
nedbalosti, hrubou nedbalosti, imyslnym
jednanim nebo jinym protipravnim
jednanim nebo opomenutim
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an underlying or pre-existing condition

Zdravotnické zafizeni nebo Personalu

or events, unless exacerbated by studie;  (ii)) pfirozenym  vyvojem
participating in the Trial; or (iii) zakladniho nebo jiz  existujiciho
Institution’s, Principal Investigator’s or onemocnéni nebo udalosti, pokud

Trial Personnel’s failure to adhere to and

nedoslo k jejich zhorSeni v dusledku

comply with the Protocol and all ucasti ve Studii; nebo (iii) nedodrzeni
reasonable written instructions received Protokolu a  vSech  pfiméfenych
from Sponsor for the wuse and pisemnych pokynti obdrzenych od

administration of the Trial Drug or other
drugs used in the Trial, provided that
deviations from the Protocol and written
instructions reasonably necessary to
protect the health and/or safety of a Trial
patient shall not be deemed a failure to
adhere to the Protocol or other such
written instructions.

ARTICLE 15 - INSURANCE

Zadavatele pro pouzivani a podavani
Hodnoceného piipravku nebo jinych
Iékti pouzivanych ve Studii ze strany
Zdravotnické zafizeni, Hlavniho
zkousejiciho nebo Personalu studie za
predpokladu, Ze odchylky od Protokolu a
pisemnych pokynil pfiméfené nutné k
ochran¢ zdravi a/nebo bezpecnosti
pacienta ve Studii se nepovazuji za
nedodrzeni Protokolu nebo jinych
takovych pisemnych pokyni.

CLANEK 15 — POJISTENI

15.1 Each Party will maintain in effect 15.1 Kazda Strana bude udrzovat v platnosti
appropriate levels of insurance or self- odpovidajici Groven pojisténi nebo
insurance for the duration of the Trial samopojisténi po dobu trvani Studie a po
and for any applicable period after jakoukoli pfislusnou dobu po ukonceni
completion of the Trial in amounts Studie v dostatecné vysi, aby splnila své
sufficient to meet its liability obligations zavazky z odpovédnosti podle této
under this Agreement. Institution will Smlouvy. Zdravotnické zatizeni bude po
maintain adequate levels of medical dobu trvani Studie udrzovat odpovidajici
malpractice insurance for the term of the uroven pojisténi 1ékarské odpovédnosti,
Trial, including, without limitation, zejména pojisténi Hlavniho zkousSejiciho
coverage for Principal Investigator, and, a piipadn¢ Personalu studie. Kazda ze
as appropriate, Trial Personnel. Each Stran ptedlozi druhé Strané na jeji
Party will provide certificates of divodnou zadost potvrzeni o pojisténi
insurance or evidence of financial nebo doklady o finan¢nich zdrojich na
resources supporting self-insurance to podporu vlastniho pojisténi. Pojistné
the other Party upon reasonable request. kryti kazdé Strany bude v souladu s
Each Party’s insurance coverage will Platnymi pradvnimi predpisy a vSemi
comply with Applicable Law and all platnymi pravidly, pfedpisy a pokyny pro
applicable rules, regulations, and pojisteni.
insurance guidelines.

152 Copy of |Liability Insurance 15.2 Kopie pojistné smlouvy/pojistného

Contract/Liability Insurance Certificate
of the Sponsor is hereto attached as
Exhibit D of this Agreement.

ARTICLE 16 - TERM AND
TERMINATION

certifikatu Zadavatele tvori Prilohu D
této Smlouvy.

CLANEK 16

— DOBA PLATNOSTI A UKONCENI

16.1 Term. This Agreement shall commence 16.1

Doba platnosti. Tato Smlouva zacina

on the Effective Date and, unless earlier platit dnem U¢innosti, a pokud nebude
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terminated as expressly provided herein, shall
remain in full force and effect until the later
of: (i) five (5) years from the Effective Date;
or (ii) the completion of the Trial (the
“Term”)

16.2 Termination by Sponsor. This
Agreement may be terminated by Sponsor at
any time for any reason upon sixty (60) days
written notice to Institution. Sponsor may
terminate  this  Agreement,  effective
immediately, upon written notice to
Institution and the Principal Investigator of
any of the following:

(a) if available data supports
termination of the Trial for
any reason, including for the
safety and welfare of Trial

patients;

if overall Trial enrollment has
been met, even if the
enrollment at the Institution
has not been completed;

(b)

(©) if authorization and approval
to conduct the Trial is
withdrawn by the relevant
EC, IRB, or regulatory
authorities;

(d) if the Principal Investigator
becomes unable to perform
the duties required of the
Principal Investigator by this
Agreement and/or a short-
term replacement
investigator acceptable to
Sponsor is not found within
ten (10) business days (or
such other period as may be
agreed by the Parties in
writing);

(e) if the Institution, Principal
Investigator and/or any Trial
Personnel breach or default
in the performance of any
other terms of  this
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16.2

ukoncena diive, jak je vyslovné
stanoveno v této Smlouvé, zistava v
platnosti a ucinnosti az do pozdgjsi z
téchto udalosti: (i) pét (5) let od data
ucinnosti; nebo (ii) ukonceni Studie
(dale jen ,,Doba platnosti).

Ukonceni Zadavatelem. Zadavatel miize

tuto Smlouvu kdykoli vypovédét z

jakéhokoli  divodu na  zakladé

Sedesatidenni  (60) vypovédni lhity

zaslané  Zdravotnickému  zafizeni.

Zadavatel mize tuto Smlouvu vypoveédeét

s okamzitou platnosti na zakladeé

pisemného oznameni Zdravotnickému

zatizeni a Hlavnimu zkouSejicimu,
pokud dojde k nékterému z nasledujicich
piipadu:

(a) pokud dostupné tudaje podporuji
ukonceni Studie z jakéhokoli
divodu, v¢etné bezpeCnosti a
prospéchu pacientti ve Studii;

(b) pokud bylo dosazeno celkového
poctu zafazenych pacientd, atoiv
piipadé, Ze zafazovani ve
Zdravotnickém zafizeni nebylo
dokonceno;

(©) pokud dojde k odebrani povoleni a
schvaleni k provadéni Studie
prislusnou EK, IRB nebo
regulacnimi organy;

(d) pokud Hlavni zkouSejici nebude
schopen plnit povinnosti, které od
néj tato Smlouva vyzaduje, a/nebo
pokud nebude do deseti (10)
pracovnich dnti (nebo v jiné lhite,
na které se strany pisemné
dohodnou) nalezen nahradni
zkousejici ptijatelny pro
Zadavatele;

(e) pokud Zdravotnické zafizeni,

Hlavni zkousejici a/nebo jakykoli
¢len Personalu studie porusi nebo
neplni dals$i podminky této
Smlouvy a toto neplnéni neni



Agreement and such default
is not remedied within thirty
(30) days of written notice of
such default.

16.3Termination by Institution. Institution

may terminate this Agreement, effective
immediately, upon written notice to Sponsor
for any of the following reasons:

(@)

(b)

©

if, in the reasonable medical
judgment of the Principal
Investigator, the safety and
well-being of patients is at
risk;

if the relevant EC or IRB or
any  regulatory  agency
withdraws its approval of the
Trial for patient health or
safety reasons;

if Sponsor defaults on any
material terms of  this
Agreement and such default
is not remedied within thirty
(30) days of written notice of
such default.

16.4 Procedures Upon Termination. Upon

termination of this Agreement for any reason:

(a)

(b)

Institution and  Principal
Investigator shall
immediately cease patient
recruitment,  follow  the
specified termination
procedures (including all
medically necessary
procedures and treatments
having regard to the health
and safety of patients), ensure
that all required patient
follow-up procedures are
completed and make all other
reasonable efforts to
minimize further costs;

Sponsor shall pay for (i) all
Services properly rendered
and monies properly
expended by the Institution
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16.3

16.4

napraveno do tficeti (30) dni od
pisemného upozornéni na toto
neplnéni.

Ukonceni ze strany Zdravotnického
zafizeni. Zdravotnické zafizeni muze
tuto Smlouvu s okamzitou platnosti
vypovédét na zakladé pisemného
oznameni Zadavateli z nékterého z
nasledujicich divodu:

(a) pokud je podle odivodnéného
lékatského  usudku  Hlavniho
zkousejiciho ohrozena bezpecnost
a blaho pacient;

(b) pokud priislusna EK nebo IRB
nebo jakykoli regulacni Gfad zrusi
své  schvaleni  Studie ze
zdravotnich nebo bezpecnostnich
divoda pacienta;

(¢)  pokud Zadavatel porusi nékterou z
podstatnych ~ podminek  této
Smlouvy a toto  poruseni
nenapravi do tficeti (30) dnti od
pisemného upozornéni na toto
poruseni.

Postupy pii ukonéeni Smlouvy. Po
ukonceni této Smlouvy z jakéhokoli
davodu:

(a)  Zdravotnické zafizeni a Hlavni
zkousejici okamzité zastavi nabor

pacientd, dodrzi stanovené
postupy pro ukonceni (véetné
vSech  lékafsky = nezbytnych

postupti a lécby s ohledem na
zdravi a bezpecnost pacienti),
zajisti, aby byly dokonceny
vSechny pozadované postupy
v ramci nasledného sledovani, a
vynalozi veskeré dalsi pfimerené
usili k minimalizaci dalSich
nakladi;

(b) Zadavatel uhradi (i) vSechny
fadné¢ poskytnuté Sluzby a
penézni prostiedky fadné
vynaloZené Zdravotnickym



and/or the Principal
Investigator prior to
termination and not yet paid,
and (ii) any reasonable non-
cancelable obligations
properly incurred for the
Trial by the Institution or
Principal Investigator prior to
the effective date of
termination; and

©) Institution and Principal
Investigator shall return to
Sponsor any funds not earned
or expended by Institution
prior to the effective date of
termination.

(d) Unless Sponsor instructs
otherwise in writing, upon
termination of the
Agreement, Institution will
promptly return all Materials
and Equipment supplied by
Sponsor for Trial conduct.

16.5 Survival following Termination.
Termination of this Agreement shall not affect
the rights and obligations of the Parties
accrued prior to the effective date of the
termination. The rights and duties under
Article 3 (Covenants, Representations and
Warranties) , Article 5 (Data), Article 6 (Cost
and Payment), Article 7 (Confidential
Information), Article 8 (Publications), Article
9 (Intellectual Property), Article 11
(Materials), Article 14 (Indemnification and
Research-Related  Injury), Article 15
(Insurance), Article 16 (Term and
Termination) and Article 17 (Regulatory
Inspection and Access to Records) of this
Agreement, together with any other
provisions required for the interpretation or
enforcement of this Agreement, shall survive
the termination of this Agreement to the
fullest extent permitted by Applicable Law.

16.6 Trial Reports Upon Termination. Upon
completion of the Trial, or if the Trial or this
Agreement is terminated prior to the
completion of the Trial, the Institution and/or
the Principal Investigator shall prepare all
Trial reports as reasonably requested by
Sponsor or otherwise required by the Protocol.
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16.5

16.6

zatizenim a/nebo Hlavnim
zkousejicim pred ukoncenim a
dosud nezaplacené a (ii) veskeré
pfimétené nezruSitelné zavazky,
které Zdravotnickému zafizeni
nebo Hlavnimu zkousSejicimu
radn¢ vznikly v souvislosti se
Studii pied datem Gc¢innosti
ukonceni, a

(c)  Zdravotnické zafizeni a Hlavni
zkousejici  vrati  Zadavateli
veskeré finanéni prostiedky, které
Zdravotnické zatizeni ziskalo
nebo nevycCerpalo pied datem
ucinnosti ukoncéeni.

(d) Pokud Zadavatel neda pisemny
pokyn  jinak, Zdravotnické
zatizeni po ukonéeni Smlouvy
neprodlené vrati vSechny
materidly a zafizeni dodané
Zadavatelem pro ucely provadéni
Studie.

Pretrvavani po ukonceni. Ukonceni této
Smlouvy nema vliv na prava a povinnosti
Stran vzniklé pfed datem ucinnosti
ukonéeni. Prava a povinnosti podle
¢lanku 3 (Dohody, prohlaseni a zaruky),
¢lanku 5 (Udaje), ¢lanku 6 (Naklady a
platby), ¢lanku 7 (Davérné informace),
¢lanku 8 Error! Reference source not
found. (Publikace), ¢lanku 9 (Dusevni
vlastnictvi), ¢lanku 11 (Materily),
Clanku 14 (Odskodnéni a 1jma
souvisejici s vyzkumem), clanku 15
(Pojisténi), ¢lanku 16 (Doba platnosti a
ukonceni) a clanku 17 (Kontrola ze
strany regulacnich organii a pristup k
zaznamim) této Smlouvy spolu s dalsimi
ustanovenimi potiebnymi pro vyklad
nebo prosazovani této Smlouvy zlstavaji
v platnosti i po ukonceni této Smlouvy v
maximalnim rozsahu povoleném
Platnymi pravnimi piedpisy.

Zpravy o Studii po ukonéeni Smlouvy.
Po ukonceni Studie nebo v ptipadé, Ze je
Studie nebo tato Smlouva ukoncena pied
ukon¢enim Studie, vypracuje
Zdravotnické zafizeni a/nebo Hlavni
zkousejici vSechny zpravy o Studii, které




ARTICLE 17 - REGULATORY
INSPECTION AND ACCESS TO

17.1

17.2

RECORDS

If any governmental or regulatory
authority conducts or gives notice to the
Institution or the Principal Investigator
of its intent to conduct an inspection at
the Institution’s or, as applicable, the
Principal Investigator’s facilities or take
any other regulatory action with respect
to the Trial, the Institution and/or the
Principal Investigator will promptly give
Sponsor written notice thereof, including
all  inquiries, correspondence, or
communications containing information
pertinent thereto, and the Institution and
the Principal Investigator shall permit
Sponsor to attend any such inspections.
For the purpose of this Article 17, ECs,
IRBs, FDA, the European Medicines
Authority, and other governmental
entities shall be referred to as
(“Regulatory Authorities”). Sponsor
acknowledges that it may not direct the
manner in which the Institution and the
Principal Investigator fulfill  their
obligations to permit inspection by
Regulatory Authorities. It shall not be a
breach of this Agreement for the
Institution or the Principal Investigator
to comply with the demands and requests
of any Regulatory Authority in
accordance with its reasonable judgment
or to fail to inform and consult with
Sponsor before complying with any such
lawful demand or request; provided that
Sponsor shall as soon as reasonably
practical thereafter be notified in writing
of any such demand or request. The
Institution and Principal Investigator
shall consult with Sponsor prior to
communicating with the Regulatory
Authority concerning the subject matter
hereof.

The Institution and the Principal
Investigator agrees to provide to
Sponsor, in writing, a summary of such
inspection and copies of all materials,
correspondence, statements, forms, and
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Zadavatel odlivodnéné pozaduje nebo
které jsou jinak vyzadovany Protokolem.

CLANEK 17 — INSPEKCE A PRISTUP

K ZAZNAMUM

17.1 Pokud jakykoli vladni nebo regulacni

17.2

organ provede nebo oznami
Zdravotnickému zatfizeni nebo Hlavnimu
zkousejicimu svilj zameér provést inspekci
v prostorech Zdravotnického zafizeni,
pfipadné¢ Hlavniho zkousSejiciho, nebo
podniknout jakékoli jiné regulacni kroky v
souvislosti se Studii, Zdravotnické
zafizeni a/nebo Hlavni zkousSejici o tom
neprodlené pisemn¢ vyrozumi Zadavatele,
v¢etné vSech dotazt, korespondence nebo
sdéleni obsahujicich informace, které se k
tomu vztahuji, a Zdravotnické zafizeni a
Hlavni zkousSejici umozni Zadavateli ucast
na takovych inspekci. Pro ucely tohoto
¢lanku 17 se na EK, IRB, FDA, Evropska
agentura pro 1éCivé piipravky a dalsi
vladni subjekty odkazuje jako na
(,Regula¢ni organy“). Zadavatel bere na
védomi, Ze nemize fidit zplsob, jakym
Zdravotnické zafizeni a Hlavni zkouSejici
plni své povinnosti umoznit inspekci ze
strany Regulac¢nich organi. Porusenim
této Smlouvy neni, pokud Zdravotnické
zatfizeni nebo Hlavni zkousejici vyhovi
pozadavkim a Zadostem jakéhokoli
Regula¢niho organu v souladu se svym
rozumnym usudkem nebo pokud pred
splnénim takového zakonného pozadavku
nebo zddosti neinformuje Zadavatele a
nekonzultuje s nim; za ptredpokladu, Ze
Zadavatel bude o takovém pozadavku
nebo zadosti co nejdiive pisemné
informovan. Zdravotnické zafizeni a
Hlavni  zkouSejici se poradi se
Zadavatelem  predtim, nez zacnou
komunikovat s Regulacnim orgdnem
ohledné pfedmétu této Smlouvy.

Zdravotnické zatizeni a Hlavni zkousejici
se zavazuji poskytnout Zadavateli
pisemné shrnuti takové inspekce a kopie
vSech materiali, korespondence,
prohlaseni, formuladit a zaznamu, které



records which the Institution and/or the
Principal Investigator receives, obtains,
or generates pursuant to any such
inspection or in connection with any
inquiries, communications, or
correspondence from any Regulatory
Authority. The Institution and/or the

Zdravotnické zafizeni a/nebo Hlavni
zkousejici obdrzi, ziskd nebo vytvoii na
zaklad¢ takové inspekce nebo v
souvislosti s dotazy, sdélenimi nebo
korespondenci od jakéhokoli Regula¢niho
organu. Zdravotnické zafizeni a/nebo
Hlavni zkousSejici jsou v pfipadé potieby

Principal Investigator shall assist napomocni Zadavateli pti odpovédich na
Sponsor, where necessary, in responding korespondenci Regulacniho organu a
to any Regulatory Authority neprodlené provedou veskera nezbytna
correspondence and shall promptly napravna opatieni.

implement any necessary corrective
action.

corrective measures to address any

L Lo . 17.3 Zdravotnické zafizeni a Hlavni zkousejici
17.3 The Institution and Principal Investigator vynalo#i pfiméfené usili, aby odd&lili
matonals ehied to.the Triy. Teoee | Materidly tkajici se Studic, "Protokolu
and/or Trial Drug from a:n other g/nebo H(?dnoceného pipravku . od
materials that are gthe subject };f such jakjehkoli jinych materidlt, kier¢ jsou
) i . . e pfedmétem takového Setfeni nebo
o thoce domments and matarals g Inspekee, azvefeini pouze ty dokumenty a
; . . materialy, které musi byt béhem takového
are r.equlre'd to bf‘ disclosed during such Setfeni nebo inspekce zvefejnény.
inquiry or inspection.
17 4 The Instituti d Principal I . 17.4 Zdravotnické zafizeni a Hlavni zkousSejici
) N nstltutloq ag rncipa d/nvesstlgator se zavazuji umoznit Zadavateli a/nebo
352?6;:e£emé§re£:)nszrcf;s or toponf}?; osobam povéfenym Zadavatelem piimy
I t% i ’ 4 Princinal piistup do prostor Zdravotnického zafizeni
nstitution s and/or rincipa a/nebo Hlavniho zkousejiciho nebo k
Investigator’s  facilities or records zéznamam  tykajicim se JStu die. vietns
relag'lngl to the dTrlal, fmcludmg .pat.lent zdravotnické dokumentace pacienta, za
;?Jili‘lcicr? arichnrs Séctior(l)r rr(l)(;gétormogri ucelem monitorovani, auditu a inspekce, a
& nsp _purposes, up to na zéklad¢ pfiméfeného oznameni a v
reasonable notice and within reasonable pfiméfenych hodinach. Aniz by byla
hours Without limiting the generality of omezena obecnost vySe uvedeného
;};;reizgiigigs’ n?:;ns((i))r :;ladril(;fle ﬂ;ilé Zadavatel a/nebo jeho zéstupci mohou: (i)
) A S zkoumat a kontrolovat rosto
inspect the facilities of the Institution and Zdravotnického  zafizeni a Iﬁavnig
chPm}Cll’a! Inves“gatl‘l“’ ??Pll’ll‘gble’ zkoudejiciho, je-li to relevantni, a (ii)
?lr(l)cum(égtatii)rilspe;; d a Workna I‘Odl?;taS’ kontrolovat  veSkeré Udaje studie,
relating to the Trial. The Institul‘zion and dokumentaci a pracovni produkty tykajici
- Pg. o] N se Studie. Zdravotnické zafizeni a Hlavni
availablo ol such roeords and will  Zousdiel zpfistupni viechny = tyto
) . ; zaznamy a poskytnou pfiméfenou
Elrl(é\i’:ii i;i?)se()c??:rie T?lisés;i?lcszr’lsri;ii soucinnost pii auditu nebo inspekci. Pravo
) . " . Zadavatele na audit bude trvat 1 po
to audit will continue following the ukongeni této Smlouvy a tak dloulf)o
‘{ermmatlor{[hof ‘;hlst.?greemen;/and t}slo dokud budou Zdravotnické zafizeni
ong as ¢ Institution —and/or ¢ a/nebo  Hlavni  zkouSejici ovinni
Principal Investigator are required to uchovavat piislusné zéznarrfy P
retain the applicable records. )
17.5 The Institution and the Principal ' _
Investigator agree to initiate reasonable 17.5 Zdravotnické zafizeni a Hlavni zkousSejici

souhlasi s tim, Ze zahdji pfiméfena
napravna opatfeni k odstranéni nedostatkl
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deficiencies identified in any audit or
inspection authorized hereunder.

ARTICLE 18 - INDEPENDENT
CONTRACTOR

18.1 In conducting the Trial, the Institution

and the Principal Investigator will act as
independent contractors without the
capacity to bind Sponsor or any of
Sponsor’s representatives, legally, and
not as an agent or employee of Sponsor.
Nothing in this Agreement shall be
construed to create the relationship or
principal and agent, or employer and
employees, or of partners. The
Institution shall be responsible for the
renumeration  of  the  Principal
Investigator and all other Trial
Personnel, including, as applicable, all
deductions and remittances applicable
thereto.

ARTICLE 19 - FINANCIAL

Agreement shall be in writing and shall
be considered given as of the date it is:

(a) Delivered by hand; or

(b) Received by registered or certified
mail, postage prepaid or return
receipt requested and addressed to
the Party to receive the notice at the
address indicated below for that

18.1

zjisténych pfi jakémkoli auditu nebo
inspekci, které jsou podle této Smlouvy
povoleny.

CLANEK 18 - NEZAVISLY
DODAVATEL

Zdravotnické zafizeni a Hlavni zkousejici
budou pii provadéni Studie jednat jako
nezavisli dodavatelé bez zplsobilosti
zavazovat Zadavatele nebo jeho zastupce,
a nikoli jako zastupci nebo zaméstnanci
Zadavatele. Zadné ustanoveni  této
Smlouvy nelze vykladat tak, Ze by
vytvafelo vztah Zadavatele a zastupce,
zaméstnavatele a zaméstnance nebo
partnerd. Zdravotnické zatizeni odpovida
za odménovani Hlavniho zkousSejiciho a
vSech ostatnich ¢lenti Personalu studie,
véetné piipadnych srazek a odvodi, které
se na n¢ vztahuji.

CLANEK 19 —- ZVEREJNOVANI

DISCLOSURE FINANCNICH INFORMACT

19.1 Upon request, the Principal Investigator 19.1 Hlavni zkousejici a kazdy spoluzkousejici
and each sub-investigator shall complete na pozadani vyplni a neprodlené vrati
and promptly return a financial Zadavateli a/nebo CRO formulai pro
disclosure form to Sponsor and/or CRO. zvefejnéni finanénich informaci. Hlavni
Such form shall be updated by the zkousejici a kazdy spoluzkousejici tento
Principal Investigator and each sub- formulaf podle potieby aktualizuji, aby
investigator as needed to ensure byla zajisténa jeho piesnost a tplnost v
accuracy and completeness during the pribéhu platnosti této Smlouvy a po dobu
term of this Agreement and for one (1) jednoho (1) roku po ukonéeni této
year after termination of this Agreement Smlouvy z jakéhokoli divodu.
for any reason.

ARTICLE 20 - NOTICE CLANEK 20 - VYPOVED
20.1 Any notice delivered under this 20.1 Jakékoli ozndmeni dorucené podle této

Smlouvy musi byt ucinéno pisemné a
povazuje se za dorucené dnem, kdy bylo
doruceno:

(a) osobné nebo

(b) doporucenou postou s piedplacenym
poStovnhym nebo s potvrzenim o
pfijeti a adresovano Strané, kterd ma
oznameni obdrzet, na nize uvedenou
adresu této Strany nebo na jakoukoli
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Party, or any other address for that
Party as is subsequently indicated in
writing; or

(¢) Where permitted by jurisdiction, by
electronic mail (e-mail), effective
upon confirmation of receipt by the
recipient

If to Sponsor:

TORL Biotherapeutics, LLC
6100 Bristol Parkway
Culver City, California
90230

If to the Institution:
Fakultni nemocnice Bulovka

Oddéleni klinickych studii a
granti

Budinova 67/2, 180 81 Prague 8
— Liben, Czech Republic

Attn: I
Email:

If to the Principal Investigator:

Gynekologicko-porodnicka
klinika 1.LF UK a Fakultni
nemocnice Bulovka

Budinova 67/2, 180 81 Praha 8 —
Liben, Ceska republika

E-mail:

ARTICLE 21 - MISCELLANEOUS

21.1 Amendments; Waiver; Authority. This

Agreement may not be amended or
supplemented, except by a writing
executed by the Parties. No failure or
delay in exercising any right hereunder
will be considered a waiver thereof
unless expressly waived in writing by the
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21.1 Zmény:

jinou adresu této Strany, ktera je
nasledn¢ pisemné uvedena; nebo

(c) pokud to povoluje pfislusna
jurisdikce, elektronickou postou (e-
mailem), s ucinnosti od okamziku
potvrzeni piijeti ptijemcem.

Pokud Zadavateli:

TORL Biotherapeutics, LLC
6100 Bristol Parkway
Culver City, Kalifornie 90230

Pokud Zdravotnickému zafizeni:
Fakultni nemocnice Bulovka
Oddéleni klinickych studii a grantt

Budinova 67/2, 180 81 Praha 8 —
Liben, Ceska republika

Pokud Hlavnimu zkousejicimu:

Gynekologicko-porodnicka klinika
1.LF UK a Fakultni nemocnice
Bulovka

Budinova 67/2, 180 81 Praha 8 —
Libeti, Ceska republika

E-mail: [

CLANEK 21 - RUZNE

Vyjimka; Pravomoc. Tuto
Smlouvu lze ménit nebo dopliovat pouze
pisemnou formou podepsanou obéma
Stranami. Nevyuziti nebo prodleni pii
uplatnéni jakéhokoli prava podle této
Smlouvy se nepovazuje za vzdani se
tohoto prava, pokud se ho Strana, které je




Party to be charged therewith. No waiver
on one occasion will be considered a
continuing or subsequent waiver. The
person(s) signing below on behalf of a
corporation or other entity represents
that they have the full power and
authority to enter into this agreement by
giving written notice to the other Party.

21.2 Further Actions. The Parties each agree

213

to execute additional instruments and
documents and to do all such further
things as the other Party may reasonably
require in order to carry out the intent of
this Agreement. In addition, the Parties
agree to reasonably cooperate with one
another in connection with the execution

of the other Parties’ obligations
hereunder.
Force Majure. A Party shall not be

deemed to be in breach or default of any
provision of this Agreement by reason of
a delay or failure in its performance due
to acts of God, acts of governments,
wars, riots, strikes, accidents in
transportation, or other causes beyond
the control of the Parties. However, if
material performance becomes
impossible for more than a sixty (60) day
period by reason thereof, either Party
may terminate this Agreement by giving
written notice to the other Party.

21.4 Headings. The headings contained in this

21.5

Agreement do not form a substantive
part of this Agreement and shall not be
construed to limit or otherwise modify its
provisions. As used in this Agreement,
the word “including” or any variation
thereof means “including, without
limitation” and shall not be construed as
to limit any general statement that it
follows to the specific or similar items or
matters immediately following it. The
recitals to this Agreement, all
attachments and exhibits hereto shall be
deemed to be incorporated into this
Agreement by reference and shall form
an integral part hereof.

Assignment. Neither this Agreement, nor
any rights or obligations hereunder may
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21.2

21.3

21.4

toto pravo svéfeno, vyslovné pisemné
nevzda. Zadné jednorizové vzdani se
prava nebude povazovano za trvalé nebo
nasledné vzdani se prava. Osoba (osoby)
podepisujici nize jménem obchodni
spolenosti  nebo  jiného  subjektu
prohlasuje (prohlasuji), Ze je (jsou) plné
opravnéna (opravnény) uzaviit tuto
Smlouvu na zékladé pisemného oznameni
druhé Strané.

Dalsi akce. Strany souhlasi s tim, Ze budou
podepisovat dalsi listiny a dokumenty a
¢init vSechny dalsi ukony, které muze
druha Strana rozumné pozadovat k
uskute¢néni zaméru této Smlouvy. Strany
se dale zavazuji k pfiméfené vzajemné
spolupraci v souvislosti s plnénim zavazkt
druhé strany podle této Smlouvy.

Vyssi moc. M4 se za to, ze Strana
neporuSuje ani neplni zadné ustanoveni
této Smlouvy z divodu zpozdéni nebo
neplnéni z divodu zasahu vys$§i moci,
vladnich opatieni, valek, nepokojd,
stavek, dopravnich nehod nebo jinych
pri€in, které Strany nemohou ovlivnit.
Pokud se vsak z téchto diivodi stane vécné
plnéni nemoZznym po dobu del§i nez
Sedesat (60) dnti, muze kterdkoli Strana
tuto Smlouvu vypovédét pisemnym
oznamenim druhé strané.

Nadpisy. Nadpisy obsazené v této
Smlouvé netvoii podstatnou c¢ast této
Smlouvy a nelze je vykladat tak, ze by
omezovaly nebo jinak ménily jeji
ustanoveni. Slovo ,,v¢etné” nebo jakakoli
jeho obména pouzitd v této Smlouve
znamena ,,véetn€, bez omezeni® a nesmi
byt vykladano tak, ze omezuje jakékoli
obecné prohlaseni, které nasleduje, na
konkrétni nebo podobné polozky nebo
zalezitosti, které za nim bezprostiedné
nasleduji. Preambule této Smlouvy,
vSechny dodatky a pfilohy této Smlouvy
se povazuji za zaclenéné do této Smlouvy
odkazem a tvofi jeji nedilnou soucast.



21.6

21.7

be assigned by Institution without the 21.5 Zadani.

express written consent of Sponsor.
Sponsor shall have the right to assign this
Agreement by providing written notice
to Institution. No assignment shall
relieve either Party of any accrued
obligation that it may then have under

this  Agreement. Any attempted
assignment in violation of this
Agreement shall be void and
unenforceable.

Counterparts. This Agreement may be

executed in any number of counterparts.
The original copy of this Agreement
shall be sent to Sponsor and CRO for
filing purposes. The Parties agree that an
electronic signature of the Parties and
this Agreement shall be valid as an
original signature of the Parties and shall
be effective to bind the Parties to the
Agreement and should be given the same
legal force and effect as a handwritten
signature. The Parties agree that any
electronically signed document
(including this Agreement) shall be
deemed (i) to be “written” or “in
writing”, (i) to have been signed and (iii)
to constitute a record established and
maintained in the ordinary course of
business and an original written record
when printed from electronic files.

Entire Agreement. This Agreement,
including all schedules and attachments
hereto, represents the entire
understanding of the Parties with respect
to the subject matter of this Agreement.
In the event of any inconsistency
between this Agreement and the
Protocol, the terms of the Protocol shall
govern and take precedence with respect
to all scientific and clinical matters, and
the terms of this Agreement shall govern
and take precedence with respect to all
other matters. The invalidity or
unenforceability of any term or provision
of this Agreement shall not affect the
validity or enforceability of any other
term or provision of this Agreement. If
any one or more of the provisions of this
Agreement is held to be invalid or
unenforceable from which no appeal can
be or is taken, the provision shall be
considered severed from this Agreement
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21.6

21.7

Zdravotnické zafizeni nesmi
postoupit tuto Smlouvu ani Zadna prava ¢i
povinnosti z ni  vyplyvajici  bez
vyslovného pisemného souhlasu
Zadavatele. Zadavatel ma pravo postoupit
tuto Smlouvu pisemnym oznamenim
Zdravotnickému zafizeni. Zadné
postoupeni nezbavuje Zadnou ze Stran
jakéhokoli nastalého zavazku, ktery ji v té
dobé mize vzniknout na zakladé této
Smlouvy. Jakykoli pokus o postoupeni v
rozporu s touto Smlouvou je neplatny a
nevymahatelny.

Stejnopisy. Tato Smlouva miZze byt
uzaviena v libovolném poctu vyhotoveni.
Original této Smlouvy se zaSle Zadavateli
a CRO pro ucely archivace. Strany
souhlasi s tim, Ze elektronicky podpis stran
a tato Smlouva jsou platné jako originalni
podpis stran a zavazuji Strany Smlouvy a
maji stejnou pravni silu a Gcinnost jako
vlastnoruéni podpis. Strany se dohodly, Ze

jakykoli elektronicky podepsany
dokument (véetné¢ této Smlouvy) se
povazuje (i) za ,pisemny®, (ii) za

podepsany a (iii) za zdznam vytvofeny a
vedeny v béZzném obchodnim styku a za
originalni pisemny zaznam, pokud je
vytistén z elektronickych soubor.

Uplnd Smlouva. Tato Smlouva, véetnd
vSech jejich pfiloh, pfedstavuje tUplné
ujednani Stran o pfedmétu této Smlouvy.
V piipadé jakéhokoli rozporu mezi touto
Smlouvou a Protokolem se podminky
Protokolu tidi a maji ptednost s ohledem
na vSechny védecké a klinické zalezitosti
a podminky této Smlouvy se fidi a maji
pfednost s ohledem na vSechny ostatni
zalezitosti. Neplatnost nebo
nevymahatelnost jakékoli podminky nebo
ustanoveni této Smlouvy nema vliv na
platnost nebo vymahatelnost jakékoli jiné
podminky nebo ustanoveni této Smlouvy.
Pokud je nékteré¢ ustanoveni nebo vice
ustanoveni  této  Smlouvy shledano
neplatnym nebo nevymahatelnym, proti
¢emuz se nelze odvolat, bude toto
ustanoveni povazovano za odd¢lené od
této Smlouvy a nebude mit za nasledek
neplatnost zbyvajicich ustanoveni této




21.8

and shall not serve to invalidate the
remaining provisions hereof; so long as
the essential benefits of this Agreement
will still be realized.

This Agreement is executed in two
languages. In case of discrepancies
between the Czech version and the
English version of this Agreement, the
Czech version shall prevail.

21.9 In accordance with the law No. 340/2015

Coll. on Registry of Contracts, this
Agreement and/or any amendment shall
be published on the Contract Registry
within thirty (30) days from last
signature. =~ The Parties agree that
Institution shall publish this Agreement,
its Exhibits, and any future amendments,
and Sponsor undertakes to deliver a
redacted version of this Agreement for
publication prior its signing (“Final
Document”).

21.10 The Institution shall publish the

21.11 Sponsor shall draft the final form of

Agreement in the form of Final
Document without Confidential
Information, Personal Information, and
business and trade secrets of the
Sponsor, as defined by the Civil Code,
law number 89/2012 Coll. From the
agreement to be published (“Excluded
Information”), including, without
limitation, the Protocol, the investigator
brochure and the budget exhibit detailing
the costs per procedures. Only the
expected total study budget (Agreement
value) shall be published. Institution
shall only publish the Final Document in
a non-editable searchable PDF format.

the Agreement (“Draft Publication
Document”) for publication (which shall
not contain any Excluded Information)
and shall submit the Draft Publication
Document to the Institution for review
before the Agreement is expected to be
executed.
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21.8

21.9

Smlouvy, pokud budou i nadale
realizovany  zakladni  pfinosy této
Smlouvy.

Tato Smlouva je vyhotovena dvojjazycné.
V ptipadé rozporii mezi Ceskou verzi
a anglickou verzi této Smlouvy bude mit
prednost ceska verze.

Podle zakona ¢. 340/2015 Sb. o registru
smluv musi byt tato Smlouva i veskeré jeji
dodatky zvefejnény v registru smluv do
tticeti (30) dnt od posledniho podpisu.
Strany souhlasi s tim, ze Zdravotnické
zatizeni tuto Smlouvu, jeji pfilohy i
veskeré budouci dodatky zvefejni, a
Zadavatel se zavazuje, Ze pred podpisem
poskytne upravenou verzi této Smlouvy ke
zvefejnéni  (dale  jen  , Konetfny
dokument”).

21.10 Zdravotnické zatizeni zvefejni Smlouvu

ve formé¢ Konecného dokumentu bez
Duvérnych informaci, Osobnich tdaji a
obchodnich tajemstvi Zadavatele, jak je
uvedeno v obéanském zakoniku, zakon ¢.
89/2012 Sb. (dale jen ,Vyloucené
informace’), mimo jiné vcetné Protokolu,
piirucky  zkousejiciho a pfilohy s
rozpoctem, kde jsou uvedeny naklady na
jednotlivé postupy. Bude zvetejnén pouze
celkovy ptredpoklddany rozpocet studie
(hodnota Smlouvy). Zdravotnické zatizeni
zvefejni pouze Konecny dokument v

needitovatelném prohledavatelném
formatu PDF.
21.11 Zadavatel navrhne kone¢nou formu

Smlouvy (déle jen ,,Navrh dokumentu ke
zverejnéni”) ke zverejnéni (ktera nebude
obsahovat zadné Vyloucené informace) a
pfed ocekdvanym uzavienim Smlouvy
predlozi Navrh dokumentu ke zvetejnéni
Zdravotnickému zafizeni k posouzeni.



ARTICLE 22 - APPLICABLE LAW

AND JURISDICTION

22.1 The Agreement shall be governed by the

laws of Czech Republic. The Parties
agree that they will try to resolve any
disputes arising out of or in connection
with this Agreement out of court prior to
resorting to any legal action. If the
Parties are unable to resolve the dispute
amicably within sixty (60) days from the
date the complaining Party gave written
notice of such dispute to the other Party,
the dispute may be brought before the
relevant local court.

CLANEK 22 - ROZHODNE PRAVO A

SOUDNI PRAVOMOC

22.1 Smlouva se fidi zakony Ceské republiky.

Strany souhlasi, Ze se v piipad¢ sporu
vzniklého ze Smlouvy nebo v souvislosti
sni pokusi vyfesit vSechny spory
mimosoudné jesté pred pfistoupenim
k soudni Zalobé. Pokud Strany nebudou
schopny spor vyftesit smirem do Sedesati
(60) dnti ode dne, kdy stézovatelska Strana
podala pisemné oznameni o tomto sporu
druhé Stran€, muze byt spor piedlozen
prislusnému mistnimu soudu.

*%%* Remainder of Page Blank / Signature Page Follows ****
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IN WITNESS WHEREOF, the Parties have
caused their duly authorized representatives to
execute this Agreement, to be effective as of
the Effective Date.

TORL BIOTHERAPEUTICS LLC:

By:
Name: [
Title:

Date:

INSTITUTION:

Bulovka University Hospital

By:
Name: |
Title: [
I
I

Date:

ACKNOWLEDGED AND AGREED

PRINCIPAL INVESTIGATOR:

By:
Name:

Date:
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NA DUKAZ CEHOZ Strany povéfily své fadnd
zmocnéné zastupce, aby podepsali tuto Smlouvu,
ktera nabyva ucinnosti Datem u¢innosti.

TORL BIOTHERAPEUTICS LLC:

Podpis:
Jméno:
Funkce: [

Datum:

ZDRAVOTNICKE ZARIZENI:

Fakultni nemocnice Bulovka

Podpis:
Iméno:
Funkce: [
|

Datum:

VZAL NA VEDOMI A SOUHLASI

HLAVNI ZKOUSEJICi:

Podpis:
jméno:

Datum:




EXHIBIT A / PRILOHA A

PROTOCOL /PROTOKOL

See attached. / Viz pitiloha.
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EXHIBIT B

DATA PROCESSING ADDENDUM

1. Definitions

1.1. Capitalized terms used but not defined in
this Addendum shall have the meanings
assigned to them in the Agreement. Except as
may be modified or supplemented below, the
definitions of the Agreement shall remain in
full force and effect. For the purposes of
interpreting this Addendum, the following
capitalized terms shall have the meanings
ascribed to them as set forth below wherever
they appear within the provisions of this
Addendum and cognate terms shall be
construed accordingly:

(a) “Applicable Data Protection Laws”
means all laws and regulations applicable to
the Processing of Personal Data under the
Agreement, including laws of the European
Union or any Member State thereof, including
but not limited to the GDPR and the Czech
Personal Data Processing Act 2019.

(b) “EC Data Processing SCCs” means the
contractual clauses adopted by the European
Commission Implementing Decision (EU)
2021/915 of 4 June 2021 on standard
contractual clauses between controllers and
processors under Article 28(7) of Regulation
(EU) 2016/679 of the European Parliament
and of the Council;

(c) “EC Data Transfer SCCs” means the
contractual clauses adopted by the European
Commission Implementing Decision (EU)
2021/914 of 4 June 2021 on standard
contractual clauses for the transfer of personal
data to third countries pursuant to Regulation
(EU) 2016/679 of the European Parliament
and of the Council,

(d) “GDPR” means Regulation (EU)
2016/679 of the European Parliament and of
the Council of 27 April 2016 on the Protection
of Natural Persons with Regard to the
Processing of Personal Data and on the Free
Movement of Such Data, and Repealing
Directive 95/46/EC, as may be amended from
time to time;

CTA — TORL Bio & Institution — TORL123-002
Bulovka University Hospital — Site 0401

PRILOHA B

DODATEK O ZPRACOVANI
OSOBNICH UDAJU

1. Definice

1.1.  Pojmy s velkym pocateénim pismenem
pouzité, ale nedefinované v tomto Dodatku,
maji vyznam, ktery je jim pfifazen ve Smlouve.
S vyjimkou nize uvedenych zmén nebo
doplnéni zistavaji definice uvedené ve Smlouvée
v platnosti. Pro ucely vykladu tohoto Dodatku
maji nasledujici vyrazy psané velkymi pismeny
vyznam, ktery je jim pfifazen, jak je uvedeno
nize, kdekoli se objevuji v ustanovenich tohoto
Dodatku, a ptibuzné vyrazy se vykladaji
odpovidajicim zplisobem:

(a) »Platné pravni piredpisy o ochrané
osobnich udaju“ znamenaji vSechny pravni
predpisy a nafizeni, které se vztahuji na
zpracovani osobnich tdaji podle Smlouvy,
v¢etné pravnich predpisi Evropské unie nebo
jakéhokoli jejiho ¢lenského statu, zejména
GDPR a ¢eského zakona o zpracovani osobnich
udaju z roku 2019.

(b) wStandardni smluvni doloZky ES o
zpracovani osobnich udaju* znamenaji
smluvni doloZky piijaté provadécim
rozhodnutim Evropské komise (EU) 2021/915
ze dne 4. ¢ervna 2021 o standardnich smluvnich
dolozkach mezi spravci a zpracovateli podle ¢l.
28 odst. 7 Narizeni Evropského parlamentu a
Rady (EU) 2016/679;

(©) »Standardni smluvni dolozky ES o
prenosu osobnich idaji“ znamenaji smluvni
dolozky pfijaté Provadécim rozhodnutim
Evropské komise (EU) 2021/914 ze dne 4.
¢ervna 2021 o standardnich smluvnich
dolozkach o pienosu osobnich udajii do tretich
zemi podle nafizeni Evropského parlamentu a
Rady (EU) 2016/679;

(d) »GDPR* znamena Natizeni Evropského
parlamentu a Rady (EU) 2016/679 ze dne 27.
dubna 2016 o ochrané fyzickych osob v
souvislosti se zpracovanim osobnich tdajt a o
volném pohybu téchto udaji a o zruSeni
smérnice 95/46/ES, v platném znéni;



(e) “Restricted Transfer” means any
transfer of Personal Data subject to
Applicable Data Protection Laws to a Third
Country (as defined under Applicable Data
Protection Laws for each type of Restricted
Transfer) or an international organization in a
Third Country (including data storage on
foreign servers);

(f) “Services” means the services and other
activities to be supplied to or carried out by or
on behalf of the Center pursuant to the
Agreement;

(2) “Standard Contractual Clauses”
are the model clauses adopted by relevant data
protection authorities for specific
jurisdictions, including the EC Data Transfer
SCCs and EC Data Processing SCCs;

1.2. The terms “Controller”, “Data
Subject”, “Processor”’, “Member State”,
“Personal Data”, “Personal Data Breach”
and “Processing” shall have the same
meaning as in the Applicable Data Protection
Laws, and their cognate terms shall be
construed accordingly. For the purposes of
this Addendum, “Data Controller” or “Data
Controllers”, “Data Processor” or “Data
Processors”, “Data Importer”, and “Data
Exporter” also refer specifically to a Party
or the Parties to this Addendum, as the case
may be.

2. Applicability

2.1. This Addendum will apply to the
Processing of all Personal Data, regardless of
country of origin, place of Processing,
location of Data Subjects, or any other factor.

3. Processing of Personal Data

3.1.This Addendum hereby incorporates by
reference the EC Data Processing SCCs. The
Parties agree to comply with the EC Data
Processing SCCs for all Processing of
Personal Data pursuant to the Agreement.
For purposes of the interpretation and
application of the EC Data Processing SCCs,
the Parties hereby agree as follows:

(a) With regard to Clause 1(a) of the
EC Data Processing SCCs, the
purpose of these Standard
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(e) »Omezeny pi‘enos* znamena jakykoli
prenos osobnich udaji podléhajicich platnym
zakonlim o ochrané osobnich udaja do treti
zemé (jak je definovano v platnych zakonech o
ochran¢ osobnich udajt pro kazdy typ
omezeného pfenosu) nebo do mezinarodni
organizace ve tfeti zemi (véetn¢ ulozeni udaji
na zahrani¢nich serverech);

® »Sluzby* znamenaji sluzby a dalsi
¢innosti, které budou poskytovany centru nebo
provadény centrem nebo jeho jménem na
zéaklad¢ této Smlouvy;

(2) w3tandardni smluvni doloZky* jsou
vzorové dolozky pfijaté prislusnymi organy pro
ochranu osobnich tdaji pro konkrétni
jurisdikce, v¢etné standardnich dolozek ES o
pfedavani udaju a Standardnich smluvnich
dolozek ES o zpracovani osobnich tidaji;

1.2.  Pojmy ,,Spravce*, ,,Subjekt udaji*,
wZpracovatel”, ,,Clensky stat“, ,,Osobni
udaje*, ,,Poruseni ochrany osobnich udaji“ a
wZpracovani® maji stejny vyznam jako v
platnych zakonech o ochrané osobnich udaji a
jejich pribuzné pojmy se vykladaji obdobné. Pro
ucely tohoto dodatku se pojmy ,,Spravce
udaju* nebo ,,Spravci udaju®, ,,Zpracovatel
udaju" nebo ,,Zpracovatelé udaji‘, ,,Dovozce
udaji“ a ,,Vyvozce udaji‘ rovnéz vztahuji
konkrétn€ na Stranu nebo Strany tohoto
Dodatku, podle okolnosti.

2. Pouzitelnost

2.1.  Tento Dodatek se vztahuje na
zpracovani vSech Osobnich idaji bez ohledu na
zemi puvodu, misto Zpracovani, umisténi
Subjekth tdaji nebo jakykoli jiny faktor.

3. Zpracovani osobnich udajt

3.1.  Tento dodatek timto obsahuje odkaz na
Standardni smluvni dolozky o zpracovani
osobnich tdaji ES. Strany se zavazuji, ze pfi
veskerém zpracovani osobnich udaji podle této
Smlouvy budou dodrzovat Standardni smluvni
dolozky ES o zpracovani udaji. Pro tcely
vykladu a uplatfiovani Standardnich smluvnich
dolozek ES o zpracovani udajl se Strany timto
dohodly takto:

(a) S ohledem na ustanoveni 1 pism. a)
Standardnich smluvnich dolozek ES
0 zpracovani osobnich udaji je



Contractual Clauses is to ensure
compliance with Article 28(3)

and (4) of the GDPR.
(b) Clause 5 of the EC Data
Processing SCCs  (Optional

Docking Clause) is not included.

(c) With regard to Clause 7.7 of the
EC Data Processing SCCs, the
Parties select Option 2 (General
Written Authorisation) and a time
period of fourteen (14) days.

(d) The information required by the
Annexes to the EC Data
Processing SCCs is set out in

Schedule A below.

3.2.  In cases where the EC Data
Processing SCCs apply and there is a conflict
between the terms of the Addendum and the
terms of the EC Data Processing SCCs, the
terms of the EC Data Processing SCCs shall
prevail.

4. Restricted Transfers

4.1. This Addendum hereby incorporates by
reference the EC Data Transfer SCCs. The
Parties are deemed to have accepted,
executed, and signed the EC Data Transfer
SCCs where necessary in their entirety
(including the annexures thereto). The
content of the Annexes to the EC Data
Transfer SCCs is set forth below and in
Schedule A to this Addendum.

4.2. The Parties agree to apply:

(a) Module Four of the EC Data Transfer
SCCs when the Data Exporter is Center and
acts as a Processor and the Data Importer is
TORL Bio and acts as a Controller.

4.3.For the purposes of the interpretation and
application of the EC Data Transfer SCCs

(a) With reference to Annex LA of
the EC Data Transfer SCCs:

CTA — TORL Bio & Institution — TORL123-002
Bulovka University Hospital — Site 0401

ucelem téchto Standardnich
smluvnich dolozek zajistit soulad s
¢l. 28 odst. 3 a 4 nafizeni GDPR.

Ustanoveni 5 Standardnich
smluvnich dolozek ES o zpracovani
osobnich udaji (nepovinné dokovaci
ustanoveni) neni zahrnuto.

(b)

S ohledem na wustanoveni 7.7
Standardnich smluvnich dolozek ES
0 zpracovani osobnich udaju si
Strany zvoli moznost 2 (VSeobecné
pisemné povoleni) a lhitu Etrnacti
(14) dnt.

(©

(d) Informace pozadované Pfilohami k
Standardnim smluvnim dolozkam
ES o zpracovani osobnich tdaji jsou
uvedeny v nize uvedeném Seznamu

A.

3.2.  V ptipadech, kdy se pouziji Standardni
smluvni dolozky ES o zpracovani osobnich
udaju a dojde k rozporu mezi podminkami
Dodatku a podminkami Standardnich smluvnich
dolozek ES o zpracovani osobnich udaju, maji
piednost podminky Standardnich smluvnich
dolozek ES o zpracovani osobnich udajt.

4. Omezené pienosy

4.1.  Tento Dodatek timto obsahuje odkaz na
Standardni smluvni dolozky ES o pfenosu
osobnich udaji. Ma se za to, ze Strany piijaly,
provedly a podepsaly pfipadné Standardni
smluvni dolozky ES o ptfenosu osobnich udaji v
plném rozsahu (vcetné jejich ptiloh). Obsah
Ptiloh ke Standardnim smluvnim dolozkam ES
o prenosu osobnich udaji je uveden nize a v
Seznamu A tohoto Dodatku.

4.2.

(a) Modul ¢. 4 Standardnich smluvnich
dolozek ES o pienosu osobnich udaja, kdy
Vyvozce udaji je Centrum a vystupuje jako
Zpracovatel a Dovozce tdaji je TORL Bio a
vystupuje jako Spréavce.

Strany se dohodly, Ze budou uplatiovat:

4.3.  Proucely vykladu a uplatiiovani
Standardnich smluvnich dolozek ES o pfenosu
osobnich udajt

(a) S odkazem na Piilohu LA Standardnich
smluvnich dolozek ES o pfenosu
osobnich udaju:



1. The Parties have provided
each other with the identity information
contact details required under Annex L.A.

ii. The Parties’ controllership
roles are set forth in Section 4.2 of this
Addendum.

1. The details of the Parties’
data protection officer and data protection
representative in the EU are set forth in
Sections 6 and 7 of the Addendum.

1v. The activities relevant to the
Personal Data transferred under the EC Data
Transfer SCCs are set forth in Schedule A to
the Addendum.

(b) Subject to Section 4.5(b), the
Parties’ Choices under the EC Data Transfer
SCCs are as follows:

1. Clause 7 of the EC Data
Transfer SCCs (Optional Docking Clause) is
not included.

il. With respect to Clause 11,
the Parties agree that Data Subjects may also
lodge a complaint with an independent
dispute resolution body at no cost to the Data
Subject.

1ii. With respect to Clause 13,
the supervisory authority with responsibility
for ensuring compliance by the Data Exporter
with the GDPR as regards the data transfer,
as indicated in Schedule A to the Addendum,
shall act as competent supervisory authority.

iv. With respect to Clause 17 of
the EC Data Transfer SCCs, the Parties select
the law of Czech Republic.

V. With respect to Clause 18 of
the EC Data Transfer SCCs, the Parties agree
that any dispute arising from the EC Data
Transfer SCCs shall be resolved by the courts
of Czech Republic.

4.4.In cases where the EC Data Transfer
SCCs apply and there is a conflict between
the terms of the Addendum and the terms of
the EC Data Transfer SCCs, the terms of the
EC Data Transfer SCCs shall prevail.
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1. Strany si vzajemné poskytly kontaktni
udaje s identifikacnimi Gdaji poZzadované podle
ptilohy LA.

1i. Role spolecné spravy Stran jsou
uvedeny v oddile 4.2 tohoto Dodatku.

1ii. Podrobnosti o Povétenci pro ochranu
osobnich dajl a zastupci pro ochranu osobnich
udaju Stran v EU jsou uvedeny v oddilech 6 a 7
Dodatku.

iv. Cinnosti souvisejici s osobnimi tidaji
predavanymi v ramci Standardnich smluvnich

dolozek ES o pienosu osobnich udaja jsou
uvedeny v Seznamu A dodatku.

(b) S vyhradou oddilu 4.5 pism. b) jsou
volby Stran v ramci Standardnich smluvnich

dolozek ES o pfenosu osobnich tudaji
nasledujici:
I. Ustanoveni ¢. 7 Standardnich smluvnich

dolozek ES o pienosu osobnich tdaji
(nepovinné dokovaci ustanoveni) neni zahrnuto.

ii. Pokud jde o Ustanoveni ¢. 11, Strany se
dohodly, Ze Subjekty udaji mohou rovnéz podat
stiznost u nezavislého organu pro feseni sport, a
to bez jakychkoli nakladti pro Subjekt udaju.

1ii. Pokud jde o Ustanoveni ¢. 13, jako
piislusny dozorovy tGrad bude plsobit dozorovy
ufad, ktery je odpoveédny za zajisténi souladu
Vyvozce udajii s GDPR, pokud jde o pfedavani
udaji, jak je uvedeno v Seznamu A dodatku.

iv. S ohledem na Ustanoveni €. 17
Standardnich smluvnich dolozek ES o pfenosu
osobnich wdaj si strany zvoli pravo Ceské
republiky.

v. S ohledem na Ustanoveni ¢. 18
Standardnich smluvnich dolozek ES o ptenosu
osobnich dajt se Strany dohodly, Ze veSkeré
spory vyplyvajici ze Standardnich smluvnich
dolozek ES o pienosu osobnich udaji budou
feseny soudy Ceské republiky.

4.4.  V ptipadech, kdy se pouziji Standardni
smluvni dolozky ES o pfenosu osobnich udajti a
dojde k rozporu mezi podminkami Dodatku a
podminkami Standardnich smluvnich dolozek
ES o pfenosu osobnich tidajt, maji pfednost
podminky Standardni smluvni dolozky ES o
prenosu osobnich udaju.



4.5. With regard to any Restricted Transfer of
Personal Data subject to the GDPR, one of
the following transfer mechanisms shall
apply, in the following order of precedence:

(a) A valid adequacy decision
adopted by the European
Commission on the basis of
Article 45 of the GDPR.

The EC Data Transfer SCCs
(insofar as their use constitutes an
“appropriate safeguard” under
Article 46 of the GDPR).

(b)

Any other lawful data transfer
mechanism, as laid down in the
Applicable Data Protection Laws,
as the case may be.

©

5. General Terms

5.1.1In the event of any conflict between the
Agreement (including any annexes and
appendices thereto) and this Addendum, the
provisions of this Addendum shall control,
except in such cases where the applicable
Standard Contractual Clauses will apply and
take precedence.

5.2.Should any provision of this Addendum
be found legally invalid or unenforceable,
then the invalid or unenforceable provision
will be deemed superseded by a valid,
enforceable provision that most closely
matches the intent of the original provision
and the remainder of the Addendum will
continue in effect.

5.3.1f the Institution determines that it can no
longer meet any of its obligations in
accordance with this Addendum, its
Schedules or the Standard Contractual
Clauses (where applicable), it shall promptly
notify TORL Bio of that determination and
cease the Processing or take other reasonable
and appropriate steps to remediate the lack of
compliance.

5.4.1f you accept the terms of this Addendum
on behalf of an entity, you represent and
warrant to TORL Bio that you have the
authority to bind that entity and its Affiliates,
where applicable, to the terms and conditions
of this Addendum.
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4.5.  Pokud jde o Omezeny ptenos osobnich
udaju, na ktery se vztahuje GDPR, pouZzije se
jeden z nasledujicich mechanismi pfenosu v
nasledujicim potadi:

(a) Platné rozhodnuti o priméfenosti

ptijaté Evropskou komisi na zakladé
¢lanku 45 GDPR.

Standardni smluvni dolozky ES o
pfenosu osobnich udaji (pokud
jejich pouziti predstavuje ,,vhodnou
ochranu“ podle ¢lanku 46 GDPR).

(b)

(c) Jakykoli jiny zdkonny mechanismus
pfenosu udaju, jak je pripadné
stanoveno v platnych zakonech o
ochran¢ osobnich udaju.

5. Obecné podminky

5.1.  V ptipadé jakéhokoli rozporu mezi
Smlouvou (v€etné vSech jejich ptiloh a dodatki)
a timto Dodatkem maji pfednost ustanoveni
tohoto Dodatku, s vyjimkou piipadu, kdy se
pouziji a maji piednost piislusné Standardni
smluvni doloZky.

5.2.  Pokud bude nékteré ustanoveni tohoto
Dodatku shledano pravné neplatnym nebo
nevymahatelnym, bude neplatné nebo
nevymahatelné ustanoveni povazovano za
nahrazené platnym a vymahatelnym
ustanovenim, které se nejvice blizi zdméru
puvodniho ustanoveni, a zbytek Dodatku
zlistane v platnosti.

5.3.  Pokud Zdravotnické zatizeni zjisti, ze jiz
nemuize plnit nékterou ze svych povinnosti v
souladu s timto Dodatkem, jeho Seznamy nebo
Standardnimi smluvnimi dolozkami (je-li to
relevantni), neprodlené o tom informuje
spole¢nost TORL Bio a ukon¢i Zpracovani nebo
podnikne jiné pfiméfené a vhodné kroky k
naprave nedostatktl.

5.4.  Pokud pfijmete podminky tohoto
Dodatku jménem subjektu, prohlasujete a
zarucujete spolecnosti TORL Bio, Ze jste
opravnéni zavazat tento subjekt a pripadné jeho
pfidruzené spolecnosti podminkami tohoto
Dodatku.



5.5.1In the event Institution materially
breaches this Addendum, or suffers a
material Personal Data Breach, TORL Bio
may, upon written notice to the Institution,
terminate the relevant Agreement
immediately (or upon such date as TORL Bio
selects), with no further fees due, other than
what has been accrued up to and including
the date of termination.

6. Data Protection Officer

6.1.TORL Bio’s Data Protection Officer is:

VeraSafe, LLC

100 M Street S.E.. Suite 600
Washington. D.C. 2000
USA

Phone: [

Email [

Web:
https://www.verasafe.com/ab

out-verasafe/contact-us/

6.2.Institution’s Data Protection Officer is:

Name:

Title: DPO

Postal Address: Budinova 67/2,
Praha 8, 180 81. Czech republic

E-mail Address: |

6.3.The Institution warrants that it will
promptly update, when necessary, the
information provided in Section 6.2 and keep
all such information complete and up to date.

7. Data Protection Representative

7.1. The identity and contact information of
the EU representative of TORL Bio is:

VeraSafe

Plaza de la Solidaridad 12, Floor 5
29006, Malaga

Malaga

Spain
https://verasafe.com/public-
resources/contact-data-protection-

representative/

7.2.Notices Pursuant to this Addendum.
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5.5. 'V piipadé, ze Zdravotnické zaiizeni
podstatné porusi tento Dodatek nebo dojde k
podstatnému PoruSeni osobnich udaji, mize
spole¢nost TORL Bio na zaklad¢ pisemného
oznameni Zdravotnickému zafizeni okamzité
(nebo k datu, které si spole¢nost TORL Bio
zvoli) ukoncit piislusnou Smlouvu bez dalsich
poplatkd, kromé téch, které vznikly do data
ukonceni Smlouvy vcetné.

6. Poveienec pro ochranu osobnich tdaju

6.1. Povérenec pro ochranu osobnich udajt
spolecnosti TORL Bio je:

VeraSafe, LLC

100 M Street S.E.. Suite 600
Washington, D.C. 2000
USA

Telefon: ]
E-mail: [
Web:
https://www.verasafe.com/about

-verasafe/contact-us/

6.2. Poveéfenec pro ochranu osobnich idaja
Zdravotnického zatizeni je:
Jméno: G
Funkce: DPO
Postovni adresa: Budinova 67/2, Praha 8,
180 81, Ceska republika

E-mailova adresa: |

6.3. Zdravotnické zaiizeni zarucuje, ze bude v
piipade¢ potieby neprodlené aktualizovat
informace uvedené v oddile 6.2 a ze bude
vSechny tyto informace udrzovat uplné a
aktudlni.

7.  Zastupce pro ochranu osobnich udaju

7.1. Totoznost a kontaktni tidaje zastupce
spole¢nosti TORL Bio pro EU jsou nésledujici:
VeraSafe
Plaza de la Solidaridad 12, 5. patro
29006, Malaga
Malaga
Spain
https://verasafe.com/public-
resources/contact-data-protection-

representative/

7.2. Oznameni podle tohoto dodatku.



(a) Notices to TORL Bio shall be sent to
and to TORL Bio’s
Data Protection Officer listed in Section 6.1.

(b) Notices to Institution shall be sent to

(a) Oznameni spole¢nosti TORL Bio se zasilaji
na adresu | 2 Poveienci pro
ochranu osobnich udaju spolecnosti TORL Bio
uvedenému v oddile 6.1.

(b) Oznameni Zdravotnickému zafizeni se

zasilaji na adres |G

***The Remainder of this Page is Intentionally Blank***
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SCHEDULE A OF EXHIBIT B SEZNAM A DODATKU B
DETAILS OF PROCESSING PODROBNOSTI O ZPRACOVANI

Further details of the Processing, in addition ~ Dalsi podrobnosti o Zpracovani, kromé téch,
to the ones laid down in the Agreement and které jsou uvedeny ve Smlouvé a v tomto

this Addendum, include: Dodatku, zahrnuji:

1. The subject matter of the Processing of 1. Predmétem Zpracovani osobnich udaji
Personal Data is: je:
The subject matter of the Processing of Predmétem Zpracovani osobnich udaji je
Personal Data pertains to the provision of poskytovani sluzeb na zadost spole¢nosti
the Services, as requested by TORL Bio. TORL Bio.

2. The duration of the Processing of 2. Doba trvani Zpracovani osobnich udaji

Personal Data is: je:

The duration of the Processing of Doba zpracovani osobnich udajt je obecné
Personal Data is generally determined by stanovena spolecnosti TORL Bio a Platnymi
TORL Bio and Applicable Law, as pravnimi predpisy, jak je popsano ve
described in the Agreement. Smlouvé.

3. The nature and purpose of the 3. Povaha a ucel Zpracovani osobnich

Processing of Personal Data is: udaju je:
The purpose of Processing of Personal Ugel Zpracovani osobnich udaji se vztahuje
Data pertains to the conduct of the Trial na provadéni Studie podle Smlouvy. Povaha
pursuant to the Agreement. The nature (typ) takového Zpracovani zahrnuje zejména
(type) of such Processing includes, nasledujici ¢innosti: shromazd’ovani,
without limitation, the following zaznamenavani, usporadavani,
activities: collection, recording, strukturovani, uchovavani, pfizpisobovani
organization, structuring, storage, nebo pozmeénovani, vyhleddvani, nahlizeni,
adaptation or alteration, retrieval, pouzivani, zpiistupiiovani pfenosem, Sifeni
consultation, use, disclosure by nebo jiné zptistupiiovani, srovnadvani nebo
transmission, dissemination or otherwise kombinovani, omezovani, vymaz nebo
making available, alignment or zniceni.
combination, restriction, erasure or
destruction.

4. The categories of Personal Data to be 4. Kategorie Zpracovavanych osobnich

Processed includes: udaju zahrnuji:
Biographical information, such as first Zivotopisné udaje, jako je jméno a piijment,
and last name, age, and date of birth; vék a datum narozeni; kontaktni tidaje, jako
contact information, such as email je e-mailové adresa a telefonni ¢islo;
address and phone number; information informace o odborné kvalifikaci a
about professional qualifications and pracovnich zkuSenostech, identifikacni ¢islo
work experience, site ID number, Trial- centra, data souvisejici se Studii, udaje o
related dates, location data. miste.

5. The special categories of Personal Data S. Zvlastni kategorie Zpracovavanych

to be Processed and applied restrictions osobnich udaji a uplatiiovana omezeni
or safeguards that fully take into nebo ochranna opatieni, ktera plné
consideration the nature of the data zohlediiuji povahu tidaju a souvisejici
and the risks involved (such as, for rizika (jako je napfiklad omezeni tcelu,
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instance, purpose limitation, access
restrictions, keeping a record of access
to the data, restrictions for onward
transfers, or additional security
measures) for each category of
Personal Data are:

Health data, such as information about
medical history, existing medical
conditions, symptoms, or prescribed
medications; certain categories of
demographic data, such as ethnicity and
race.

6. The categories of Data Subjects to
whom the Personal Data relates are:

The Institution employees and
contractors; TORL Bio employees and
contractors; personnel involved in the
conduct of clinical trials; and patients
that participate in clinical trials
sponsored by TORL Bio.

7. The basic Processing activities to which
the Personal Data will be subject
include, without limitation:

Collection, recording, organization,
storage, adaptation or alteration,
retrieval, consultation, use, disclosure by
transmission, dissemination or otherwise
making available, alignment or
combination, blocking, erasure or
destruction for the purpose of providing
the Services to TORL Bio in accordance
with the terms of the Agreement.

8. The frequency of the transfer (e.g.
whether the Personal Data is
transferred on a one off or continuous
basis):

Continuous.

9. Activities relevant to the Personal Data
transferred pursuant to the EC Data
Transfer SCCs:

Conduct of the Trial, pursuant to the
Agreement.

omezeni piistupu, vedeni ziznamii o
pristupu k udajim, omezeni pro dalsi
piredavani nebo dodate¢na bezpe¢nostni
opatieni) pro kazdou kategorii Osobnich
udaju:

Zdravotni udaje, jako jsou anamnestické
udaje, soucasnych onemocnénich,
priznacich nebo piedepsanych 1écich; urcité
kategorie demografickych udaju, jako je
etnicky ptivod a rasa.

Kategorie Subjekti udaju, kterych se
Osobni tdaje tykaji, jsou:

Zaméstnanci a smluvni partnefi
Zdravotnického zafizeni; zaméstnanci a
smluvni partnefi spole¢nosti TORL Bio;
pracovnici podilejici se na provadéni
klinickych studii; a pacienti, ktefi se Gi¢astni
klinickych studii, jejich Zadavatelem je
spole¢nost TORL Bio.

Mezi zakladni ¢innosti Zpracovani,
kterym budou Osobni tidaje podléhat,
patii zejména:

Shromazd’ovani, zaznamenavani,
organizovani, ukladani, pfizptisobovani
nebo pozménovani, vyhledavani, nahliZeni,
pouzivani, zpiistupiiovani pfenosem, Sifeni
nebo jiné zptistupiiovani, srovnadvani nebo
kombinovani, blokovani, mazani nebo
niceni za ucelem poskytovani Sluzeb
spolec¢nosti TORL Bio v souladu s
podminkami Smlouvy.

Frekvence pfenosu (napft., zda jsou
Osobni udaje predavany jednorazové
nebo priubézné):

Prabézné.
Cinnosti souvisejici s Osobnimi udaji
prediavanymi podle Standardnich
smluvnich doloZek pro pienos osobnich

udaji ES:

Vedeni Studie v souladu se Smlouvou.
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10. Description of the technical and 19, Ppopis technickych a organiza¢nich
bezpec¢nostnich opatieni zavedenych

organizational

security  measures

implemented by the Parties:

1.

Encryption of the Personal Data in
transit using the Transport Layer
Security (TLS) protocol version 1.2
or higher with a minimum of 128-bit
encryption;

Encryption at rest of the transferred
Personal Data using a minimum of
AES-256;

Active monitoring and logging of
network and database activity for
potential security events including
intrusion;

Regular scanning and monitoring of
any authored software applications
and IT systems for vulnerabilities;

Restriction of physical and logical
access to IT systems that process
Personal Data to those officially
authorized persons with an identified
need for such access.

Firewall protection of external points

of  connectivity in  network
architecture;

Expedited patching of known
exploitable vulnerabilities in the

software applications and IT systems
used by the Institution; and

Appropriate  information security
policies and procedures designed to
safeguard Personal Data.

11. The following is deemed an instruction
by TORL Bio to Process Personal Data:

1.

Processing in accordance with the
Agreement and Trial Protocol.

Processing to comply with other
reasonable documented instructions
provided by TORL Bio (e.g., via
email) where such instructions are
consistent with the terms of the
Agreement.
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Stranami:

1.

Sifrovani osobnich udaji pii pienosu
pomoci protokolu TLS (Transport
Layer Security) verze 1.2 nebo vyssi s
minimalné 128bitovym Sifrovanim;

Sifrovani pfenasenych Osobnich udaji
v klidovém stavu pomoci minimalné
AES-256;

Aktivni monitorovani a
zaznamenavani sitové a databazové
aktivity pro piipadné bezpecnostni
udalosti vCetné naruseni;

Pravidelné skenovani a monitorovani
vSech  autorskych  softwarovych
aplikaci a IT systémt z hlediska
zranitelnosti;

Omezeni fyzického a logického
pfistupu k IT systémim, které
zpracovavaji Osobni udaje, na Gfedné
opravnéné osoby, u nichz byla zjisténa
potteba takového pristupu.

Ochrana externich bodd pfipojeni
branou firewall v sitové architektuie;

Urychlené  opravovani  znamych
zranitelnych mist v softwarovych
aplikacich a IT systémech pouzivanych
Zdravotnickym zafizenim a

Vhodné zésady a postupy zabezpeceni
informaci uréené k ochrané Osobnich
udaju.

11. Nasledujici text je povaZovan za pokyn
spolecnosti TORL Bio ke Zpracovani osobnich

udaji:

1.

Zpracovani v souladu se Smlouvou a
Protokolem Studie.

Zpracovani v souladu s dal$imi
pfiméfenymi zdokumentovanymi
pokyny spole¢nosti TORL Bio (napf.
prostfednictvim e-mailu), pokud jsou
tyto pokyny v souladu s podminkami
Smlouvy.



EXHIBIT C: / PRILOHA C:

TRIAL BUDGET / ROZPOCET STUDIE

PAYEE INFORMATION / INFORMACE O PRIJEMCI PLATBY

Investigator / ZkousSejici

First Name and Last Name / Jméno a
prijmeni:

Institution / Zdravotnické zarizeni:

Fakultni nemocnice Bulovka

Mailing Address / PoStovni adresa:

Budinova 67/2
180 81 Praha 8

Payee / PFijemce platby

Name / Jméno:

Fakultni nemocnice Bulovka

Mailing Address / PoStovni adresa:

Attn / K rukam:
Budinova 67/2
180 81 Praha 8

Bank Information (for wire transfers) /
Bankovni iidaje (pro bankovni prevody)

All fields must be completed / VSechna pole
musi byt vyplnéna

Bank Name / Ndzev banky:

Ceska narodni banka

Bank Number / Cislo banky:

Bank Address / Adresa banky:
(Including country / véetné zem¢)

SWIFT / ABA Number/ ¢islo SWIFT/ ABA:

IBAN Number / ¢islo IBAN:

Account Name (Should match payee name) /
Nazev uctu: (musi odpovidat jménu
prijemce platby)

Fakultni nemocnice Bulovka

Account Number (Corporate or Personal) /
Cislo uctu (firemni nebo osobni):

Payment type / Druh platby

Payments to be made by (check that apply) /
Zpisob platby (zaskrtnéte prislusné pole):
[] Cheque / Sek

[_] Electronic funds transfer / Elektronicky
prevod finan¢nich prostiredki

= Wire / Bankovni pievod

Tax ID Number or VAT Number / Dafové
identifikacni ¢islo

1(‘39: 00064211
DIC: CZ00064211

HCP Number or Medical Practitioner
Number (if applicable) / Cislo HCP nebo
Cislo 1ékare (pokud je k dispozici)

Institution’s contact name for invoices
management purposes / Jméno kontaktni
osoby Zdravotnického zafizeni pro ucely
fakturace:

First Name and Last Name / Jméno a
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EXHIBIT D /PRILOHA D

LIABILITY INSURANCE CERTIFICATE AND LIABILITY INSURANCE
CONTRACT/
POJISTNY CERTIFIKAT A POJISTNA SMLOUVA
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EXHIBIT E / PRILOHA E

APPROVAL ISSUED BY THE STATE INSTITUTE FOR DRUG CONTROL /
POVOLENI VYDANE STATNIM USTAVEM PRO KONTROLU LECIV

See attached. / Viz piiloha.
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