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CLINICAL TRIAL RESEARCH AGREEMENT

SMLOUVA O PROVEDENI ,KLINICKEHO
HODNOCENI

This Clinical Trial Research Agreement (“Agreement”) is
entered into as of the publishing of this executed Agreement
in Agreement Registry (“Effective Date”), by and among

University Hospital Brno, Jihlavska 20, 625 00 Brno,
Czech Republic, ID number: 65269705, VAT: CZ65269705,
represented by: MUDr. Roman Kraus, MBA, Director, state-
funded organization established by the decision of the
Ministry of Health, without duty of registration in the
commercial register, registered in the Trade Register kept by
the Municipal Trade Office in Brno, (“Institution™),

XXXXXXXX, Domicil: XXXXxxX, Born on: XXXXXXXXXXX, (
“Principal Investigator”) and

Acerta Pharma B.V., a Dutch limited liability company,
with registered office at xxxxxxxxxX, represented by duly
authorized representative(s) of Acerta Pharma B.V.
(“Acerta”) (“Sponsor”).

The Institution, Principal Investigator and Sponsor are
hereinafter individually referred to as a (“Party”) and are
collectively known as the (“Parties”).

Tuto smlouvu 0 provedeni klinického hodnoceni (dale jen
»smlouva“) mezi sebou ke dni uvefejnéni podepsané
smlouvy v Registru smluv (dale jen ,datum u¢innosti®)
uzaviraji

Fakultni nemocnice Brno, Jihlavska 20, 625 00 Brno,
Ceska republika, IC: 65269705, DIC: CZ65269705,
jednajici: MUDr. Roman Kraus, MBA - fteditel, statni
ptispévkova organizace ziizen4d rozhodnutim Ministerstva
zdravotnictvi bez povinnosti zépisu do obchodniho rejstiiku
zapsani do  Zivnostenského  rejstiiku  vedeného
Zivnostenskym ufadem mésta Brna, (,,instituce),

XXXXXXXXXXX, bytem: XXXXXXXX, nar. dne: XXXXxxX , dale
jen (,,hlavni zkousSejici®) a

spole¢nost Acerta Pharma B.V., se sidlem v XXXXXXXXXX,
zastoupena radné poveéfenym/nymi zastupci Acerta Pharma
B.V. (dale jen ,,Acerta“,) (,,zadavatel*).

Instituce, hlavni zkouSejici a zadavatel jsou nadéle
oznacovani jednotlivé jako (,,smluvni strana®) a spole¢né

jako (,,smluvni strany®).

Sponsor desires Institution under the direction of the
Principal Investigator to study Xxxxxxxxx (“Study Drug”)
and Institution and Principal Investigator are willing to
perform certain clinical trial research with respect to the
Study Drug (the “Study”). The Principal Investigator is an
employee of the Institution and willing to act as principal
investigator in relation to the conduct of the Study The
Parties hereto agree as follows:

Zadavatel ma zajem, aby instituce pod vedenim hlavniho
zkousejiciho  ohodnotila  pfipravek  XxxXxxxx  (dale
»hodnocené 1éCivo™) a instituce a hlavni zkousejici maji
zajem provést prislusné klinické hodnoceni hodnoceného
lé¢iva (dale ,klinické hodnoceni®). Hlavni zkousejici je
zameéstnancem instituce a ma zajem pusobit jako hlavni
zkousejici pti provadéni klinického hodnoceni. Smluvni
strany se dohodly nasledovné:
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1. Study

1. Klinické hodnoceni

Principal Investigator and Institution shall ensure that the
Study to be performed under this Agreement shall be
performed in strict accordance with the terms of the final
protocol (as approved by the Parties and the applicable
Independent Ethics Committee (“IEC”) and as it may be
amended from time to time in accordance with the terms of
this Agreement) (the “Protocol”) which is entitled “A Phase
3, Randomized, Double blind, Placebo controlled,
Multicenter Study of Bendamustine and Rituximab (BR)
Alone Versus in Combination with Acalabrutinib (ACP
196) in Subjects with Previously Untreated Mantle Cell
Lymphoma”, Protocol Number ACE-LY-308. A copy of the
Protocol has been provided under separate cover and is
incorporated herein by reference as Exhibit B. The
Institution and Principal Investigator acknowledge receipt of
the Protocol.

Hlavni zkousejici a instituce zajisti, ze klinické hodnoceni
provadéné dle této smlouvy bude realizovano v piisném
souladu s podminkami kone¢ného znéni protokolu (jak bylo
schvaleno smluvnimi stranami a pfisluSnou nezavislou
etickou komisi (,,NEK*) v€etné piipadnych zmén a doplitki
uc¢inénych v souladu s touto smlouvou) (dale jen ,,protokol)
S nazvem ,Randomizované dvojité zaslepené placebem
kontrolované multicentrické hodnoceni faze 3 pripravkii
bendamustin a rituximab (BR) ve srovndni s jejich
kombinaci s piipravkem acalabrutinib (ACP-196) u
subjektii s diive neléCenym lymfomem 7 plas§t'ovych
bunék, &islo protokolu ACE-LY-308. Kopie protokolu je
ke smlouve pfilozena samostatné jako Piiloha B. Instituce a
hlavni zkousSejici potvrzuji ptijeti protokolu.

2. Principal Investigator

2. Hlavni zkouSejici

A Principal Investigator will be responsible for the
direction and supervision of all Study efforts at Institution.
Principal Investigator and Institution shall ensure that the
Study is conducted strictly in accordance with applicable
Institution policies, the terms of the applicable IEC approval
for the Study, the Protocol, this Agreement, all applicable
governmental and local laws, rules, regulations, guidelines
and other governmental requirements and all applicable
industry and professional standards including without
limitation, Act No. 378/2007 Coll., on Pharmaceuticals, as
amended, Act No. 372/2011 Coll., on Medical Services, as
amended, and Regulation No. 226/2008 Coll., Specifying
the Good Clinical Practice and Stipulating the Detailed
Conditions of the Clinical Trial (“Laws”) and the quality
standards of “Good Clinical Practice” (which term shall
mean generally accepted good clinical practices including
without limitation those set out in the current version of the
Declaration of Helsinki and the International Conference on
Harmonization Guidelines for Good Clinical Practice in
force from time to time and including, if applicable, the
United States Food and Drug Administration’s (“EDA”)
most recent guidance and regulations concerning current
Good Clinical Practice). In the event that the Principal
Investigator leaves or is removed from the Institution (or is
otherwise unwilling or unavailable to direct the Study in
accordance with this Agreement), then Institution shall, as
soon as practicable but in any event within two (2) business
days of such event, provide written notice of such event to
Sponsor. Any subsequently appointed principal investigator
must be approved, in writing in advance, by Sponsor and
such new principal investigator shall be required to agree to
all the terms and conditions of the Protocol and this
Agreement and to sign each such document as evidence of
such agreement (although failure to so sign will not relieve
such new principal investigator from abiding with all the
terms and conditions of the Protocol and this Agreement). If

A. Hlavni zkousSejici odpovida za ftizeni klinického
hodnoceni Vv instituci a dohled nad veskerymi tikony s nim
souvisejicimi. Hlavni zkouSejici a instituce zajisti, ze
klinické hodnoceni bude vedeno piisné v souladu s
pfislusSnymi zasadami instituce, podminkami pfisluSného
schvaleni udéleného klinickému hodnoceni komisi NEK, s
protokolem, touto smlouvou, vSemi piisluSnymi statnimi a
mistnimi zakony, pravidly, pfedpisy, smernicemi a dal§imi
vladnimi pozadavky a vSemi pfisluSnymi primyslovymi a
profesnimi  normami  vcetné mimo jiné  zakona
¢. 378/2007 Sb., o 1éc¢ivech, ve znéni pozd&jsich piedpisd,
zakona ¢&. 372/2011 Sb., o zdravotnich sluzbach, ve znéni
pozdé&jsich predpisi, a vyhlasky ¢. 226/2008 Sb., o spravné
klinické praxi a bliz§ich podminkach klinického hodnoceni
lé¢ivych pripravki (,,zakony*) a standardy kvality ,,spravné
klinické praxe“ (kteryZto termin oznacuje obecné piijaté
spravné klinické postupy, mimo jiné vcetné téch, které jsou
uvedeny v aktualnim znéni Helsinské deklarace, a pokynu
Mezinarodni konference o harmonizaci tykajicich se spravné
klinické praxe v platném znéni, pfipadné také vcetné
nejnovéjsich pokynit a nafizeni tykajicich se aktualni
spravné klinické praxe amerického Ufadu pro kontrolu
potravin a 1é¢iv FDA (,,FDA)). V piipadé, ze dojde k
ukonceni pracovniho nebo obdobného pomeéru hlavniho
zkousejiciho u instituce (nebo bude-li hlavni zkousejici jinak
neochoten ¢i neschopen fidit klinické hodnoceni v souladu s
touto smlouvou), musi instituce o této skutecnosti pisemnée
informovat zadavatele, a to co nejdiive, v kazdém piipadé
vSak nejpozd€ji do dvou (2) pracovnich dni. Jakykoli
nasledné jmenovany hlavni zkousejici musi byt zadavatelem
pfedem pisemné schvalen a od tohoto nového hlavniho
zkousejiciho bude pozadovéano, aby pfistoupil na vsechny
podminky a nalezitosti protokolu a této smlouvy a na dikaz
souhlasu kazdy takovy dokument podepsal (piestoze
nepodepsani téchto dokumentli jej nezbavuje povinnosti
dodrzovat veskeré podminky a naleZitosti protokolu a této
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Sponsor does not approve of the new principal investigator,
or the new principal investigator does not sign this
Agreement, then Sponsor may terminate this Agreement
with immediate effect and, to the extent applicable, arrange
for the transfer of the Study to Principal Investigator’s new
institution in which case Institution shall provide general
cooperation and assistance in transferring the Study to the
succeeding institution, including facilitating transfer of
materials, data and know-how needed for the Study.
Signature of this Agreement by a replacement Principal
Investigator shall not remove those obligations of the
predecessor Principal Investigator which by their nature
survive his/her removal as a party to this Agreement as
referred to in Section 10(E).

smlouvy). Pokud zadavatel nového hlavniho zkousejiciho
neschvali nebo novy hlavni zkouSejici nepodepise tuto
smlouvu, muze zadavatel tuto smlouvu s okamzitou platnosti
ukoncit a Vv pfislusném rozsahu zajistit presun klinického
hodnoceni do nové instituce hlavniho zkousejiciho, v
kterémzto piipadé musi instituce poskytnout komplexni
soucinnost a pomoc pii presunu klinického hodnoceni do
nasledné instituce véetné usnadnéni piesunu materiall, dat a
know-how nezbytnych pro klinické hodnoceni. Podpisem
této smlouvy nahradnim hlavnim zkouSejicim nezanikaji
predchazejicimu hlavnimu zkousejicimu ty povinnosti, které
Z podstaty své povahy pietrvavaji i po jeho vyjmuti jakozto
smluvni strany z této smlouvy, jak je uvedeno v ¢asti 10(E).

B. Upon the prior consent of Sponsor, which shall not
be unreasonably withheld, Institution and Principal
Investigator may appoint one or more collaborating
physicians (“Sub-Investigators”) to participate in the Study.
Such Sub-Investigators shall work under the supervision of,
shall report to and be the sole responsibility of the Principal
Investigator, and the Principal Investigator and Institution
shall each ensure that all Sub-Investigators undertake all
activity related to the Study in accordance with the terms of
this Agreement and the Protocol and hereby provide, in
respect of each Sub-Investigator, warranties and undertaking
to perform each of the obligations of Principal Investigator
under this Agreement other than those relating to the
Principal Investigator’s obligation to supervise the Study,
which obligation shall be performed solely by Principal
Investigator. The Institution and the Principal Investigator
shall be liable for all of a Sub-Investigator’s acts and
omissions. Prior to a Sub-Investigator’s performance of any
responsibilities under the Study, the Principal Investigator
will promptly provide each Sub-Investigator with a copy of
the Study Protocol and this Agreement and shall ensure they
have read and understood the same.

B. Po pfedchozim souhlasu zadavatele, ktery nesmi byt
bezdivodné odpiran, miize instituce a hlavni zkouSejici
jmenovat k tcasti na klinickém hodnoceni jednoho nebo vice
spolupracujicich ~ 1ékatt  (,,spoluzkousejici).  Takovi
spoluzkousejici budou pracovat pod dohledem hlavniho
zkousejiciho, budou se mu zodpovidat a budou v jeho
vyhradni odpovédnosti. Hlavni zkousejici a instituce zajisti,
ze vSichni spoluzkousejici budou vykonavat veskerou
¢innost souvisejici s klinickym hodnocenim v souladu s
podminkami této smlouvy a protokolu, a timto zarucuji a
zavazuji se, ze kazdy spoluzkousejici bude plnit vSechny
jednotlivé povinnosti hlavniho zkousSejiciho vyplyvajici z
této smlouvy, které jsou jiné nez ty, jez se vztahuji k
povinnosti hlavniho zkousejiciho dohlizet na pribéh
klinického hodnoceni, kterouzto povinnost musi vykonavat
vyhradné hlavni zkousSejici. Za veskeré¢ jednani a pochybeni
spoluzkousejicich bude odpovédna instituce a hlavni
zkousejici. Drfive nez spoluzkousejici vykona jakékoli
povinnosti v ramci klinického hodnoceni, hlavni zkouSejici
kazdému spoluzkousejicimu bez prodleni doda kopii
protokolu klinického hodnoceni a této smlouvy a zajisti, ze
si doty¢ni tyto dokumenty piectou a plné jim porozumi.

C. Institution and Principal Investigator shall not,
without the prior written consent of Sponsor, sub-contract or
otherwise engage any consultant or other third party to
perform any of the activities or obligations under this
Agreement.

C. Instituce ani  hlavni  zkouSejici nesmi bez
predchoziho pisemného souhlasu zadavatele uzaviit smlouvu
se subdodavatelem nebo jinak zapojit zadného konzultanta
nebo jinou treti stranu za UCelem vykonavani jakychkoli
¢innosti nebo povinnosti vyplyvajicich z této smlouvy.

3. Conduct of Study

3. Vedeni klinického hodnoceni

A. Principal Investigator shall conduct and supervise
the Study in accordance with the provisions of this
Agreement and the Protocol and in accordance with the
Study’s budget, set forth in Exhibit A.

A. Hlavni zkousSejici bude provadét klinické hodnoceni
a dohlizet na n¢ v souladu s ustanovenimi této smlouvy a S
protokolem a v souladu s rozpoétem klinického hodnoceni
uvedenym v Piiloze A.

B. All terms and payments of compensation, benefits,
and any other conditions of engagement, including but not
limited to payment of taxes, for any person working with the
Principal Investigator and any other support staff who may
be used in the performance of the Study (including without

B. Veskeré podminky a platby nahrad, vyhody a
jakékoli jiné podminky zapojeni, véetné mimo jiné platby
dani, pro jakoukoli osobu pracujici s hlavnim zkouSejicim a
jakékoli dalsi pomocné pracovniky, kteti mohou byt vyuziti
k provadéni Kklinického hodnoceni (véetné jakéhokoli
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limitation any Sub-Investigator) shall be solely a matter
between the Institution and such individuals. Principal
Investigator and any Institution personnel shall not be
deemed to be employees of Sponsor or entitled to any
benefits offered by Sponsor to Sponsor’s employees.

spoluzkousejiciho), bude zalezitosti vyhradn€ mezi instituci
a témito osobami. Hlavni zkouSejici ani zadni zaméstnanci
instituce nebudou povazovani za zaméstnance zadavatele a
ani nemaji narok na vyhody, jez zadavatel nabizi svym
zaméstnanctm.

C. Sponsor reserves the right to limit enrollment by
giving notice to Institution and Principal Investigator to
cease further enrollment in the Study (“Enrollment Cap”).
Upon receipt of such notice, Institution and Principal
Investigator agree to enroll no additional patients in the
Study. In the event of such a notice to cease further
enrollment, the total sums payable by Sponsor pursuant to
this Agreement shall be pro-rated for the number of patients
enrolled to the date of issue of such notice, with any funds
for patients beyond the Enrollment Cap previously paid by
Sponsor to Institution being refunded to Sponsor.

C. Zadavatel si vyhrazuje pravo omezit maximalni
pocet zatazenych subjekti hodnoceni, a to prostfednictvim
oznameni instituci a hlavnimu zkou$ejicimu s pokynem k
ukonCeni dal§itho =zafazovani subjektd do klinického
hodnoceni  (,,Maximdalni poclet zafazenych subjektii
hodnoceni®). Instituce a hlavni zkousejici souhlasi s tim, ze
po obdrzeni takového oznameni nezafadi do klinického
hodnoceni z4dné dalsi pacienty. V piipadé takového
oznameni o ukonceni dalS$iho zafazovani subjektl budou
celkové castky splatné zadavatelem dle této smlouvy
pfepocitany na pocet pacientd zafazenych k datu vydani
takového oznameni. Jakékoli finan¢ni prostredky urcené pro
pacienty presahujici maximalni pocet zatazenych subjektd
hodnoceni, které byly zadavatelem instituci uhrazeny dfive,
budou zadavateli vraceny.

D. Principal Investigator shall enroll patients into the
Study in accordance with the Protocol. Principal Investigator
shall use best efforts to (i) complete all enrollment by the
patient enroliment closing date which shall be determined in
Sponsor’s sole discretion, (ii) complete all applicable clinical
research forms within forty-eight (48) hours of generation,
and (iii) qualify each patient by the data collection closing
date which shall be determined in Sponsor’s sole discretion.
The estimated number of enrolled Study subjects at the
Institution is XXXXXX.

D. Hlavni zkousejici se zavazuje provést nabor subjektii
do klinického hodnoceni v souladu s protokolem. Hlavni
zkousejici musi vynalozit maximalni usili, aby (i) cely
proces zafazeni dokoncil ke konecnému datu pro zatfazeni
pacientti, ktery bude stanoven vyhradné dle uvaZzeni
zadavatele, (ii) vyplnil vSechny pfislusné formulaie
klinického vyzkumu do osmadtyticeti (48) hodin od jejich
vytvoteni a (iii) kazdého pacienta vyhodnotil do kone¢ného
data pro sbér udajl, ktery bude stanoven vyhradné dle
uvazeni zadavatele. Predpokladany pocet zatazenych
subjektti hodnoceni ve zdravotnickém zatizeni je XXX.

4, Representations and Warranties

4. Prohlaseni a zaruky

A. Sponsor represents and warrants to Institution and
Principal Investigator that:

A. Zadavatel prohlasuje a zavazuje se instituci a
hlavnimu zkousejicimu, Ze:

(1) it has the legal right and power to enter into this
Agreement (including the right to authorize Institution and
Principal Investigator to conduct the Study with respect to
the Study Drug), and the execution of this Agreement will
not constitute a material default under any other agreement
to which it is a party in relation to the Study Drug;

(1) ma ze zakona pravomoc uzaviit tuto smlouvu
(vCetné pravomoci povetit instituci a hlavniho zkousejiciho
provedenim  klinického  hodnoceni  tykajiciho  se
hodnoceného 1éCiva) a plnéni této smlouvy nebude
predstavovat neplnéni zavazkl vyplyvajicich z jakékoli jiné
smlouvy, kde pasobi jako smluvni strana, tykajici se
hodnoceného 1é¢iva;

(i) to its knowledge, Sponsor’s provision of any
information, data or material under this Agreement will not
violate or infringe upon the rights of any third party patent or
trade secret; and

(i) podle nejlepsiho védomi zadavatele poskytnutim
jakychkoli informaci, udaji ¢i materidla dle této smlouvy
nebudou naruSena ani poruSena prava na patent nebo
obchodni tajemstvi zadné tfeti strany, a

(iii) it shall perform its obligations under this Agreement
in compliance with all applicable Laws.

(i)  zadavatel bude plnit své povinnosti vyplyvajici z
této smlouvy v souladu se vSemi ptislusSnymi zakony.
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B. Institution and Principal Investigator represent and
warrant to Sponsor that:

B. Instituce a hlavni zkouSejici prohlasuji a zavazuji se
zadavateli, Ze:

(i) to its knowledge, neither Institution’s nor Principal
Investigator’s performance under this Agreement will violate
or infringe upon the rights of any third party, including but
not limited to property, contractual, employment, trademark,
trade secrets, copyright, patent, proprietary information or
non-disclosure rights;

Q) podle nejlepsiho védomi instituce i hlavniho
zkousejiciho jejich jednani dle této smlouvy nenaruSuje ani
neporusuje prava zadné tfeti strany v€etné¢ mimo jiné prav k
vlastnictvi, smluvnich prav, prava na zaméstnani, prav
souvisejicich s ochrannymi znadmkami ¢i obchodnimi
tajemstvimi, autorskych prav, patentovych prav, prav
souvisejicich s vlastnickymi informacemi ani prdva na
nesdélovani informaci;

(i) neither is a party to any agreement which would
prevent it from fulfilling its obligations under this
Agreement and that during the term of this Agreement,
neither will enter into any agreement to provide services
which would in any way prevent it from performing, conflict
with or restrict their ability to perform the Study in
accordance with this Agreement;

(i) ani jeden z nich nejsou smluvni stranou v zadné
smlouveé, ktera by jim branila plnit jejich povinnosti
vyplyvajici z této smlouvy, a Ze béhem trvani této smlouvy
ani jeden z nich neuzavie smlouvu o poskytovani sluzeb,
kterda by jim jakymkoli zplisobem branila provadét toto
klinické hodnoceni, byla by v rozporu s provadénim tohoto
klinického hodnoceni nebo by omezovala jejich schopnost
provadét tuto studii v souladu s touto smlouvou;

(iii) it has the requisite and necessary experience,
equipment, facilities, personnel and capability to properly
conduct the Study in accordance with this Agreement;

(i)  maji zkuSenosti, vybaveni, zafizeni, personal a
schopnosti nezbytné k ftadnému provadéni klinického
hodnoceni v souladu s touto smlouvou;

(iv) it has obtained or will obtain and thereafter will
maintain for the term of this Agreement, all licenses,
authorizations, approvals and reviews required by Law and
Good Clinical Practice to conduct the Study; and

(iv) ziskali nebo ziskaji a po dobu trvani této smlouvy si
zachovaji veskeré licence, opravnéni, schvaleni a kontroly
vyzadované ze zdkona a dle zasad spravné klinické praxe k
provadéni tohoto klinického hodnoceni; a

(V) it will (i) maintain its equipment in number and type
such that Institution and Principal Investigator possesses all
equipment and software necessary to perform the Study and
that the equipment used to conduct the Study is and shall at
all times be in good working condition so as to permit the
performance of the Study in compliance with all Laws, (ii)
upgrade and/or replace equipment and software as necessary
to permit the performance of the Study in accordance with
all Laws, and (iii) exercise its commercially reasonable
efforts to supply additional equipment and software capacity
to meet any unforeseen requirements for the Study.

(v) budou (i) své vybaveni udrzovat v takovém poctu a
typu, aby instituce a hlavni zkousSejici vlastnili veskeré
vybaveni a software nezbytné k provadeéni klinického
hodnoceni, a vybaveni pouzivané k provadéni klinického
hodnoceni je a vzdy bude v dobrém funkénim stavu, aby
umoziovalo provadéni klinického hodnoceni v souladu se
vSemi zakony, (ii) budou vybaveni a software dle potieby
aktualizovat a/nebo vyménovat, aby umoznili provadéni
klinického hodnoceni v souladu se vSemi zakony, a (iii)
vynalozi obchodné piiméfené usili na zajisténi dalSiho
vybaveni a softwaru pro pfipad plnéni nepiedvidanych
pozadavki v ramci klinického hodnoceni.

(vi) Institution’s applicable database applications and
electronic records systems and facilities which are used in
the performance of the Study, including without limitation
the database to be used by Institution and Principal
Investigator for the tracking, handling, recording, reporting
and transmitting of data generated during the Study, have
been fully validated and are compliant with all Laws.

(vi) Prislusné¢ databazové aplikace, systémy pro
elektronické zdznamy a zafizeni vyuzivané v ramci
klinického hodnoceni, napiiklad databaze, jiz ma instituce a
hlavni zkouSejici pouzivat ke sledovani, nakladani,
zaznamenavani, vykazovani a prenaseni tidaji generovanych
b&hem klinického hodnoceni, byly plné ovéfeny a vyhovuji
vSem zakonim.

C. Each Party hereto hereby represents, warrants and
covenants to the other that: (i) it has taken all necessary
actions on its part to authorize the execution, delivery and
performance of the obligations undertaken in this

C. Kazda smluvni strana této smlouvy timto prohlasuje,
zaruCuje a zavazuje se druhé smluvni strané, Ze: (i) na své
stran¢ piijala vSechna opatfeni nezbytnd k opravnéni
realizovat, dodat a plInit povinnosti, k nimz se zavazuje v této
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Agreement, and no other actions, corporate or otherwise are
necessary with respect thereto, and (ii) when executed and
delivered by it, this Agreement will constitute a legal, valid
and binding obligation of it, enforceable against it in
accordance with this Agreement’s terms.

smlouvé, a v tomto ohledu jiz neni tfeba podnikat dalsi
opatieni, a to korporatni ani jina, a (ii) po podpisu a doruceni
bude tato smlouva predstavovat zakonnou, platnou a
zavaznou povinnost, ktera bude vymahatelna v souladu s
podminkami této smlouvy.

5. Non-Exclusion

5. Nevyloudeni

A. Institution and the Principal Investigator each
certifies and represents and warrants that neither it nor any
other person who is or will perform services hereunder
(“Study Personnel™) is or has been (or will be during the
term of this Agreement):

A. Instituce 1 hlavni zkousejici potvrzuji, prohlasuji a
zaru€uji, Ze oni ani zadna jina osoba, ktera provadi nebo
bude provadét sluzby vyplyvajici z této smlouvy (,,studijni
personal®), nejsou ani nebyli (ani v dob¢ trvani této smlouvy
nebudou):

(i) an individual who is debarred by a competent health
authority (including, if applicable, the US FDA) from
providing services in any capacity to a person that has an
approved or pending drug product application (“Debarred
Individual”) and no debarment action, suit, claim,
investigation or legal or administrative proceedings
(“Debarment Action”) has commenced or, to the best of the
Institution’s or Principal Investigator’s knowledge, is
pending or threatened against either of them or any Study
Personnel;

(i) osobou, ktera je kompetentnim zdravotnickym
organem (vCetné¢ piipadné amerického urfadu FDA)
vyloucena z poskytovani sluzeb v jakékoli funkci osobé,
ktera ma schvalenou zadost o schvaleni 1éCiva nebo jez ceka
na vyfizeni takovéto zadosti (,,vylouend osoba®), a podle
nejlepsiho védomi instituce nehrozi této instituci, hlavnimu
zkouSejicimu ani nikomu ze studijniho personalu zakaz
vykonavani odborné Cinnosti, Zaloba, stiznost, vySetfovani
nebo soudni ¢i spravni fizeni (,,zakaz odborné ¢innosti*);

(i) an employer, employee, or partner of a Debarred
Individual, or a corporation, partnership, or association that
has been debarred by a competent health authority
(including, if applicable, the US FDA) from submitting or
assisting in the submission of any abbreviated drug
application (a “Debarred Entity”), or an employee, partner,
shareholder, member, subsidiary, or affiliate of a Debarred
Entity;

(i) zaméstnavatelem, zaméstnancem nebo partnerem
vylou¢ené osoby nebo spoleCnosti, partnerstvim ¢i
sdruzenim, které bylo kompetentnim zdravotnickym
organem (véetné¢ piipadné amerického urfadu FDA)
vylou€eno z ptedkladani ¢i pomoci pti predkladani jakékoli
zadosti o zkracenou proceduru schvalovani 1éciva
(,,vylouéeny subjekt), ani zaméstnancem, partnerem,
akcionatem, clenem, dcefinou spolecnosti ¢i pobockou
vylou€eného subjektu;

(iti)  excluded from participation in any governmental
healthcare program for the provision of items or services for
which payment may be made by a governmental healthcare
program;

(ili)  vylouceni z ucasti na jakémkoli vladnim programu
zdravotni péCe pro zajisténi véci a sluzeb, jez mohou byt
hrazeny z prostiedkti tohoto vladniho programu zdravotni
péce;

(iv) contracted with any employee, contractor, agent,
vendor or vendor’s affiliate knowing that the contracting
party is excluded from participation in any governmental
healthcare program; or

(iv) smluvné vazani s jakymkoli zaméstnancem, smluvni
stranou, zprostfedkovatelem, dodavatelem ¢i pobockou
dodavatele s védomim, Ze dotéena smluvni strana je
vyloucena z i¢asti na jakémkoli vladnim programu zdravotni
péce; ani

(v) the subject of a final or pending adverse action. (v) pfedmétem konecného nebo dosud nevytfizeného
nepiiznivého opatfeni.
B. Institution and Principal Investigator agree to | B. Instituce a hlavni zkousejici souhlasi s tim, ze budou

immediately inform Sponsor in writing if either of them or
any Study Personnel become a Debarred Individual or if any
Debarment Action is commenced, pending, or, to the best of
Institution’s or Principal Investigator’s knowledge, is
threatened against Principal Investigator, Institution or any

zadavatele neprodlené pisemné¢ informovat, pokud se n¢ktery
z nich nebo jakakoli osoba ze studijniho personalu stane
vylou¢enou osobou, bude-li zahajen ¢i je bude ¢ekat jakykoli
zakaz odborné Cinnosti nebo pokud dle nejlepsiho védomi
instituce ¢i hlavniho zkousSejiciho toto hrozi hlavnimu
zkouSejicimu, instituci nebo komukoliv ze studijniho

6/34




PI; xXXXXXXXXX. Confidential/Davérné

Study Personnel.

personalu.

C. In the event that Institution or Principal Investigator
becomes debarred as set forth in this Article 5 or utilize the
services of an individual, corporation, partnership or
association that has been debarred, Sponsor shall have the
right to automatically terminate this Agreement upon receipt
of such notice without any further action or notice.
Additionally, in the event that Institution or Principal
Investigator receives any notice of debarment actions,
Sponsor shall have the right to terminate this Agreement,
pursuant to the provisions of Section 10(C).

C. V piipadé, Ze instituci nebo hlavnimu zkouSejicimu
bude zakadzana odbornd cinnost, jak je uvedeno v tomto
¢lanku 5, nebo bude-li instituce ¢i hlavni zkousSejici vyuZzivat
sluzby jednotlivce, spolecnosti, partnerstvi nebo sdruzeni,
které bylo vylouceno, zadavatel je opravnén tuto smlouvu po
obdrzeni takového oznameni automaticky ukoncit bez
dalsiho opatieni nebo ozndmeni. Dale v pfipadé€, Ze instituce
nebo hlavni zkousSejici obdrzi jakékoli ozndmeni o zikazu
odborné cinnosti, je zadavatel opravnén tuto smlouvu
ukon¢it v souladu s ustanovenimi uvedenymi v ¢asti 10(C).

6. Institution and Principal Investigator Obligations

6. Povinnosti instituce a hlavniho zkouSejiciho

A. Institution and Principal Investigator (and will
ensure that the Study Personnel) shall:

A. Instituce a hlavni zkousSejici budou (a zajisti, Ze
studijni personal bude):

(i) (a) strictly adhere to the terms of the Protocol, (b)
adhere to Sponsor’s written instructions relative to the
Protocol, (c) conduct the Study in accordance with the
applicable quality standards of Good Clinical Practice, (d)
conduct the Study in accordance with the requirements of the
Statement of Investigator, FDA Form 1572 (as described in
21 of Code of Federal Regulations (“CER”) 312.53), the
terms of which are incorporated by reference herein (and
Principal Investigator shall complete, sign, and deliver a
Form 1572 to Sponsor prior to the commencement of the
Study); and (e) comply with all Laws, including but not
limited to the Federal Food, Drug, and Cosmetic Act, as
amended (“FFEDCA”),including but not limited to the
Standards for Privacy of Individually Identifiable Health
Information (“Privacy Rule”), and including without
limitation, Act No. 378/2007 Coll., on Pharmaceuticals, as
amended, Act No. 372/2011 Coll., on Medical Services, as
amended, and Regulation No. 226/2008 Coll., Specifying
the Good Clinical Practice and Stipulating the Detailed
Conditions of the Clinical Trial, and anti-corruption laws
that may be applicable to one or more parties to the
Agreement;

Q) (a) prisné¢ dodrzovat podminky protokolu, (b)
dodrzovat pisemné pokyny zadavatele tykajici se protokolu,
(¢) provadét klinické hodnoceni v souladu s pfislusnymi
standardy kvality spravné klinické praxe, (d) provadét
klinické hodnoceni v souladu s pozadavky formulafe Gfadu
FDA ¢. 1572 Prohlaseni zkousejiciho (jak je popsano v
kapitole 21 Kodexu federalnich pravnich predpist (,,CFR*)
312.53), jehoz podminky jsou zde uvedeny odkazem (a
hlavni zkousejici musi formulaf ¢. 1572 vyplnit, podepsat a
doruc¢it zadavateli jeS$té pred zahajenim klinického
hodnoceni); a (€) jednat v souladu se vSemi zakony véetné
mimo jiné Federalniho zdkona o potravinach, lécich a
kosmetickych piipravcich v aktudlnim znéni (,,FEDCA®),
véetné mimo jiné Zasad pro ochranu osobnich udaji u
zdravotnich  informaci, kter¢é umoznuji identifikaci
(Standards for Privacy of Individually Identifiable Health
Information) (,,pravidlo ochrany osobnich udaji®), véetné
mimo jiné zakona ¢.101/2000 Sb., o ochran¢ osobnich
udajii, ve znéni pozdgjSich predpisi (implementujici
Smérnici Evropského parlamentu a Rady 95/46/ES, o
ochran¢ osobnich udajit) ,a s protikorupénimi zakony, které
se mohou vztahovat na jednu nebo vice smluvnich stran této
smlouvy;

(i) maintain all records and reports as required under
this Agreement, all Laws and the Protocol and, upon the
reasonable request of Sponsor, submit reports (whether
orally or in writing which will be stipulated by Sponsor at
the time of the request) on the progress of the Study;
provided, that written reports, including but not limited to
status of the budget and subject recruitment will be provided
within thirty (30) days of a request from Sponsor;

(i) uchovavat vSechny zaznamy a zpravy, jak je
vyzadovano dle této smlouvy, vSech zakoni a protokolu, na
rozumnou zadost zadavatele budou predkladat hlaSeni (Gstné
¢i pisemné, coz zadavatel uréi pii zadosti) ohledné postupu
klinického hodnoceni; za podminky, Ze pisemné zpravy
napiiklad o stavu rozpoctu ¢i naboru subjektd budou
dodavany ve lhaté tficeti (30) dni od zadosti vznesené
zadavatelem;

(iti)  ensure that the Study Personnel shall be capable
professionally and duly qualified and have all necessary
experience and expertise to perform the Study in accordance
with this Agreement;

(i)  zajistovat, ze studijni personal bude po odborné
strance schopny a nalezité kvalifikovany a bude mit vSechny
zkuSenosti a odborné znalosti nezbytné k provadéni
klinického hodnoceni v souladu s touto smlouvou;
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(iv) obtain authorization, via the Informed Consent
Form, for the use and disclosure of Protected Health
Information (“PHI”) for research purposes from each of the
Study subjects (and/or their duly authorized representatives)
in full compliance with the Privacy Rule;

(iv) ziskavat prostfednictvim informovaného souhlasu
opravnéni k pouziti a odhaleni chranénych zdravotnich
informaci (,,PHI*) pro ucely vyzkumu od kazdého subjektu
klinického hodnoceni (a/nebo nalezit¢ opravnénych
zastupct) v plném souladu s pravidlem ochrany osobnich
udaji;

(V) be responsible for reporting and tracking of all
adverse events (“AES”) in compliance with all Laws and the
Protocol and Principal Investigator shall be responsible for
updating all AEs, including any expedited safety reports.
Principal Investigator and Institution shall notify Sponsor
within twenty-four (24) hours after learning of any serious
adverse reaction incurred during or as the result of the Study,
and provide a written confirmation report of such event
promptly thereafter;

(V) budou odpovédni za ohlaSovani a sledovani vSech
nezadoucich ptihod (,,AES®) v souladu se vSemi zakony a
protokolem a hlavni zkouSejici bude odpovédny za
aktualizaci informaci o v8ech nezadoucich pfihodach v¢etné
veskerych odesilanych bezpecnostnich hlaseni. Hlavni
zkousejici a instituce budou zadavatele informovat o jakékoli
zavazné nezadouci reakci, kterd se vyskytne béhem nebo
nasledkem klinického hodnoceni, a to do ¢tytiadvaceti (24)
hodin od jejiho zjisténi, a nasledné o této ptihodé ihned doda
pisemné potvrzeni;

(vi) promptly provide Sponsor with all information in
their possession or control as may be needed to assist
Sponsor in the identification and resolution of problems or
unexpected occurrences involving the Study Drug or its use
in the Study;

(vi)  ihned dle potieby poskytnou zadavateli veSkeré
informace, které maji k dispozici nebo pod dohledem, aby
mu pomohli identifikovat a fesit problémy ¢i nefekané
udalosti tykajici se hodnoceného 1éciva nebo jeho pouziti v
klinickém hodnoceni;

(vii)  hold, store and transport all supplies of the Study
Drug in compliance with all Laws, and comply with all
reasonable requests of Sponsor regarding the return of all
unused Study Drug on completion or premature termination
of the Study or the termination of this Agreement or written
notification from Sponsor of the expiry of the useable shelf
life of the Study Drug and keep (and provide to Sponsor on
request) appropriate records of the conditions in which Study
Drug is stored and also of the Study Drug received,
dispensed, used, and returned in accordance with applicable
Law and the Protocol;

(vii)  budou uchovavat, skladovat a piepravovat veskeré
zasoby hodnoceného léc¢iva v Souladu se vSemi zakony a
budou jednat v souladu se vSemi piiméfenymi zadostmi
zadavatele tykajicimi se vraceni vesSkerého nepouzitého
hodnoceného 1é¢iva po dokonceni ¢i predcasném ukonceni
klinického hodnoceni, ukonceni této smlouvy nebo
pisemném upozornéni od zadavatele 0 exspiraci Zivotnosti
hodnoceného 1éCiva a povedou (a na Zadost zadavateli
poskytnou) pfislusné zdznamy o podminkach, ve kterych je
hodnocené 1é¢ivo skladovano, a také o tom, jaké hodnocené
1é¢ivo bylo ptijato, vydano, pouzito a vraceno v souladu s
ptislusnym zakonem a protokolem;

(viii)  not conduct any research activities with or use the
Study Drug other than as explicitly set out in the Protocol;
and

(viii)  nebudou s hodnocenym 1é¢ivem provadét zadné jiné
vyzkumné Cinnosti ani je nebudou pouZivat jinak, nez je
vyslovné uvedeno v protokolu; a

(ix) not improperly use or disclose to Sponsor or any of
its directors, officers, employees or agents, any confidential
information belonging to any third party with whom
Institution or Principal Investigator has an agreement or duty
to keep such information confidential, and Institution and
Principal Investigator shall not bring onto the premises of
Sponsor any such information in any medium unless
consented to in writing by such third party.

(ix) nevhodné nepouziji ani neodhali zadavateli ani
zadnému z jeho fediteli, vedoucich pracovnikd,
zaméstnanci ¢i zastupcli zadné diavérné informace nalezici
jakékoli treti stran€, s niZ ma instituce nebo hlavni zkousejici
dohodu nebo povinnost uchovat takové informace diveérné, a
instituce ani hlavni zkousSejici nesmi zadné takové informace
ptinést do prostor zadavatele na zadném médiu, pokud k
tomu neziska pisemny souhlas dotéené tfeti strany.

7. Study Monitoring and Inspection Rights 7. Monitorovani__a kontrola pribéhu Kklinického
hodnoceni
A. Sponsor, its project monitor(s) and others designated | A. Zadavatel, jeho monitor (monitofi) projektu a dalsi

by Sponsor, at mutually agreeable times during the Study or
as applicable after completion or early termination of the

osoby urcené zadavatelem budou mit pravo v dobu vhodnou
pro ob¢ strany béhem klinického hodnoceni a po piiméfenou
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Study shall be entitled to:

dobu po jeho dokonceni nebo pred¢asném ukonceni:

(1 examine and inspect, at regular business hours,
Institution’s facilities being used, or otherwise required, for
performance of the Study;

(1) prohlizet a kontrolovat v ramci b&zné pracovni doby
zafizeni instituce, které je pouzivano nebo jinak vyzadovano
k provadéni klinického hodnoceni;

(i) subject to applicable patient confidentiality
considerations, inspect, audit, and copy or have copied, all
records, data and work product relating to the Study
conducted under this Agreement; and

(i) zohlednit diveérnost informaci tykajicich se subjektd
hodnoceni, prohlizet, kontrolovat a potizovat kopie vsSech
zaznami, udaji a vysledkG Cinnosti souvisejicich s
klinickym hodnocenim provadénym dle této smlouvy; a

(iti)  inspect and make copies of all data necessary for
Sponsor to confirm that the Study is being or was conducted
in conformance with this Agreement.

(iii) kontrolovat a pofizovat kopie vSech tudaju
nezbytnych pro zadavatele k potvrzeni, ze klinické
hodnoceni je nebo bylo provadéno v souladu s touto
smlouvou.

B. Notwithstanding anything to the contrary, if Sponsor
has reason to believe that the Study is not being performed,
or was not performed, in compliance with the terms of this
Agreement, Sponsor may schedule an inspection and audit
without advance notice to Institution and Principal
Investigator and without limitation as to timing or length of
such audit or inspection. Institution and Principal
Investigator agree to cooperate with the audit, and to prepare
responses to any deficiencies identified in any Sponsor audit
within ten (10) business days of being notified of such
deficiencies. Promptly after the conclusion of an audit in
which deficiencies were noted and Institution and Principal
Investigator have submitted responses, the Parties shall meet
to agree on a plan for implementation of corrective
measures. Sponsor agrees that it shall not disclose to any
third party any information unrelated to the Study
ascertained by Sponsor in connection with any such audit or
examination, except to the extent required by Law. Sponsor
shall reimburse Institution and Principal Investigator for
reasonably incurred expenses associated with any inspection,
audit or investigation relating to the Study (“Inspection”)
instigated by Sponsor, unless such Inspection finds that
Institution and/or Principal Investigator breached this
Agreement or any applicable Law. Notwithstanding the
existence of Sponsor’s rights under this Article 0, Sponsor
shall be under no obligation to exercise these rights.

B. Ma-li zadavatel duvod véfit, bez ohledu na cokoli,
Co je s timto pfesvédéenim v rozporu, Ze klinické hodnoceni
neni nebo nebylo provadéno v souladu s podminkami této
smlouvy, muZze naplanovat kontrolu a audit bez pifedchoziho
upozornéni instituci a hlavnimu zkousejicimu a bez omezeni,
co se nacasovani a délky takového auditu ¢i kontroly tyce.
Instituce a hlavni zkousejici poskytnou sou¢innost pii auditu
a v ptipade, ze budou pii auditu zadavatele zjistény jakékoli
nedostatky, pfipravi feSeni zjisténych nedostatkii do deseti
(10) pracovnich dni od upozornéni. lhned po uzavieni
auditu, pfi kterém byly zaznamenany nedostatky a na négjz
instituce a hlavni zkouSejici predlozili svou reakci, se
smluvni strany sejdou za ucelem dohodnuti planu na
zavedeni napravnych opatieni. Zadavatel souhlasi s tim, ze
neodhali zadné treti stran¢ jakékoli informace nesouvisejici s
klinickym hodnocenim, které zjistil v souvislosti s jakymkoli
takovym auditem nebo Setfenim, s vyjimkou ptipadd, kdy to
vyzaduje zakon. Zadavatel instituci a hlavniho zkousejiciho
odskodni za vydaje piiméfené¢ vzniklé v souvislosti s
jakoukoli kontrolou, auditem nebo Setfenim vztahujicim se
ke klinickému hodnoceni (,,Kontrola®) iniciovanym
zadavatelem za podminky, ze tato kontrola nezjisti, ze by
instituce a/nebo hlavni zkousejici porusili tuto smlouvu nebo
jakykoli prislusny zakon. Bez ohledu na existenci prav
zadavatele vyplyvajicich z tohoto ¢lanku Onema zadavatel
zadnou povinnost tato prava uplatnit.

C. Institution and Principal Investigator agree to assist
Sponsor, to the extent deemed reasonable by Sponsor, in
order to facilitate Sponsor’s representatives’ examination,
inspection, auditing and copying of materials relating to the
Study and in order to enforce the rights granted to Sponsor in
this Article 0.

C. Instituce a hlavni zkouSejici se zavazuji, Ze
poskytnou zadavateli soucinnost v rozsahu, ktery zadavatel
povazuje za piiméfeny, za ucelem pomoci zastupcum
zadavatele pii Setfeni, kontrole, auditu a kopirovani
material vztahujicim se ke klinickému hodnoceni a za
ucelem vymahani prav garantovanych zadavateli dle tohoto
¢lanku 0.

8. Clinical Trial Approvals

8. Schvaileni klinického hodnoceni

A. Institution and Principal Investigator shall be

A. Instituce a hlavni zkousSejici jsou odpovédni za
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responsible for obtaining the following:

zajisténi nasledujiciho:

(1 intentionally ommitted,;

(1) umyslné vynechano;

(i) in advance of any intervention or their participation
in the Study, from each human subject (or their duly
authorized representative), a signed informed consent which
complies with all Laws.

(i) podepsaného informovaného souhlasu, ktery je v
souladu se vSemi zdkony, od kazdého lidského subjektu
(nebo jeho zakonného zastupce), a to jesté pred jakymkoli
zasahem nebo ucasti tohoto lidského subjektu v klinickém
hodnoceni.

B. In the event Institution’s IEC requires changes in the
Protocol, informed consent or related forms, Sponsor shall
be advised in advance and all modifications to the Protocol,
informed consent and related forms must be approved in
advance and in writing by Sponsor. Institution and Principal
Investigator shall not modify the Study described in the
Protocol without the prior written approval of Sponsor.

B. V piipad¢, ze komise NEK dané instituce vyzaduje
zmény v protokolu, informovaném souhlasu nebo
souvisejicich formulatich, zadavatel o nich musi byt pfedem
informovan a  musi  vS8echny tUpravy  protokolu,
informovaného souhlasu a souvisejicich formulard predem
pisemné schvalit. Instituce ani hlavni zkouSejici nesmi
pozménovat klinické hodnoceni popsané v protokolu bez
predchoziho pisemného souhlasu zadavatele.

C. Institution and Investigator shall provide to Sponsor
original Case Report Forms for each patient participating in
the Study; supporting source documentation where needed,;
and such other reports when and as required by the Study or
any Laws or as may be requested by Sponsor from time to
time.

C. Instituce a zkouSejici poskytnou zadavateli
originalni zaznamy subjektu hodnoceni pro kazdého pacienta
ucastniciho se klinického hodnoceni; v piipadé potieby
dokumentaci z podptrnych zdroju; a piipadné takové dalsi
zpravy, které mohou byt dle potfeby vyzadovany pro
klinické hodnoceni nebo na zaklad¢ jakychkoli zakont nebo
vyzadované zadavatelem.

D. All Study subjects must meet the legal age and
competency requirements of the state in which the Study is
to be conducted. In the event that a Study subject is a minor
or otherwise is incompetent under the laws of such state, the
parent(s) or legal guardian(s) of such person shall provide
written consent prior to the Study subject’s actual
participation in the Study.

D. Vsechny subjekty klinického hodnoceni musi
spliiovat pozadavky zakonného véku a zpuisobilosti platné ve
staté, kde ma byt klinické hodnoceni provadéno. V ptipadé,
ze subjektem klinického hodnoceni je osoba dle zdkoni
takového statu nezletila nebo jinak nezpusobila, musi rodi¢
(rodi¢e) nebo zakonny zastupce (zakonni zastupci) takové
osoby poskytnout pisemny souhlas jest¢ pied skutecnou
ucasti subjektu hodnoceni v tomto klinickém hodnoceni.

9. Term of Agreement

9. Doba trvani smlouvy

The Study shall begin on the Effective Date and shall, unless
terminated earlier pursuant to Article 10, continue until both
(i) the Study is completed and (ii) all final Study
documentation required to be provided under the Protocol is
received and accepted by Sponsor. The estimated Trial
duration is sixty-eight (68) months. If at any time
Institution or Principal Investigator have reason to believe
that the Study will not be initiated or completed as per the
schedule initially anticipated and agreed upon by the Parties,
Sponsor will be advised, in writing, of the reason(s) and
length of additional time required to commence or complete
work, and this Agreement may be terminated by Sponsor as
provided in Article O.

Klinické hodnoceni bude zahijeno k datu ucinnosti, a
nebude-li ukonceno piredéasné¢ dle ¢lanku 10, bude
pokracovat, dokud (i) nebude dokonc¢eno a (Il) dokud
zadavatel neobdrzi a nepfijme veSkerou pozadovanou
zavére¢nou dokumentaci ke klinickému hodnoceni, ktera ma
byt dodana dle protokolu. Pfedpokladané trvani tohoto
klinického hodnoceni je Sedesat osm (68) mésict.
Pokud bude mit instituce nebo hlavni zkouSejici kdykoli
duvod domnivat se, Ze klinické hodnoceni nebude zahajeno
nebo dokonceno dle plvodné ocekavaného a smluvnimi
stranami schvalené¢ho harmonogramu, zadavatel bude
pisemné informovan o davodu (divodech) a délce
dodatecného Casu pozadovaného k zapoceti ¢i dokonceni
prace, a zadavatel mize tuto smlouvu ukoncit, jak je
uvedeno v ¢lanku 0.
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10. Termination and Effects of Termination

10.

Ukonceni smlouvy a nasledky tohoto ukonéeni

A. Sponsor may terminate this Agreement by giving
thirty (30) days written notice to Institution.

A. Zadavatel je opravnén tuto Smlouvu pisemné
vypoveédet s tiicetidenni (30) vypoveédni Thiitou.

B. Notwithstanding any other provision hereof, in the
event Sponsor believes that immediate termination is
necessary due to its evaluation of risks to enrolled research

B. Bez ohledu na jakakoli jin4 ustanoveni této smlouvy
plati, Ze je-li zadavatel pfesvédcen o nezbytnosti okamzitého
ukonceni smlouvy na zakladé vlastniho vyhodnoceni rizik

subject(s), Sponsor may terminate this Agreement | pro subjekt (subjekty) zatazeny do klinického hodnoceni,
immediately. miize tuto smlouvu okamzité ukongit.
C. Notwithstanding any other provision hereof, | C. Bez ohledu na jakakoli jina ustanoveni této smlouvy

Sponsor shall be entitled to terminate this Agreement, with
immediate effect, for any material breach which shall
include but will not be limited to Institution’s or Principal
Investigator’s failure to comply with: (a) its obligations,
responsibilities and the terms and conditions of this
Agreement and the Protocol; (b) its obligations for keeping
Sponsor informed of all necessary and relevant information
in connection with the Protocol; or (c) any applicable Law
relevant to the Study.

plati, Zze zadavatel ma pravo tuto smlouvu ukonCit s
okamzitou platnosti z dGvodu jakéhokoli zavazného
poruseni, kam mimo jiné spada selhani instituce ¢i hlavniho
zkousejiciho jednat v souladu: (a) se svymi zavazky,
povinnostmi a podminkami této smlouvy a protokolu; (b) se
svymi povinnostmi pribézné zadavatele informovat o vSech
nezbytnych a relevantnich skute¢nostech v souvislosti s
protokolem; nebo (c) s jakymikoli pfislusnymi zakony
vztahujicimi se na klinické hodnoceni.

D. Institution and/or Principal Investigator reserve the right
to terminate the Study immediately upon notification to
Sponsor if requested to do so by the responsible IEC or if
such termination is required to protect the health of Study
Subjects.

D. Zdravotnické zafizeni a/nebo hlavni zkouSejici si
vyhrazuji pravo pisemnou vypovédi zadavateli ukoncit
klinické hodnoceni s okamzitou platnosti, pokud to pozaduje
NEK nebo pokud je ukonceni nutné k ochrané¢ zdravi
subjektd klinického hodnoceni.

E. Either the Institution or the Principal Investigator may
terminate this Agreement upon written notice to Sponsor, if
the Sponsor materially breaches this Agreement and fails to
cure such breach within thirty (30) calendar days from the
receipt of a written notice with particulars of the breach.

E. Instituce nebo hlavni zkouSejici mohou ukonéit tuto
Smlouvu, pokud Zadavatel podstatné porusi tuto Smlouvu a
neprovede napravu takového poruseni béhem tficeti
(30) kalendainich dnti od pfijeti pisemného upozornéni
S podrobnostmi o poruseni.

F. In the event of any termination or expiration: F. V piipadé¢ jakéhokoli ukoneni nebo vyprSeni
platnosti:
(i) Institution and Principal Investigator shall return to | (i) Instituce a hlavni zkousejici vrati zadavateli veskeré

Sponsor all equipment, if applicable, and unused materials,
including but not limited to, Study Drug and clinical supplies
(subject to Article 0);

pfipadné vybaveni a nepouzité materialy v¢etné mimo jiné
hodnoceného 1é¢iva a klinického materialu (podle ¢lanku 0);

(i) except in the event of termination because of a
material breach by Institution and/or Principal Investigator,
and unless otherwise specified in writing between the
Parties, the total sums payable by Sponsor pursuant to this
Agreement shall be pro-rated for actual work performed in
accordance with the Protocol to date of notice of termination
with any unexpended portion of funds previously paid by
Sponsor to Institution being refunded to Sponsor within ten
(10) days of termination;

(i) s vyjimkou ukonéeni v ptipad€, ze se zavazného
poruseni dopusti instituce a/nebo hlavni zkousSejici, a neni-li
mezi smluvnimi stranami pisemné specifikovano jinak, bude
celkova castka splatnd zadavatelem dle této smlouvy
ptrepoditana za skute¢nou praci provedenou v souladu s
protokolem k datu oznameni ukonceni s tim, ze jakakoli
nevycerpana Cast financnich prostfedkd diive vyplacenych
zadavatelem instituci bude zadavateli vracena do deseti (10)
dni od ukonceni;

(iii) in the event of termination because of a material
breach by Institution and/or Principal Investigator, Sponsor
shall have a right, in addition to all rights it may have in law

(i) v pripadé, ze k ukonceni dojde proto, ze se
zavazného poruseni dopusti instituce a/nebo hlavni
zkousSejici, je zadavatel opravnén, navic ke vSem pravim
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or in equity, to withhold any monies owing to Institution or
require Institution to refund any monies prepaid by Sponsor
to offset any losses or damages incurred by Sponsor;

vyplyvajicim pro né&j ze zakona ¢i prava ekvity, za ucelem
kompenzace jakychkoli ztrat ¢i Skod, které mu vznikly,
zadrzet jakékoli finan¢ni prostfedky dluzné instituci nebo od
instituce vyzadovat vraceni predem vyplacenych finan¢nich
prostedk;

(iv) each Party shall comply with Section 14(E) with
respect to the return of Confidential Information; and

(iv) kazdda smluvni strana musi ve véci navraceni
duvérnych informaci postupovat v souladu s ¢asti 14(E); a

(V) within thirty (30) days following the termination or
expiration of this Agreement each of Institution and
Principal Investigator shall provide Sponsor with all Study
Data (as defined below) and Case Report Forms (as defined
below) not already delivered to Sponsor and all related
queries, regardless of whether complete or not as well as all
other materials and information provided by Sponsor, unless
Sponsor directs otherwise in writing; and

(v) instituce a hlavni zkousejici poskytne zadavateli do
tficeti (30) dni od ukonceni nebo vyprSeni platnosti této
smlouvy vSechny studijni daje (jak jsou definovany nize) a
zaznamy subjektu hodnoceni (jak jsou definovany nize),
které zadavateli dosud nebyly dodany, a vSechny souvisejici
dotazy, bez ohledu na to, zda jsou nebo nejsou uplné, i
vSechny dalsi materially a informace poskytnuté
zadavatelem, pokud zadavatel pisemné neur¢i jinak.

(vi) Institution shall take, and shall provide reasonable
cooperation and assistance to Sponsor for taking, all
measures necessary to ensure the rights, safety and welfare
of Study subjects are protected following the termination or
expiration of this Agreement.

(vi) instituce pfijme a poskytne piiméfenou spolupraci
zadavateli, aby mohl pfijmout vesSkerd opatieni nezbytna k
zajiSténi prav, bezpeCnosti a zdravotni pohody Subjekti
hodnoceni na dobu po ukon¢eni nebo vyprseni platnosti této
smlouvy.

G. All provisions of this Agreement whose meaning
requires them to survive shall survive expiration or
termination of this Agreement, including, but not limited to,
ownership rights, audit rights, publication rights, record
retention and confidentiality, all of which obligations are
binding on the appropriate Party and shall remain in full
force and effect as set forth in this Agreement.

G. Vsechna ustanoveni této smlouvy, jejichz vyznam
vyzaduje, aby ziistala v platnosti, naptiklad vlastnicka prava,
prava na audit, publikacni prava, uchovavani zaznami a
zachovani dlvérnosti, zlstanou platnd i po ukonceni ¢i
vyprseni platnosti této smlouvy, pfi¢emz tyto povinnosti jsou
pro pfislusné smluvni strany zavazujici a ziistanou v plné
platnosti, jak je uvedeno v této smlouve.

11. Records and Reports

11.

Zaznamy a zpravy

A. Principal Investigator and Institution shall have the
following record keeping and reporting obligations:

A. Hlavni zkouSejici a instituce maji tyto povinnosti
tykajici se vedeni zaznami a hlaseni:

(i) ensure that the Principal Investigator [and each Sub-
Investigator] conducting the Study provide Sponsor with a
current copy of his/her curriculum vitae (not more than two
(2) years old) within forty-five (45) days of a request by
Sponsor, and maintain current his/her license as a medical
practitioner as required by the applicable national, and/or
local licensing body, and promptly notify Sponsor of any
material changes to the curriculum vitae, license status, or
ability to participate in the Study, including any exclusion or

(i) zajistit, aby  hlavni  zkouSejici [a  kazdy
spoluzkousejici] provadéjici klinické hodnoceni poskytl
zadavateli aktudlni znéni svého Zivotopisu (které neni starsi
dvou (2) let) do pétactyficeti (45) dni od zadosti zadavatele,
aby udrzoval aktualni svou lékatskou licenci, jak to vyzaduje
ptislusny narodni a/nebo mistni licencni organ a ihned
zadavatele informoval 0 zasadnich zménach v Zivotopisu,
stavu licence ¢i schopnosti ucastnit se klinického hodnoceni
véetné jakéhokoli vylouceni ¢i hroziciho vylouceni z

threatened exclusion from governmental healthcare | vladnich programl zdravotni péce.
programs.
(i) ensure that the Principal Investigator [and each Sub- | (ii) zajistit, ze  hlavni  zkouSejici [a  kazdy

Investigator] conducting the Study complete and return to
Sponsor or its designee any information required to be
disclosed in connection with any financial relationship
between Sponsor and Principal Investigator [and each Sub-
Investigator] prior to the initiation of the Study in order to

spoluzkousejici] provadéjici klinické hodnoceni vyplni a
vrati zadavateli nebo jim povéfenym osobam veskeré
informace, jejichZ odhaleni je vyzadovano v souvislosti s
jakymkoli finan¢nim vztahem mezi zadavatelem a hlavnim
zkousejicim [a kazdym spoluzkousejicim], a to jesté pred
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ensure compliance Laws. The Principal Investigator [and
each Sub-Investigator] shall promptly notify Sponsor of any
changes in the accuracy of the financial relationship between
Sponsor and Principal Investigator [and each Sub-
Investigator] during the term of this Agreement, and for one
(1) year following completion of the Study.

zahajenim klinického hodnoceni, aby bylo zajisténo dodrzeni
zakonti. Hlavni zkousSejici [a kazdy spoluzkousejici] bude
zadavatele ihned informovat o jakychkoli zménach ve
finan¢nim vztahu mezi zadavatelem a hlavnim zkouSejicim
[a kazdym spoluzkousejicim] v prub&hu trvani této smlouvy
a po dobu jednoho (1) roku od ukonceni klinického
hodnoceni.

(iti)  preparation and maintenance of complete, accurately
written records, accounts, notes, reports and data (including
new data) relating to the Study under this Agreement

(“Study Data”);

(i)  ptiprava a uchovavani uplnych a piesnych
pisemnych zaznamt, G¢tl, poznamek, zprav a udaji (vcetné
novych udaji) tykajicich se klinického hodnoceni dle této
smlouvy (,,studijni idaje‘);

(iv) preparation and submission to Sponsor (in a periodic
and timely manner during the term of this Agreement as
specified in the Protocol) of all Study Data and other
material called for in the Protocol in the form of properly
completed patient case report forms (“Case Report Forms”);
and

(iv) priprava a predkladani zadavateli (pravidelné a vcas
po dobu trvani této smlouvy, jak je specifikovano v
protokolu) vSech studijnich udaji a dal§ich materiala
uvedenych v protokolu ve formé fadné vyplnénych zaznamt
subjekti  hodnoceni jednotlivych pacientl (,,zaznamy
subjektt hodnoceni*); a

(v) each of Principal Investigator and Institution shall
keep Sponsor advised of the status of the Study through the
submission of periodic reports as deemed necessary by
Sponsor, the frequency of which shall be mutually agreed
and a final report shall, if requested by Sponsor, be
submitted by the Principal Investigator and presented to
Sponsor.

(V) hlavni zkousSejici i instituce budou zadavatele
priabézn¢ informovat o stavu klinického hodnoceni
prosttednictvim piedkladanych pravidelnych hlaseni, jak
zadavatel povazuje za nezbytné, ve vzijemné dohodnuté
frekvenci, pfi¢emz posledni hlaSeni, bude-li je zadavatel
pozadovat, ptedlozi hlavni zkousejici.

B. Subject to any patient confidential material, Sponsor
shall be the owner of the Study Data and Case Report Forms
and all rights, title and interest in and to such Study Data and
Case Report Forms shall vest solely with Sponsor. Principal
Investigator and Institution agree to assign, and hereby do
assign, all of their rights, title and interests in and to the
Study Data and Case Report Forms and further agree to
execute or ensure the execution of any documents or
undertake any further actions if requested by Sponsor to
evidence transfer to title to such Study Data and Case Report
Forms. Institution shall have the right to use the Study Data
it generated under this Agreement solely in order to publish
as provided for in Article 0, for continuing internal academic
research purposes and for treatment and medical care of any

B. Co se tyce veskerych divérnych materialti pacientd,
majitelem studijnich udaji a zadznaml hodnoceni subjektu
bude zadavatel a také vSechna prava, naroky a zajmy
tykajicich se téchto studijnich tdaji a zdznamti hodnoceni
subjektu budou pfidéleny vyhradné zadavateli. Hlavni
zkousejici a instituce se dohodli na ptidéleni veskerych
svych prav, narokd a zajmu tykajicich se studijnich udaji a
zaznamd hodnoceni subjektd a timto tak Cini a dale se
dohodli podepsat nebo zajistit podpis jakychkoli dokumenti
nebo podniknout jakékoli dalsi opatieni, vyzaduje-li to
zadavatel, za ucelem prokazani pienosu naroku na takové
studijni udaje a zaznamy subjektu hodnoceni. Instituce je
opravnéna pouzivat studijni udaje, které vytvoftila na zéklade
této smlouvy, vyhradné za ucelem publikace, jak je uvedeno

Study subject, but not for any commercial purpose | v Elanku 0, pro ucely trvalého interniho akademického

whatsoever. vyzkumu a k 1écbé a lékaiské péci o jakykoli subjekt
hodnocenti, nikoli v8ak pro jakykoli obchodni tcel.

C. Principal Investigator and Institution further agree to | C. Hlavni zkousejici a instituce dale souhlasi, Ze budou

maintain records and Study Data during and after the term or
early termination of this Agreement in compliance with all
Laws but in no event for less than five (5) years following
expiration or termination of the Study.

uchovavat zdznamy a studijni tdaje po dobu trvani této
smlouvy a po jejim ukonceni nebo predéasném ukonceni v
souladu se vSemi zakony, v zadném piipad¢ vSak ne méné
nez pét (5) let od vyprSeni platnosti ¢i ukonéeni klinického
hodnoceni.

D. Institution or Principal Investigator will contact
Sponsor in writing at least thirty (30) days before the

D. Instituce nebo hlavni zkousejici pisemné kontaktuji
zadavatele minimalné tficet (30) dni pfed planovanou
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planned destruction of any Study records (whether held in
paper or electronic form), at which time Sponsor may
request that Institution deliver such records to Sponsor, at
Sponsor’s expense. Institution and Principal Investigator
shall notify Sponsor of any accidental loss or destruction of
Study records. This Section shall survive the termination or
expiration of this Agreement.

likvidaci  jakychkoli ~zadznamii  klinického hodnoceni
(uchovavanych v papirové ¢i elektronické podobé), a tehdy
muze zadavatel od instituce pozadovat, aby mu na jeho
naklady dotéené =zaznamy dodala. Instituce a hlavni
zkousejici musi zadavatele informovat o jakékoli nahodné
ztraté ¢i zniCeni zdznami z klinického hodnoceni. Tato ¢ast
zustane platnd po ukonceni této smlouvy nebo vyprseni jeji
platnosti.

E. Principal Investigator and/or Institution will notify
Sponsor within twenty-four (24) hours in the event that the
FDA or any other regulatory authority notifies a Study site
of a pending inspection/audit whether or not specifically
relating to the Study or its institutional systems which were
utilized during the conduct of the Study or makes written or
oral inquiries regarding any aspect of Institution’s or
Principal Investigator’s activities pursuant to this
Agreement.

E. Hlavni zkousejici a/nebo instituce budou zadavatele
informovat do Ctyfiadvaceti (24) hodin v ptipadé, Ze ufad
FDA nebo jakykoli jiny regulaéni Gfad upozorni zkousejici
pracovisté na brzkou kontrolu/audit, bez ohledu na to, zda se
maji vztahovat konkrétné na klinické hodnoceni nebo systém
instituci, které byly k provadéni klinického hodnoceni
vyuzivany, nebo v pifipad¢ jeho pisemnych ¢i tstnich dotazi
ohledné jakéhokoli aspektu aktivit instituce ¢i hlavniho
zkousejiciho dle této smlouvy.

(i) During the term of this Agreement, Principal
Investigator and Institution agree to permit regulatory
authorities to examine the facilities where the Study is being
conducted. During any such inspection or inquiry, Principal
Investigator and Institution agree to make reasonable efforts
to disclose only the information required to be disclosed. If
not prohibited by Law, Principal Investigator and/or
Institution shall notify Sponsor in advance of the audit,
inspection or investigation by regulatory authorities and
Sponsor will have the right to be present during and
participate in any such inspection, audit, investigation, or
regulatory action. Principal Investigator and/or Institution
will forward to Sponsor any written communication
received, initiating, generated by or as a result of the
inspection/audit within twenty-four (24) hours of receipt of
such communication and agrees to allow Sponsor to assist in
responding to any citations. Such responses shall be made
within two (2) weeks of issuance of any citations or within
any earlier deadline set by the issuing regulatory authority.
Principal Investigator and Institution will cooperate with
regulatory agency and Sponsor representatives in the
conduct of inspections, audits, and investigations and will
ensure that records of Study are maintained in a way that
facilitates such activities. Sponsor’s rights under this
subsection do not impose any obligation on Sponsor and do
not relieve Principal Investigator and/or Institution of any of
its obligations under this Agreement.

() Hlavni zkouSejici a instituce po dobu trvani této
smlouvy povoluji regula¢nim ufadim provadét kontroly
zatizeni, kde je klinické hodnoceni provadéno. Béhem
jakékoli takové kontroly ¢i Setfeni vynalozi hlavni zkouSejici
a instituce pfimefené usili na to, aby byly odhaleny pouze
informace, jejichz odhaleni je pozadovano. Nezakazuje-li to
zakon, hlavni zkousejici a/nebo instituce zadavatele na audit,
kontrolu nebo Setfeni regulacnich Utfadi predem upozorni a
zadavatel bude opravnén byt behem jakékoli takové
kontroly, auditu, Setfeni ¢i regula¢niho opatfeni pfitomen a
ucastnit se jich. Hlavni zkousejici a/nebo instituce pieposlou
zadavateli jakékoli obdrzené pisemné sdéleni, zahajovaci,
vytvorené v ramci nebo jako vysledek kontroly/auditu, a to
do ctyfiadvaceti (24) hodin od obdrZeni tohoto sdéleni, a
zadavateli poskytne soudinnost pii reakci na jakakoli
vyjadieni. Takové odpoveédi musi byt vypracovany do dvou
(2) tydni od vydani jakychkoli vyjadieni nebo v jakékoli
kratsi lhité stanovené regulacnim ufadem, ktery vyjadieni
vydal. Hlavni zkouSejici a instituce budou spolupracovat se
zastupci regulaéniho ufadu a zadavatele pfi provadéni
kontrol, auditli a Setfeni a zajisti, Ze zdznamy z klinického
hodnoceni budou uchovany zplsobem, ktery tyto Cinnosti
usnadni. Prava zadavatele vyplyvajici z tohoto odstavce
neuvaluji na zadavatele zadnou povinnost a ani hlavniho
zkousejiciho a/nebo instituci nezbavuji zadnych z jejich
povinnosti stanovenych v této smlouvé.

(i) Principal Investigator and/or Institution shall also
provide to Sponsor copies of any documents provided to any
inspector or auditor. In the event the FDA or other regulatory
authority requests or requires any action to be taken to
address any citations, Principal Investigator and/or
Institution agree, after consultation with Sponsor, to take
such action as necessary to address such citations, and agree
to cooperate with Sponsor with respect to any such citation

(i) Hlavni zkousSejici a/nebo instituce dale zadavateli
poskytnou kopie veskerych dokumentli, které byly
poskytnuty jakémukoli inspektorovi ¢i auditorovi. V piipad¢,
ze ufad FDA nebo jiny regulacni ufad vyzaduje nebo
pozaduje jakékoli opatfeni, jehoZ piijetim je tfeba reagovat
na jakékoli vyjadfeni, hlavni zkousSejici a/nebo instituce
souhlasi s tim, ze po konzultaci se zadavatelem takové
opatieni pfijmou jako nezbytny prostiedek k reakci na
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and/or action taken with respect thereto.

takova vyjadreni, a budou se zadavatelem spolupracovat, co
se tyce jakéhokoli takového vyjadieni a/nebo opatieni piijaté
v souvislosti s nim.

(iii) Institution and Principal Investigator will release any
records required to be made available to the inspecting or
inquiring authority by Law, but will not release any
Confidential Information not required by Law to be provided
for inspection or copying without specific prior written
consent of Sponsor. To the extent necessary to protect
Confidential Information not specifically required by Law to
be disclosed, such Confidential Information shall be redacted
from all materials disclosed to the regulatory authority
performing the subject inspection. Records that will not be
released without the prior written consent of Sponsor
include, but are not limited to, those involving financial or
commercial matters.

(iii) Instituce a hlavni zkouSejici uvolni veskeré
zaznamy, které jsou ze zakona pozadovany pro kontrolni
nebo vysetiujici tifad, ale neuvolni zadné dtveérné informace,
jejichz  poskytnuti pro kontrolu ¢&i  kopirovani bez
konkrétniho predchoziho pisemného souhlasu zadavatele
neni vyzadovano ze zakona. V rozsahu nezbytném Kk
ochrané davérnych informaci, jejichz odhaleni zakon
konkrétné nevyzaduje, budou takové diveérné informace ze
vSech  materiali  odhalenych  regulaénimu  Gfadu
provadejicimu kontrolu subjektu vynechany. Zaznamy, které
nebudou uvolnény bez piedchoziho pisemného souhlasu
zadavatele, obsahuji mimo jiné informace tykajici se
finan¢nich a obchodnich zalezitosti.

(iv) Institution and Principal Investigator shall promptly
provide Sponsor with a copy of all correspondence between
Institution and/or Principal Investigator and a regulatory
authority pertaining to activities undertaken pursuant to this
Agreement, purged only of Confidential Information that is
unrelated to the activities under this Agreement. Institution
and Principal Investigator shall provide Sponsor with a copy
of any proposed response to FDA or another regulatory
authority for Sponsor’s review prior to submission that
relates directly or indirectly to activities under this
Agreement. Institution and Principal Investigator shall
immediately notify Sponsor of any violation or deficiency
noted by FDA or any other regulatory agency related to the
Study. Institution and Principal Investigator will release any
records required to be made available to the inspecting or
inquiring authority by Law, provided that Institution and
Principal Investigator comply with Section 14(B)(iv), but
will not release any Confidential Information not required by
Law to be provided for inspection or copying without the
specific written consent of Sponsor. Institution and Principal
Investigator shall provide Sponsor with a written report of
any inspection related to the Study, noting with specificity
each Study-related record or document reviewed by or
supplied to the regulatory inspector. Institution and Principal
Investigator shall maintain copies of Study-related records or
documents supplied to an inspector in a separate inspection
file and, upon request by Sponsor, shall provide copies of
any such records or documents to Sponsor.

(iv) Instituce a hlavni zkouSejici zadavateli ihned
poskytnou kopii veskeré korespondence mezi instituci
a/nebo hlavnim zkousejicim a regula¢nim ufadem tykajici se
¢innosti provadénych na zakladé této smlouvy, pficemz tyto
kopie budou zbaveny pouze divérnych informaci, které s
témito Cinnostmi nesouviseji. Instituce a hlavni zkousejici
poskytnou zadavateli k posouzeni kopii kazdé navrhované
reakce pro ufad FDA nebo jiny regulacni ufad, které se
ptimo ¢i neptimo tyka Cinnosti dle této smlouvy, a to jesté
pred predlozenim této reakce. Instituce a hlavni zkousejici
budou zadavatele okamzité informovat o jakémkoli poruseni
¢i nedostatku, které zaznamena Giad FDA nebo jakykoli jiny
regulacni ufad v souvislosti s klinickym hodnocenim.
Instituce a hlavni zkousejici uvolni jakékoli zaznamy, které
bude ze zadkona pozadovat k dispozici kontrolni nebo
vySetfujici 0fad, za podminky, Ze instituce a hlavni
zkousejici tak budou jednat v souladu s ¢asti 14(B)(iv). Bez
konkrétniho pisemného souhlasu zadavatele vSak neuvolni
zadné duvérné informace, jejichz poskytnuti ke kontrole
nebo jejichz kopirovani neni vyzadovano zakonem. Instituce
a hlavni zkousejici poskytnou zadavateli pisemnou zpravu o
kazdé kontrole souvisejici s klinickym hodnocenim, pficemz
uvedou konkrétné kazdy zaznam nebo dokument tykajici se
klinického hodnoceni, ktery byl regulaénim kontrolorem
kontrolovan nebo mu byl ptedan. Instituce a hlavni
zkouSejici musi uchovavat kopie zaznami ¢i dokumentt
souvisejicich s klinickym hodnocenim, jez byly predany
kontrolorovi, v samostatné slozce kontroly, a musi zadavateli
na jeho zadost kopie jakychkoli takovych zaznami nebo
dokumentt poskytnout.

12. Cost and Payment

12. Naklady a platby

A. The budget and payment terms for the Study are
specified in Exhibit A, which is incorporated into this
Agreement. The payment(s) set forth in such budget are
acknowledged by the Parties hereto to be adequate
consideration for the work undertaken hereunder. It is

A. Rozpocet a platebni podminky stanovené pro
klinické hodnoceni jsou konkrétné¢ uvedeny v Pfiloze A,
ktera je soucasti této smlouvy. Platba (platby) stanovené v
tomto rozpoCtu jsou smluvnimi stranami této smlouvy
uznany za priméfené ohodnoceni za praci provedenou dle
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understood and agreed that any payments expressly set forth
in Exhibit A shall cover all administrative, costs and
expenses of the Institution and Principal Investigator and any
other Study Personnel for the conduct of the Study or the
provision of equipment or services to facilitate the Study,
and that no other form of compensation shall be paid to the
Institution and Principal Investigator except as otherwise
may be specifically and mutually agreed upon by the Parties
in writing. Payments will be made only for those Study
patients who meet all of the applicable admission, inclusion
and exclusion criteria of the Protocol. Any subsequent re-
submissions or renewals, upon approval by Sponsor, will be
reimbursed upon receipt of appropriate documentation. The
total payments hereunder will not exceed the limit indicated
in Exhibit A.

této smlouvy. Rozumi se a je dohodnuto, ze veskeré platby
vyslovné¢ uvedené v Piiloze A pokryvaji veskeré
administrativni poplatky a vSechny dalsi poplatky, naklady a
vydaje instituce a hlavniho zkousejiciho a jakéhokoli jiného
¢lena studijniho personalu vzniklé pii provadéni klinického
hodnoceni nebo zajisténi vybaveni ¢i sluzeb k ulehceni
klinického hodnoceni, a Zze instituci ani hlavnimu
zkousejicimu nebude vyplacena zadna jina forma
kompenzace s vyjimkou situace, ktera mize byt konkrétné
specifikovana a vzdjemné pisemné dohodnuta mezi
smluvnimi stranami. Platba bude uhrazena pouze za ty
pacienty ucastnici se klinického hodnoceni, kteti spliuji
vSechna pfisluSna kritéria pro pfijeti, zafazeni a vylouceni
dle protokolu. Jakakoli naslednd opakovana podani nebo
obnoveni budou na zakladé schvaleni zadavatelem
vyplacena po obdrzeni ptislusné dokumentace. Celkova vyse
plateb dle tohoto ¢lanku nepiekroci limit uvedeny v Ptiloze
A

B. Subject to Section 0) below, Sponsor shall be
responsible for reasonable and necessary medical expenses,
in excess of insurance payments, incurred by a patient
enrolled in the Study as a direct result of the treatment of
adverse reactions from the Study Drug following its
administration or use in accordance with the Protocol,
provided such expenses are not attributable to the negligence
or misconduct of such patient or any agent, employee,
officer, director, or independent contractor of the Institution.
All expenses for which Sponsor has accepted responsibility
under this Section 12(B) shall be itemized and billed directly
to Sponsor and such expenses shall not be billed to such a
patient’s insurance carrier. Compensation for lost wages or
any other damages, expenses, or losses, or for medical

B. Na zékladé casti 0) nize bude zadavatel odpoveédny
za primefené a nezbytné lékaiské vydaje, prekracujici vysi
plateb pojistného, vzniklé na pacientovi zafazeném do
klinického hodnoceni jako pifimy dasledek [éCby
nezadoucich reakci na hodnocené 1éc¢ivo po jeho podani ¢i
pouziti v souladu s protokolem, za podminky, Ze tyto vydaje
nelze piipsat zanedbani nebo nespravnému chovani takového
pacienta nebo jakéhokoli zastupce, zaméstnance, vedouciho
pracovnika, feditele ¢i nezavislého smluvniho odbornika
instituce. Veskeré vydaje, za néz zadavatel pfijima
odpovédnost dle této ¢asti 12(B), budou jednotliveé vypsany a
uctovany piimo zadavateli a tyto vydaje nebudou uctovany
pojistiteli takového pacienta. OdSkodnéni za uslé mzdy nebo
jakékoli skody, vydaje ¢i ztraty jiné nez za 1ékaiské vydaje,

expenses which have been covered by such a patients’ | které pokryvad zdravotni ¢i jiné pojiSténi pacienti,
medical or other insurance will not be reimbursed by | zadavatelem hrazeno nebude.

Sponsor.

C. Intentionally omitted. C. Zamérné vynechano.

D. Institution shall submit invoices and supporting | D. Instituce ptedlozi faktury a podpurnou dokumentaci

documentation pertaining to the Study to Sponsor’s paying
agent XXXXXXXXXXX, pursuant to the payment terms
contained in Exhibit A.

vztahujici se ke klinickému hodnoceni platebnimu agentovi
zadavatele XXXXXXXXXxX, a to dle platebnich podminek
uvedenych v Priloze A.

E. Intentionally omitted.

E. Zamérné vynechano.

13. Ownership of Equipment

13.

Vlastnictvi vybaveni

Intentionally omitted.

Zameérn¢ vynechano.

14, Confidential Information

14.

Divérné informace

A. Unless otherwise agreed or required by Law, the
Institution and Principal Investigator shall treat all
information relating to the Study Drug and the Study as

A. Neni-li domluveno ¢i ze zadkona vyzadovano jinak,
instituce a hlavni zkousSejici budou s ve$kerymi informacemi
tykajicimi se hodnoceného léc¢iva a klinického hodnoceni
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confidential (“Confidential Information”) and shall not
disclose such Confidential Information to any third party or
use such Confidential Information for any purpose other than
the performance of the Study without the prior written
consent of Sponsor. For purposes of keeping information
confidential, the Institution and Principal Investigator shall
use efforts at least commensurate with those employed by
the Institution and Principal Investigator for the protection of
their own confidential information; provided, however, such
efforts shall not be less than commercially reasonable and
the use of such efforts shall not constitute a defense in the
event that any of the Confidential Information is not kept
confidential in accordance with the terms of this Agreement.
The Institution and Principal Investigator shall inform each
of their employees receiving such Confidential Information
of these obligations concerning use and disclosure. The
confidentiality obligations of this Agreement shall also apply
to any proprietary, trade secret or other confidential
information which may have been disclosed to the Institution
and Principal Investigator by or on behalf of Sponsor prior
or subsequent to the execution of this Agreement. Institution
and Principal Investigator acknowledge that in the event of a
breach of this Agreement, (i) Sponsor will suffer irreparable
damage that may not be fully remedied by damages, and (ii)
Sponsor shall be entitled to injunctive relief against any such
breach in court, and (iii) any action taken by Sponsor shall in
no way be construed to limit or otherwise restrict its rights to
seek other damages or relief available under this Agreement
or applicable Law.

nakladat jako s duvérmnymi (,,divérné informace) a bez
predchoziho pisemného souhlasu zadavatele takové diavérné
informace neodhali zadné tfeti strané ani je nepouziji za
zadnym jinym ucelem nez k provadéni této klinické studie.
Za ucelem zachovani divérosti informaci musi instituce a
hlavni zkousejici vynalozit Gsili alespont srovnatelné s tsilim
osob zaméstnanych instituci a hlavnim zkouSejicim na
ochranu jejich vlastnich davérnych informaci; avsak za
podminky, Ze toto usili bude z obchodniho hlediska vice nez
pfiméfené, pficemz vynalozeni takového usili nezaklada
obhajobu pro ptipad, Ze jakékoli divérné informace nebudou
zachovany v davérnosti v souladu s podminkami této
smlouvy. Instituce a hlavni zkousejici budou kazdého svého
zaméstnance, ktery obdrzi takové duveérné informace,
informovat 0 téchto povinnostech tykajicich se jejich
pouzivani a odhaleni. Povinnost zachovani davérnosti
plynouci z této smlouvy plati také pro jakékoli vlastnické
informace, obchodni tajemstvi nebo jiné divérné informace,
které by mohly byt instituci a hlavnimu zkouSejicimu
odhaleny zadavatelem nebo jeho jménem jest¢ pied
provadénim této smlouvy nebo poté. Instituce a hlavni
zkousejici uznavaji, ze v pripadé poruseni této smlouvy (i)
zadavatel utrpi nenapravitelnou Skodu, kterou nemusi byt
mozné plné nahradit odSkodnym, (ii) pti jakémkoli takovém
poruseni bude mit zadavatel pravo na soudni nafizeni
predbézného opatfeni a (iii) z&dné opatfeni pfijaté
zadavatelem nesmi byt v zadném piipadé vykladano tak, ze
limituje nebo jinak omezuje jeho prava na ziskani dal$iho
odskodnéni nebo ulevy dostupné na zakladé této smlouvy
nebo piislusného zakona.

B. Notwithstanding the obligations of confidentiality
noted in this Article 14, these obligations shall not apply to
any portion of the Confidential Information which the
Institution and Principal Investigator can clearly prove by
written documentation is:

B. Bez ohledu na povinnosti zachovani divérnosti
uvedené v tomto ¢lanku 14 se tyto povinnosti nevztahuji na
duvérné informace, u nichZz mulze instituce a hlavni
zkousejici pisemnou dokumentaci dolozit, Ze se jedna o:

(i) information that is in the public domain at the time
of disclosure by the disclosing Party, or that which
subsequently enters the public domain through no breach of
this Agreement;

(i) informace, které jsou vefejné piistupné v dobé
odhaleni smluvni stranou, jez odhaleni provedla, nebo které
nasledné vstoupi ve vefejnou znamost, aniz by doslo k
poruseni této smlouvy;

(i) information which was in the possession of the
Institution and Principal Investigator prior to disclosure
hereunder;

(i) informace, které¢ byly ve vlastnictvi instituce a
hlavniho zkouSejiciho jesté pred timto odhalenim;

(iti)  information obtained by the Institution and Principal
Investigator in good faith from a third party who is not under
a restriction to disclose such information;

(ili)  informace ziskané instituci a hlavnim zkouSejicim v
dobré vife od treti strany, kterd nepodléhd omezeni, co se
odhaleni takovych informaci tyce;

(iv) information which is required by Law or court order
to be disclosed; provided, however, Sponsor is given prior
written prompt notice of such legal requirement, and
assistance as necessary, such that the disclosing Party shall
have the opportunity to apply for a protective order,

(iv) informace, jejichz odhaleni je vyzadovano ze zakona
nebo soudnim nafizenim; avSak za podminky, ze zadavatel
obdrzi o takovém zakonném pozadavku piedchozi pisemné
upozornéni a nezbytnou pomoc, tak, aby odhalujici smluvni
strana méla prilezitost zazadat o ochranny ptikaz, predb&ézné
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injunction, or for confidential treatment of such Confidential
Information and if such order is not obtained only the
minimum amount of Confidential Information to satisfy such
law or court order will be disclosed; or

opatfeni nebo divémé zachazeni s takovymi davérnymi
informacemi, a pokud takovy ptikaz neni opatfen, bude
odhaleno pouze minimalni mnozstvi ditvérnych informaci za
ucelem vyhovéni dotéenému zidkonu nebo soudnimu
ptikazu; nebo

(V) information that was independently developed by
the Institution and Principal Investigator after disclosure
hereunder, without the aid, application or use in any way of
Confidential Information received under this Agreement.

(v) informace, které byly nezavisle vyvinuty instituci a
hlavnim zkousSejicim po odhaleni, bez jakéhokoli pfispéni,
uplatnéni nebo vyuziti divérnych informaci ziskanych na
zaklad¢ této smlouvy.

Notwithstanding the foregoing, all information or data
developed pursuant to this Agreement, including, but not
limited to, Study Data is the Confidential Information of
Sponsor.

Bez ohledu na vySe uvedené jsou veSkeré informace nebo
udaje ziskané na zaklad¢ této smlouvy, mimo jiné naptiklad
studijni tdaje, divérmymi informacemi zadavatele.

C. Notwithstanding anything to the contrary in this
Agreement, all individually identifiable health information
shall be treated as confidential by the Parties in accordance
with all Laws governing the confidentiality and privacy of
individually identifiable health information, and any
regulations and official guidelines promulgated thereunder,
and the Parties agree to take such additional steps and/or to
negotiate such amendments to this Agreement as may be
required to ensure that the Parties are and remain in
compliance with the privacy regulations and official
guidance.

C. Bez ohledu na cokoli, co je v rozporu s touto
smlouvou, budou smluvni strany se vSemi informacemi o
zdravotnim stavu umoziujicimi identifikaci osob nakladat
jako s davérnymi informacemi v souladu se vSemi zakony na
ochranu divérnosti a soukromé povahy téchto informaci a
jakymikoli ptedpisy a oficidlnimi smérnicemi z nich
vyplyvajicimi a smluvni strany pfijmout takova dalsi
opatieni a/nebo dojednaji takové dodatky této smlouvy, jak
bude vyZadovano, aby bylo zajiSténo, Ze smluvni strany
jednaji a budou jednat v souladu s piedpisy a ufednimi
pokyny tykajicimi se ochrany soukromi.

D. Neither Institution nor Principal Investigator shall
disclose to Sponsor, or induce Sponsor to use any secret or
confidential information or material belonging to others,
including other sponsors of other clinical trials.

D. Instituce ani hlavni zkouSejici nesmi zadavateli
odhalit zadné tajné nebo diveérné informace ani nesmi
zadavatele vybizet k pouziti takovych informaci nebo
materiald nalezicich druhym vcéetné jinych zadavateld
dalsich klinickych hodnoceni.

E. Unless otherwise agreed in writing, within thirty
(30) days after the termination or expiration of this
Agreement or, if earlier, the written request by the disclosing
Party, the receiving Party shall return to the disclosing Party
all the disclosing Party’s Confidential Information in
documentary or permanent form, including any and all
copies thereof, except as required to be retained by: (i) any
applicable Laws or (ii) the receiving Party’s Ilegal
department or legal representative, who may retain one (1)
copy of such Confidential Information, solely to determine
the scope of its obligations hereunder save that in either case
that retained Confidential Information shall be retained
subject to continuing obligations of confidence.

E. Neni-li pisemné ujednano jinak, do tficeti (30) dnu
od ukonceni ¢i vyprSeni platnosti této smlouvy, nebo pokud
k tomu dojde dfive, od pisemné zadosti poskytujici smluvni
strany, musi pfijimaci smluvni strana vratit poskytujici
smluvni strané veSkeré jeji divérné informace v
dokumentarni ¢i trvalé podobé véetné jakychkoli a vSech
kopiich téchto informaci s vyjimkou téch, u nichz je
vyzadovano zadrZeni dle: (i) jakychkoli pfislusnych zakont
nebo (ii) pravniho oddéleni nebo pravniho zastupce piijimaci
smluvni strany, ktefi si mohou ponechat jednu (1) kopii
takovych divémych informaci, vyhradné za ucelem
stanoveni rozsahu svych povinnosti a za podminky, ze v
kazdém pftipad¢ dotéené zadrzené divérné informace budou
podléhat i nadale povinnosti zachovani divérnosti.

15. Publications

15. Publikace

A. Subject to the terms and conditions of this
Agreement and the remaining provisions of this Article 15,
following completion of the Study, Institution and Principal
Investigator have the right, consistent with academic

A. Dle podminek této smlouvy a zbyvajicich
ustanoveni tohoto ¢lanku 15 ma instituce a hlavni zkousejici
po dokonceni klinického hodnoceni pravo, v souladu s
akademickymi standardy, publikovat a vefejné prezentovat
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standards, to publish or publicly present the results of the
Study; provided, however, Principal Investigator and
Institution agree not to publish or publicly present any
interim results of the Study without the prior written consent
of Sponsor or otherwise prior to the expiry of the period of
twelve (12) months following completion of the Study.
Principal Investigator and Institution agree to provide forty-
five (45) days written notice to Sponsor prior to submission
for publication or presentation to permit Sponsor to review
drafts of abstracts and manuscripts for publication
(including, without limitation, slides and texts of oral or
other public presentations and texts of any transmission
through any electronic media, e.g. any computer access
system such as the Internet, World Wide Web etc.), ( “Public
Presentation”) which report any data or results arising out of
the Study. Sponsor shall have the right to review and
comment, with respect to a Public Presentation to:

vysledky klinického hodnoceni; avSak za podminky, ze
hlavni zkousSejici a instituce nebudou publikovat ani vefejné
prezentovat zadné pribézné vysledky klinického hodnoceni
bez piedchoziho pisemného souhlasu zadavatele nebo jinak
pied vyprSenim obdobi dvanacti (12) mésicti od dokonceni
klinického hodnoceni. Hlavni zkouSejici a instituce
zadavateli poskytnou pétactyticet (45) dni pfed predlozenim
ke zvefejnéni ¢i prezentaci pisemné oznameni, aby mu
umoznili zkontrolovat névrhy abstrakti a rukopist ke
zvetejnéni (vfetné mimo jiné snimkd a textd k Gstni a jiné
vefejné  prezentaci a  textGl  jakéhokoli  pfenosu
prostiednictvim jakychkoli elektronickych médii, napf.
jakykoli pfistup pfes pocitac, napiiklad internet, sit World
Wide Web atd.), (,,vefejnd prezentace™), které vykazuji
jakékoli udaje nebo wvysledky vyplyvajici z klinického
hodnoceni. Zadavatel bude mit pravo je kontrolovat a
komentovat, s ohledem na vefejnou prezentaci, za ucelem:

(i) ensure that the Public Presentation does not contain
any Confidential Information; or

(1) zajisténi, Ze vefejnd prezentace neobsahuje zadné
duvérné informace; nebo

(i) protect Sponsor’s intellectual property rights and
proprietary interest in any Inventions (as defined below).

(i) ochrany prav duSevniho vlastnictvi zadavatele a
vlastnickych zajmi u jakychkoli vynalezl (jak je definovano
nize).

In no event shall any Public Presentation contain any of the
foregoing information specified in subsections 0 and 0
above; provided, that, for clarity, the foregoing shall not
prohibit disclosure of Study Data that is necessary for the
Public Presentation. In any event, upon Sponsor’s request,
Institution will not publish Study Data in an “unblinded”
manner when it can be done so in a “blinded” manner.

Vefejna prezentace nesmi v zadném piipadé obsahovat
zadné informace specifikované v odstavcich 0 a 0 vyse; za
podminky, Ze vySe uvedené nezakazuje odhaleni studijnich
udajii nezbytnych pro vefejnou prezentaci. Instituce nebude
v zadném piipad¢ zvefejiiovat studijni udaje na Zzadost
zadavatele ,,odslepené®, 1ze-li tak ucinit ,,zaslepené®.

B. If Sponsor makes a good faith determination during
its review that the publication or presentation contains
Confidential Information of Sponsor or would be detrimental
to its intellectual property interests or to the conduct,
completion, or analysis of the results of the Study by
Sponsor or its affiliates, Institution and Principal Investigator
shall refrain from submitting such proposed publication or
presentation to any third party for an additional sixty (60)
days to allow Sponsor or its Affiliates to file patent
applications or take other steps to protect its intellectual
property interests or, in the alternative and at Sponsor’s or its
affiliate’s sole election, shall redact or otherwise modify the
proposed publication or presentation to remove any of
Sponsor’s Confidential Information or other language that
Sponsor believes in good faith to be detrimental to Sponsor’s
or its affiliate’s intellectual property interests or to the
conduct, completion or analyses of the results of the Study
by Sponsor or its affiliates.

B. Pokud zadavatel v dobré vife uéini béhem své
kontroly rozhodnuti, Ze publikace ¢i prezentace obsahuje
divérné informace zadavatele nebo by poskodila jeho zajmy
ve véci dusevniho vlastnictvi nebo provadéni, dokonceni Ci
analyzy vysledkt klinického hodnoceni zadavatelem ¢i jeho
pobockami, instituce a hlavni zkouSejici se musi zdrzet
piedloZeni takto navrzené publikace nebo prezentace
jakékoli treti stran¢ po dobu dalSich Sedesati (60) dnt, aby
zadavateli ¢i jeho pobockam umoznili podat zadost o patent
nebo podniknout dalsi kroky k ochrané jeho zajmi ve véci
dusevniho vlastnictvi, nebo v ramci podpory a dle
vyhradniho rozhodnuti zadavatele ¢i jeho pobocek upravi
vynechanim nebo jinak pozméni verzi navrhovanou ke
zvefejnéni nebo prezentaci za u€elem odstranéni jakychkoli
divérnych informaci zadavatele nebo jinych vyjadfeni, o
kterych je zadavatel v dobré vife piesvédéen, ze poSkozuji
zajmy ve véci duSevniho vlastnictvi jeho nebo jeho pobocek,
nebo provadéni, dokonceni ¢i analyzy vysledkil klinického
hodnoceni zadavatelem nebo jeho pobockami.

C. To the extent that the Institution’s participation in
the Protocol is a part of a multi-center study, Institution and

C. Vzhledem k tomu, ze Gcast instituce v protokolu je
soucasti multicentrického hodnoceni, instituce a hlavni
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Principal Investigator agree that an initial Public
Presentation of their results shall occur only following the
release of the multi-center publication unless prior written
permission is obtained in advance from Sponsor for Public
Presentation of separate results.

zkousejici souhlasi s tim, ze k prvni verejné prezentaci jejich
vysledkd dojde teprve po vydani multicentrické publikace,
pokud nebude k vetejné prezentaci samostatnych vysledka
predem ziskano pisemné povoleni od zadavatele.

D. At  Sponsor’s request, Sponsor shall be
acknowledged as a financial Sponsor of the Study reported
in the Public Presentation.

D. Zadavatel bude na svou zadost uveden jako financni
sponzor klinického hodnoceni, o némz vefejnad prezentace
informuje.

16. Clinical Supplies

16.

Klinicky material

Sponsor shall make available sufficient quantities of Study
Drug to carry out the Study, it being understood that
Institution and Principal Investigator shall take responsibility
for and reasonable steps to maintain appropriate records and
assure appropriate supply, handling, storage, distribution and
usage of these materials in accordance with the Protocol and
any Laws relating thereto. Clinical supplies may not be used
for any other purpose than that stated in the Protocol. All
unused materials will be returned to Sponsor by Institution at
the conclusion of the Study, or upon earlier termination of
this Agreement, unless written authorization to destroy or
retain such unused materials is given by Sponsor. If
authorization to destroy unused material is given, Institution
and Principal Investigator shall provide Sponsor with
documentation of the method of destruction.

Zadavatel zajisti dostupnost dostatecného mnozstvi
hodnoceného 1éCiva k provadéni klinického hodnoceni,
pficemz se tim rozumi, Ze instituce a hlavni zkousSejici
ptevezmou odpovédnost za vedeni ptislusnych zadznami a
zajisténi spravného materidlu, manipulaci s nim, jeho
skladovani, rozdélovani a pouzivani téchto materiali, a za
tim Gelem piijme pifiméfena opatieni v souladu s
protokolem a veskerymi zékony vztahujicimi se k témuz.
Klinicky material nesmi byt pouZzit pro zadné jiné cely nez
ty, které jsou uvedeny v protokolu. Pfi ukonceni klinického
hodnoceni nebo pfi pfedCasném ukonceni této smlouvy
instituce vrati veskery nepouzity material zadavateli, pokud
ji zadavatel nedoda pisemné opravnéni k likvidaci nebo
podrzZeni tohoto nepouzitého materialu. Obdrzi-li instituce a
hlavni zkousSejici opravnéni zlikvidovat nepouzity material,
musi zadavateli poskytnout dokumentaci o zplsobu
likvidace.

INSTITUTION AND PRINCIPAL INVESTIGATOR
UNDERSTAND, ACKNOWLEDGE AND AGREE THAT
THE STUDY DRUG IS INVESTIGATIONAL IN
NATURE AND THAT NO WARRANTY, EITHER
EXPRESS OR IMPLIED, IS MADE REGARDING THE
STUDY DRUG. WITHOUT LIMITING THE
FOREGOING, SPONSOR EXPRESSLY DISCLAIMS
ANY WARRANTIES OF MERCHANTABILITY OR
FITNESS FOR A PARTICULAR PURPOSE.

INSTITUCE A HLAVNI ZKOUSEJICI ROZUMI, BEROU
NA VEDOMI A SOUHLASI S TiM, ZE HODNOCENE
LECIVO JE SVOU POVAHOU VYZKUMNE, A TUDIZ
SE NA NE NEVZTAHUJE ZADNA VYSLOVNA ANI
PREDPOKLADANA ZARUKA. BEZ OMEZENI DRIVE
UVEDENEHO ZADAVATEL ODMITA VESKERE
ZARUKY PRODEJNOSTI NEBO VHODNOSTI PRO
URCITY UCEL.

17. Indemnification and Insurance

17.

Odskodnéni a pojiSténi

A. Sponsor shall indemnify, defend and hold harmless,
Institution and Principal Investigator, from and against any
demands, actions, proceedings or costs of judgments which
are made against them by a third party by reason of personal
injury (including death) to any person arising directly from
the administration of the Study Drug in accordance with the
Protocol and this Agreement.

A. Zadavatel odSkodni, bude branit a zajisti instituci a
hlavniho zkousSejiciho pro ptipad jakychkoli naroki, Zalob,
soudnich fizeni ¢i ndkladl na soudni rozhodnuti vznesenych
proti nim tfeti stranou z divodu fyzické Gjmy (vCetné smrti)
zpusobené jakékoli osob€ a vyplyvajici pfimo z podani
hodnoceného 1é¢iva v souladu s protokolem a touto
smlouvou.

B. Notwithstanding the foregoing, Sponsor shall have
no indemnification obligation or liability and Institution shall
indemnify, defend and hold harmless Sponsor, its parent
corporation, subsidiaries, affiliates, officers, directors,
agents, and employees for loss or damage resulting from:

B. Bez ohledu na vySe uvedené neni zadavatel povinen
zavazek odSkodnit a instituce odskodni, bude branit a zajisti
zadavatele, jeho matetskou spolecnost, dcefiné spolecnosti,
pobocky, vedouci pracovniky, feditele, zastupce a
zameéstnance za ztratu nebo skodu vyplyvajici z:

20/34




PI; xXXXXXXXXX. Confidential/Davérné

(1) failure of Institution or Principal Investigator or
other Study Personnel to adhere to the terms and provisions
of the Protocol or agreed amendments thereto or the terms of
this Agreement or Sponsor’s written recommendations and
instructions relative to the administration and use of any
drug substances involved in the Study, including, but not
limited to, the Study Drug, any comparative drug and any
placebo;

(1) selhani instituce nebo hlavniho zkousejiciho nebo
jiného €lena studijniho personalu pti dodrzovani podminek a
ustanoveni protokolu a dohodnutych dodatkd téhoz nebo
podminek této smlouvy nebo pisemnych doporuceni a
pokynii zadavatele tykajicich se podavani a uzivani
jakychkoli lécivych latek, jimiz se studie zabyva, véetné
mimo jiné hodnoceného 1é¢iva, jakéhokoli srovnavaciho
léciva a jakéhokoli placeba;

(i) failure of Institution or Principal Investigator to
comply with any Law applicable to the performance of its
obligations under this Agreement;

(i) selhani instituce nebo hlavniho zkousSejiciho pfi
dodrzovani ptisluSnych zadkont vztahujicich se na plnéni
jejich povinnosti vyplyvajicich z této smlouvy;

(iti)  failure of Institution or Principal Investigator to
render professional service or to conduct the Study in a
normal, prudent manner; or

(ili)  selhani instituce nebo hlavniho zkousejiciho pfi
odvadéni profesiondlni sluzby nebo pfi provadéni klinického
hodnoceni béznym, opatrnym zpiisobem; nebo

(iv) negligent act or omission or willful misconduct by
Principal Investigator, Institution, its trustees, officers,
agents or employees related to the performance of services
under this Agreement.

(iv) zanedbanim, opomenutim ¢i imyslnym pochybenim
hlavniho zkousejiciho, instituce, jejich povétenct, vedoucich
pracovnikii, zastupci ¢i zaméstnancli souvisejicim s
provadénim sluzeb na zakladé této smlouvy.

C. A condition of Sponsor’s indemnity obligation is
that, whenever Principal Investigator and/or Institution has
information from which it may reasonably conclude an
incident of bodily injury or death has occurred, Institution
and/or Principal Investigator shall immediately give notice to
Sponsor of all pertinent data surrounding such incident. In
addition, Principal Investigator and Institution shall comply
with all of their obligations with regard to adverse event
reporting procedures as required by Law, Good Clinical
Practice and as set forth in this Agreement and the Protocol
and any appendix or attachment thereto. In the event a claim
is made or a suit is brought, Institution and/or Principal
Investigator shall promptly notify Sponsor, and Institution
and Principal Investigator shall assist Sponsor and cooperate
in the gathering of information with respect to the time,
place, and circumstances of the incident in question and in
obtaining all the information requested by Sponsor with
respect to the injured parties and available witnesses.
Principal Investigator and Institution agree to cooperate with
and to authorize Sponsor to carry out sole management and
defense of such claim or action. Neither Principal
Investigator nor Institution, its trustees, officers, agents or
employees shall compromise or settle any claim or action

C. Podminka povinnosti odSkodnéni zadavatelem
spociva v tom, ze kdykoli hlavni zkouSejici a/nebo instituce
maji informace, z nichz Ize ptfimétené¢ vyvodit, ze doslo k
fyzické jmé nebo smrti, musi instituce a/nebo hlavni
zkousejici okamzit¢ zadavatele informovat o vSech
souvisejicich 1dajich tykajicich se takového incidentu.
Hlavni zkousejici a instituce dale budou jednat v souladu se
vSemi svymi povinnostmi tykajicimi se ohlaSovacich
postuptt v pripadé nezadoucich piihod, jak je vyzaduje
zakon, spravna klinicka praxe a v souladu s touto smlouvou,
protokolem a jakymikoliv dal$imi dodatky ¢i pfilohami. V
pfipadé vzneseného naroku nebo podané Zzaloby bude
instituce a/nebo hlavni zkouSejici okamzit€ informovat
zadavatele a instituce i hlavni zkouSejici mu poskytnou
soucinnost a budou spolupracovat na shromazdéni informaci
tykajicich se ¢asu, mista a okolnosti dotcené¢ho incidentu a
na ziskani vSech informaci pozadovanych zadavatelem
tykajicich se stran, které utrpély Gjmu, a dostupné svédky.
Hlavni zkouSejici a instituce souhlasi, ze budou se
zadavatelem spolupracovat, a opraviiuji jej, aby takovy
narok nebo zalobu feSil a branil samostatné. Hlavni
zkousejici ani instituce, jeji povéfenci, vedouci pracovnici,
zastupci ¢i zaméstnanci zadny narok ani zalobu nenapadnou

without the prior written approval of Sponsor. ani neurovnaji bez pifedchoziho pisemného souhlasu
zadavatele.

D. Institution agrees to indemnify, defend and hold | D. Instituce se zavazuje odSkodnit, branit a zajistit

harmless Sponsor, its affiliates, and their respective | zadavatele, jeho pobocky a piislusné feditele, vedouci

directors, officers, employees, and agents (“Sponsor
Indemnitees”) against any and all liability, damage, lost
profits, fine, penalty, cost, loss or expense (including
reasonable attorney’s and consultant’s fees and expenses of
litigation) incurred by or imposed upon Sponsor Indemnitees

pracovniky, zaméstnance a zastupce (,,odSkodnované osoby
zadavatele*) pro ptipad jakékoli a kazdé odpovédnosti,
Skody, uslého zisku, pokuty, trestu, nakladu, ztraty nebo
vydaju (véetné piiméfenych poplatkti na pravniho zastupce a
poradce a vydaje na vedeni sporu) zpusobenych

21/34




PI; xXXXXXXXXX. Confidential/Davérné

or any one of them in connection with any claims, suits,
actions, demands, or judgments arising under this Agreement
to the extent that such liability is caused by any breach of
this Agreement or any warranty hereunder, or from any
negligence, willful misconduct, or wrongful acts or
omissions by any Institution indemnitee concerning
obligations under this Agreement, including failure to
perform its/his/her obligations under the Privacy Rule.

odskodnovanym osobam zadavatele nebo na n¢ uvalenych v
souvislosti s jakymikoli naroky, soudnimi spory, Zalobami,
pozadavky ¢i soudnimi rozhodnutimi vyplyvajicimi z této
smlouvy v tom smyslu, Ze tato odpovédnost je zptusobena
jakymkoli poruSenim této smlouvy nebo jakymikoli z ni

vyplyvajicimi zarukami nebo jakymkoli zanedbanim,
umyslnym pochybenim ¢i  protiprdvnim jednanim ¢i
vynechanim, pfiCemz totéz plati pro jakoukoli

odSkodiiovanou osobu instituce v souvislosti s povinnostmi
vyplyvajicimi z této smlouvy véetné neplnéni povinnosti dle
pravidla ochrany osobnich udajt.

E. These provisions regarding indemnification shall
survive the termination of this Agreement. The obligations
of the parties relating to Indemnification shall expire fifteen
(15) years after the expiration or earlier termination of this
Agreement

Institution and Principal Investigator shall secure and
maintain in full force and effect through the performance of
the Study (and following termination or early termination of
the Study for a further period of twenty-four (24) months to
cover any claims arising from the Study) insurance coverage
for medical professional and/or medical malpractice liability
and general liability with limits in accordance with local
standards for all medical professionals conducting the Study.

E. Tato ustanoveni tykajici se odSkodnéni budou platna
i po ukonceni této smlouvy. Povinnosti smluvnich stran
tykajici se odskodnéni vyprsi za patnact (15) let od vyprsSeni
platnosti nebo piedcasného ukonceni této smlouvy.

Instituce a hlavni zkousSejici zajisti a udrzi v plné platnosti a
ucinnosti béhem provadeéni klinického hodnoceni (a dale po
ukonceni nebo predcasném ukoncéeni klinického hodnoceni
po dobu dalsich Cctyfiadvaceti (24) meésict k zajisténi
veskerych naroki z klinického hodnoceni plynoucich)
pojisténi pro lékarskou profesionalni odpoveédnost a/nebo
lékatské pochybeni a v§eobecnou odpoveédnost s omezenimi
v souladu s mistnimi standardy pro vSechny lékatské profese
provadgjici klinické hodnoceni.

F. The Institution and the Principal Investigator shall
subscribe to and maintain all insurances required by the
applicable regulatory requirements, including without
limitation, liability insurance in compliance with § 45 (2) of
the Act No. 372/2011 Coll., on Health Care Services, as
amended. They shall provide evidence of such insurance(s)
upon request to the Sponsor. Upon request of Sponsor,
copies of certificates evidencing such insurance coverage
will be made available to Sponsor and Institution shall
provide thirty (30) days prior written notice to Sponsor in the
event of cancellation or any material change in such
insurance.

F. Instituce a hlavni zkousejici sjednaji a budou udrzovat
veskera pojisténi pozadovana Platnymi regula¢nimi
pozadavky, v€etné mimo jiné pojisténi odpovédnosti za
Skodu wvsouladu s §45(2)zakona ¢&.372/2011Sb., o
zdravotnich sluzbach, ve znéni pozdé&jsich predpist. Na
zadost Zadavatele poskytnou doklad o takovém(ych)
pojisténi(ch). Zadavatel bude mit na svou Zadost k dispozici
kopie potvrzeni dokazujici takové pojistné kryti a instituce
poskytne zadavateli tficet (30) dni predem pisemné
oznameni v piipad¢ zruseni nebo jakékoli zdsadni zmény v
takovém pojisténi.

G. The Sponsor will maintain mandatory clinical trial
insurance in compliance with the § 52 (3f) of the Act No.
378/2007 Coll., on Pharmaceuticals, as amended, required
by the applicable regulatory requirements.

G. Zadavatel zajisti povinné pojisténi klinického
hodnoceni v souladu s § 52 (3f) zakona ¢&. 378/2007 Sb., o
1é¢ivech, ve znéni pozdéjsich predpist, jak pozaduji Platné
regulacni pozadavky.

H. NEITHER SPONSOR NOR ANY OF ITS
AFFILIATES, NOR ANY OF THEIR RESPECTIVE
DIRECTORS, OFFICERS, MEMBERS OR EMPLOYEES,
SHALL HAVE ANY LIABILITY OF ANY TYPE, FOR
ANY SPECIAL, PUNITIVE, INCIDENTAL, INDIRECT
OR CONSEQUENTIAL DAMAGES, INCLUDING, BUT
NOT LIMITED TO THE LOSS OF OPPORTUNITY,
LOSS OF USE, OR LOSS OF REVENUE OR PROFIT, IN
CONNECTION WITH OR ARISING OUT OF THIS
AGREEMENT.

H. ZADAVATEL, ZADNA Z JEHO POBOCEK ANI
NIKDO Z PRISLUSNYCH REDITELU, VEDOUCICH
PRACOVNIKU, CLENU (I  ZAMESTNANCU
NEPONESE ODPOVEDNOST ZADNEHO DRUHU ZA
JAKEKOLI ZVLASTNI, TRESTNE (REPRESIVNI),
NAHODNE, NEPRIME NEBO NASLEDNE SKODY
VCETNE MIMO JINE ZTRATY PRILEZITOSTL
ZNEMOZNENI POUZIVANI CI USLY VYNOS CI ZISK
V SOUVISLOSTI S TOUTO SMLOUVOU NEBO Z Ni
VYPLYVAJICI.
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18. Inventions and Patents 18. Vynalezy a patenty
A. Any inventions, innovations, improvements, new | A. Jakékoli vynalezy, inovace, zlepSeni, nova pouziti,
uses, processes, copyrights, trade secrets, techniques, | procesy, autorska prava, obchodni tajemstvi, techniky,

discoveries, compounds and/or products (whether or not
patentable) that are conceived, derived, reduced to practice,
made or developed related to the Study Drug or Protocol
during the term of the Study as specified in the Protocol and
are based on or subject to the claims of Sponsor’s patentable
inventions or Sponsor’s Confidential Information or that are
otherwise directly related to the Study Drug, the Protocol,
and/or the performance of the Study and using the Study
Drug (collectively, “the Inventions™) shall be the sole and
exclusive property of Sponsor and/or its affiliates with full
right, title, and interest thereto.

objevy, slouceniny a/nebo vyrobky (bez ohledu na to, zda
jsou patentovatelné), které budou zapocaty, odvozeny,
uvedeny do praxe, vytvofeny nebo vyvinuty v souvislosti s
hodnocenym 1é¢ivem nebo protokolem po dobu trvani
klinického hodnoceni, jak je specifikovano v protokolu, a
jsou zalozeny na narocich na patentovatelné vynalezy
zadavatele nebo davérnych informacich nebo jsou
pfedmétem téchto narokll nebo jsou jinak pfimo spjaty s
hodnocenym 1é¢ivem, protokolem a/nebo provadénim
klinického hodnoceni a pouZivanim hodnoceného léciva
(souhrnné ,,vynalezy*), budou pouze a vyhradné majetkem
zadavatele a/nebo jeho pobocek s plnym pravem, narokem a
zajmem k nim.

B. Principal Investigator and Institution shall promptly
communicate in full detail, disclose in writing and expressly
assign, and hereby do assign, with full right, title and interest
thereto, all Inventions and Study Data, collected, generated,
prepared, or derived by Principal Investigator and/or
Institution or their respective current or former employees,
agents, representatives, consultants, directors, affiliates, and
any Sub-investigators (“Representatives”) during the course
of, or as a result of the Study. Institution warrants that it has
enforceable written agreements or policies with all of its
employees who receive Confidential Information under this
Agreement assigning to Institution ownership of all
intellectual property rights created in the course of their
employment. Any inventions, innovations, processes,
techniques, discoveries, compounds, products, and data
arising out of work solely performed by Principal
Investigator and/or Institution during the term of the Study
but unrelated to this Agreement, the Study Drug, and the
Study Protocol, shall be the sole and exclusive property of
Principal Investigator and/or Institution with full right, title,
and interest thereto.

B. Hlavni zkouSejici a instituce okamzité sdé€li se vSemi
podrobnostmi, pisemné odhali a vyslovné postoupi, a timto
postupuji, s plnym pravem, narokem a zijmem k témuz,
veskeré vynalezy a studijni Udaje shromazdéné, vytvorené,
ptipravené ¢i odvozené hlavnim zkouSejicim a/nebo instituci
nebo jejich piislusnymi stdvajicimi ¢i byvalymi zaméstnanci,
zprostiedkovateli, zastupci, konzultanty, fediteli, pobockami
a jakymikoli spoluzkousejicimi (,,zastupci) v prubéhu
klinického hodnoceni nebo v jeho dusledku. Instituce se
zaruCuje, ze ma se vSemi svymi zaméstnanci, ktefi na
zakladé této smlouvy dostavaji duvérné informace,
vymahatelné pisemné smlouvy nebo zasady, jeZz instituci
pripisuji vlastnictvi prav na veskeré duSevni vlastnictvi
vytvofené v prabéhu jejich zaméstnaneckého poméru.
Jakékoli vynalezy, inovace, procesy, techniky, objevy,
slouCeniny, vyrobky a data vyplyvajici z prace odvadeéné
vyhradné hlavnim zkousSejicim a/nebo instituci v pribéhu
klinického hodnoceni, ovSem nesouvisejici s touto
smlouvou, hodnocenym ptipravkem ani s protokolem
klinického hodnoceni budou povazovany za jediné a
vyhradni vlastnictvi hlavniho zkousejiciho a/nebo instituce s
plnym pravem, narokem a zajmem vii¢i nim.

C. Upon termination or expiration of this Agreement,
the Principal Investigator, the Institution or any of their
respective Representatives shall have no right, title or
interest in or to the Inventions, and Sponsor may, at its sole
option, incorporate any Inventions in any regulatory filings
or patent applications. Institution and Principal Investigator
and their Representatives shall cooperate fully with Sponsor
in obtaining and maintaining, at Sponsor’s sole cost and
expense, any applicable protection, including patent
protection, as may be available with respect to such
Inventions, and shall execute all documents deemed
necessary by Sponsor for purposes of procuring and
maintaining such protection, and all documents necessary for

C. Po ukonceni nebo vyprSeni platnosti této smlouvy
hlavni zkousejici, instituce ani zadny z jejich pfislusnych
zastupcil nebudou mit pravo, narok ani zajem k vynalezim a
zadavatel mtze, vyhradn¢ dle vlastniho uvazeni, zaclenit
jakékoli vynalezy do jakychkoli regula¢nich podani C¢i
zadosti o patent. Instituce, hlavni zkousSejici a jejich zastupci
budou se zadavatelem plné spolupracovat pfi ziskavani a
udrzovani, vyhradné na naklady a vydaje zadavatele,
jakékoli ptislusné ochrany, véetné patentové ochrany, ktera
bude k takovym vynaleztim k dispozici, a podepisi veskeré
dokumenty, které zadavatel povazuje za nezbytné za ucelem
obstarani a udrZeni takové ochrany, a vSech dokumenti
nezbytnych k pfipsani vyndlezli zadavateli nebo jeho
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assigning Inventions to Sponsor or its affiliates.

pobockam.

D. Institution hereby grants Sponsor a non-exclusive,
royalty free, perpetual license (with rights to sub-license)
under and to all intellectual property rights owned or
controlled by Institution that are utilized by Institution in the
conduct of the Study far as strictly necessary for the
development or commercialization of the Study Drug or any
improvement or derivative thereof or are necessary or useful
to use the Study Data or any Invention.

D. Instituce timto zadavateli zarucCuje nevyhradni,
bezplatnou, trvalou licenci (s pravy postupovat sublicence)
dle vSech a ke vSem pravim dusevniho vlastnictvi
vlastnénych nebo ovladanych instituci, jez tato instituce
vyuzivd k provadéni klinické studie v rozsahu nezbytné
nutném pro vyvoj hodnoceného 1éciva, jakéhokoli jeho
vylepSeni nebo odvozeni od téhoz €i pro jeho uvedeni na trh,
nebo kterd jsou nezbytna ¢i uzite¢na piti pouzivani studijnich
udajii nebo jakéhokoli vynélezu.

19. Notice

19.

Oznameni

Whenever any notice is to be given hereunder, it shall be in
writing and mailed postage prepaid by certified or registered
mail, return receipt requested, or personally delivered to the
appropriate Party at the address indicated below, or at such
other place or places as either Party may designate in a
written notice to the other:

Kdykoli je tfeba podat na zékladé této smlouvy jakékoli
oznameni, musi tak byt u€inéno pisemné a oznameni musi
byt zaslano s piedplacenym postovnym certifikovanou nebo
registrovanou postou, kdy je vyzadovano potvrzeni o
prevzeti, nebo musi byt dodano osobné pfislusné smluvni
stran¢ na adresu uvedenou niZze nebo na jiné takové misto
nebo mista, které smluvni strana mize uvést v pisemném
oznameni druhé smluvni strané:

To Institution: University Hospital Brno
Jihlavska 20
625 00 Brno, Czech Republic

Instituci: Fakultni nemocnice Brno
Jihlavska 20
625 00 Brno, Czech Republic

Attention; XXXXXXX

K rukam: XXXXXXXXXX

To Principal Investigator: XXXXXXXXXXXXX

Hlavnimu zkouSejicimu: XXXXXXXXXXXX

To Sponsor: Acerta Pharma, LLC

Zadavateli: Acerta Pharma, LLC

XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX

Notice shall be deemed to have been received at the earlier
of receipt or five (5) days from the date of mailing (in the
case of a letter).

Oznameni bude povazovano za dorucené pievzetim nebo pét
(5) dni od data odeslani (v ptipadé dopisu), podle toho, co
nastane dfive.

20. Assignment; No Third Party Beneficiaries

20. Postoupeni; Zadni prijemci tfeti strany

Sponsor may assign this Agreement without the prior written
consent of Institution or Principal Investigator. Institution
and Principal Investigator may not assign this Agreement or
any interest herein without Acerta’s prior written consent.
Any assignment by Institution or Principal Investigator
without Acerta’s prior written consent shall be null and void.
Nothing in this Agreement, express or implied, is intended to
confer on any person or entity other than the parties hereto or
their respective successors and permitted assigns, any
benefits, rights or remedies.

Zadavatel miize tuto smlouvu postoupit bez ptedchoziho
pisemného souhlasu instituce nebo hlavniho zkousejiciho.
Instituce a hlavni zkous$ejici nesmi tuto smlouvu ani zadny
zajem z ni vyplyvajici postoupit bez pfedchoziho pisemného
souhlasu spole¢nosti Acerta. Jakékoli postoupeni, které
instituce nebo hlavni zkousejici provedou bez piedchoziho
pisemného souhlasu spolecnosti Acerta, bude neplatné. Nic v
této smlouve, vyslovné ¢i nepfimo uvedené, neposkytuje
zadné osob¢ ani subjektu jinym neZz smluvnim stranam této
smlouvy nebo jejich prisluSnym nasledovnikim a
povolenym nabyvatelim zadné vyhody, prava ani napravna
opatteni.
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21. Applicable Law and Equitable Relief

21.

Prislu$ny zakon a dolozka ekvity

A. This Agreement shall be governed by and
interpreted in accordance with the laws of Czech Republic,
without giving effect to any conflict of laws provisions. The
prevailing party in any dispute or legal action regarding the
subject matter of this Agreement shall be entitled to recover
attorney’s fees and costs.

A. Tato smlouva bude fizena a vykladana v souladu se
zikony Ceské republiky, bez ohledu na kolizni normy.
Vitézna strana v jakémkoli sporu nebo pravnim fizeni
ohledné pfedmétu této smlouvy bude mit prdvo na nahradu
nakladl pravniho zastoupeni a pravnich vydajt.

B. Institution and Principal Investigator agree that it
would be impossible or inadequate to measure and calculate
Sponsor’s damages from any breach of the obligations set
forth in Sections 14, 15 and 18 of this Agreement.
Accordingly, Institution and Principal Investigator agree that
if Institution and/or Principal Investigator breach any of such
obligations, Sponsor will have available, in addition to any
other right or remedy available to it at law or in equity, the
right to obtain an injunction from a court of competent
jurisdiction restraining such breach or threatened breach and
to specific performance of any such provision of this
Agreement. Institution and Principal Investigator further
agree that no bond or other security shall be required in
obtaining such equitable relief and Institution and Principal
Investigator hereby consent to the issuance of such
injunction and to the ordering of specific performance.

B. Instituce a hlavni zkousSejici souhlasi s tim, ze by
bylo nemozné nebo nepiiméfené méfit a vypocitavat skody
zadavatele zplsobené jakymkoli porusenim povinnosti
uvedenych v castech 14, 15 a 18 této smlouvy. Proto
instituce a hlavni zkouSejici souhlasi s tim, Ze pokud
instituce a/nebo hlavni zkousejici porusi jakoukoli z
takovych povinnosti, zadavatel bude mit mimo veskera jina
prava ¢i ndhrady ze zdkona nebo prava ekvity také pravo
ziskat soudni ptikaz od pfislusné jurisdikce ke zmirnéni
takového poruSeni nebo hrozicitho poruSeni a pravo na
konkrétni provedeni jakéhokoli takového ustanoveni této
smlouvy. Instituce a hlavni zkousejici dale souhlasi, ze k
opatieni takovych naprav dle prava ekvity nebudou
vyzadovany zadné zaruky ani jiné jistoty, a timto dale
souhlasi s vydanim takového soudniho natizeni a piikazu ke
konkrétnimu provadéni.

22. Publicity

22. Propagace

Neither Party shall use the name of the other Party (or the
name of Sponsor or any division or affiliated companies) for
promotional purposes without the prior written consent of
the Party whose name is proposed to be used. No news
release, publicity or other public announcement, except in
accordance with Article 0, either written or oral, regarding
this Agreement or performance hereunder or results arising
from the Study, shall be made by Institution or Principal
Investigator without the prior written approval of Sponsor.
However, Sponsor reserves the right to identify the Principal
Investigator and Institution in association with a listing of
the Protocol in the National Institutes of Health (NIH)
Clinical Trials Data Bank, other publicly available listings of
ongoing clinical trials, or other patient recruitment services
or mechanisms.

Ani jedna smluvni strana nepouzije jméno druhé smluvni
strany (ani jméno zadavatele nebo jakékoli divize ¢i
pobocky) k uéelim propagace bez predchoziho pisemného
souhlasu smluvni strany, jejiz jméno ma byt pouzito.
Instituce ani hlavni zkousSejici nevydaji Zadnou tiskovou
zpravu, propagacni materidl ani jiné vefejné oznameni, s
vyjimkou pFipadd v souladu s ¢lankem 0, pisemné ani ustni,
tykajici se této smlouvy nebo provadéni téhoz nebo vysledki
vyplyvajicich z klinického hodnoceni bez ptedchoziho
pisemného souhlasu zadavatele. Zadavatel si vSak vyhrazuje
pravo uvést hlavniho zkousejiciho a instituci ve spojeni se
zaregistrovanim protokolu v Bance dat z klinickych
hodnoceni Narodniho ustavu zdravi (National Institutes of
Health (NIH) Clinical Trials Data Bank), v jinych vefejné
dostupnych piehledech probihajicich klinickych hodnoceni
nebo jinych sluzbach nebo mechanismech naboru pacientu.

23. Independent Contractor

23.

Nezavisly dodavatel

It is agreed by the Parties that Institution and Principal
Investigator are acting in the capacity of independent
contractors hereunder and not as employees, agents or joint
venturers of or with Sponsor. Neither Institution nor
Principal Investigator shall have any authority to represent,
bind or act on behalf of Sponsor.

Smluvni strany se dohodly, Ze instituce a hlavni zkousSejici
jednaji podle této smlouvy jako nezavislé smluvni strany, a
nikoli jako zaméstnanci, zastupci ¢i spoleCny podnik
zadavatele. Instituce ani hlavni zkouSejici nemaji opravnéni
zastupovat, zavazovat ani jednat jménem zadavatele.

24, Agreement Modifications

24.

Upravy smlouvy

Neither this Agreement nor the Protocol may be altered,

Tato smlouva ani protokol nesmi byt pozménovany,
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amended or modified except by written document signed by
all Parties.

doplilovany ani upravovany jinak nez prostfednictvim
pisemného dokumentu podepsaného vSemi smluvnimi
stranami.

25. Severability

25. Qddélitelnost

If any term or condition of this Agreement, the deletion of
which would not adversely affect the receipt of any material
benefit by either Party hereunder, shall be held illegal,
invalid or unenforceable, the remaining terms and conditions
of this Agreement shall not be affected thereby and such
terms and conditions shall be valid and enforceable to the
fullest extent permitted by Law.

Pokud jakékoli ustanoveni nebo podminka v této smlouve,
jejiz odstranéni by nemélo nepfiznivy vliv na piijiméani
hmotnych vyhod jednou ze smluvnich stran této smlouvy,
bude shledana nezadkonnou, neplatnou ¢i nevymahatelnou,
zbyvajici ustanoveni a podminky této smlouvy timto
nebudou ovlivnény a tato ustanoveni a podminky budou
platné a vynutitelné v plném rozsahu daném zakonem.

26. No Waiver

26.

Zadné zireknuti se prav

Failure on the part of Sponsor to exercise or enforce any
right conferred upon it hereunder shall not be deemed to be a
waiver of any such right nor operate to bar the exercise or
enforcement thereof at any time or times thereafter.

Pokud zadavatel nebude vykonévat nebo vymahat sva prava,
ktera ziskava na zakladé¢ této smlouvy, nebude to
povazovano za zieknuti se takového prava ani vylouceni
vykonavani nebo vymahani takového prava, a to kdykoli v
dobé trvani této smlouvy i po jejim skonceni.

27. Force Majeure

27. Vys8i moc

Noncompliance by either Party with the obligations of this
Agreement due to force majeure, (laws or regulations of any
government, war, civil commotion, destruction of production
facilities and materials, fire, flood, earthquake or storm,
labor disturbances, shortage of materials, failure of public
utilities or common carriers), or any other causes beyond the
reasonable control of the applicable Party, shall not
constitute breach of this Agreement and such Party shall be
excused from performance hereunder to the extent and for
the duration of such prevention, provided it first notifies the
other Party in writing of such prevention and that it uses its
best efforts to cause the event of the force majeure to
terminate, be cured or otherwise ended.

Neplnéni zdvazki této smlouvy jednou ze smluvnich stran z
duvodu zasahu vys$si moci, (zakonu ¢i piedpist jakéhokoli
statu, valky, obcanskych nepokojl, zniceni vyrobniho
zafizeni ¢i materidlll, pozaru, povodng, zemétieseni Ci boufte,
pracovnich nepokoji, nedostatku materidlu, vypadku
vetejnych sluzeb ¢i vefejnych dopravei) nebo z jakychkoli
jinych diivodd mimo pfiméfenou kontrolu piislusné smluvni
strany nebude piedstavovat poruseni této smlouvy a takova
smluvni strana nebude povinna plnit na zaklad¢ této smlouvy
v rozsahu a po dobu nemoznosti plnit za piedpokladu, ze o
nemoznosti plnéni nejprve pisemn€ uvédomi druhou smluvni
stranu a Ze vynalozi maximalni usili, aby zajistila ukon¢eni
udalosti vy$$i moci, jeji napravu nebo jiné ukonceni.

28. Heading

28. Nadpisy

The headings and captions of the articles and sections of this
Agreement shall be for convenience only.

Nadpisy a popisky ¢lanki a ¢asti této smlouvy jsou pouzity
pouze z praktickych divodu.

29. Entire Understanding

29. Uplnost smlouvy

This Agreement, including any exhibits and schedules
hereto, constitutes the entire agreement between the Parties
with respect to the subject matter hereof. This Agreement
supersedes and cancels all previous agreements among the
Parties, written and oral in respect of the subject matter
hereof. In the event of any inconsistency or conflict between
this Agreement and the Protocol, the terms of this
Agreement shall govern except with regard to adverse event
reporting procedures which shall be governed by the
applicable Protocol and any appendix or attachment thereto.

Tato smlouva, vcetné¢ vSech pfiloh a harmonogramd,
predstavuje uplnou smlouvu smluvnich stran ve vztahu k
predmétu tohoto dokumentu. Tato smlouva nahrazuje a rusi
vSechny pfedchozi smlouvy mezi smluvnimi stranami,
pisemné ¢i Ustni, ve vztahu k pfedmétu tohoto dokumentu. V
ptipad¢ jakychkoli nesrovnalosti nebo rozporii mezi touto
smlouvou a protokolem budou urujici podminky této
smlouvy s vyjimkou ohlasovacich postupi v piipadé
nezadoucich ptihod, které se fidi pfislusSnym protokolem a
jakymkoli dodatkem ¢i piilohou k témuz.
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30. Counterparts

30. Stejnopisy

This Agreement may be executed in two (2) or more
counterparts, including by facsimile or “PDF” exchange,
each of which shall be deemed to be an original as against
any Party whose signature appears thereon, but all of which
together shall constitute but one and the same instrument.

Tato smlouva mize byt provedena ve dvou (2) nebo vice
vyhotovenich vcetné faxovych kopii nebo kopii PDF. Kazdé
z nich bude povazovano za original pro kteroukoli smluvni
stranu, jejiz podpis se na ném objevi. Spolu vsak budou
pfedstavovat jeden a ten stejny néstroj.

[remainder of page intentionally left blank]

[Zbyvajici éast stranky byla zamérné ponechdna prazdna.)

IN WITNESS WHEREOF, the Parties have caused this

NA DUKAZ CEHOZ #adné jmenovani zastupci obou
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Agreement to be executed, by duly authorized
representatives, as of the Effective Date.

smluvnich stran pfipojuji ke dni ucinnosti pod tuto smlouvu
svij podpis.

ACERTA PHARMA B.V.

UNIVERSITY HOSPITAL BRNO

PODEPSAL/A/BY:

PODEPSAL/ BY:

JMENO/ NAME:

JMENO/ NAME: XXXXXXXX

FUNKCE /TITLE:

FUNKCE/ TITLE: Director

DATE/DATUM:

DATE/DATUM:

PRINCIPAL INVESTIGATOR/HLAVNI ZKOUSEJICI

PODEPSAL/A /BY:

TMENO /NAME: XXXXXXXX

DATE/DATUM:

28/34




PI; xXXXXXXXXX. Confidential/Davérné

EXHIBIT A PRILOHA A
BUDGET AND PAYMENT TERMS ROZPOCET A PODMINKY PLATBY
[see overleaf, the remainder of this page is intentionally left | [viz druhou stranu, zbyvajici ¢ast této stranky byla zamérné
blank] ponechana prazdna]
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PAYMENT TERMS

PLATEBNI PODMINKY

Protocol No. ACE-LY-308

C. protokolu ACE-LY-308

A-1.

General Terms. Institution (“Payee”) will be paid the
per subject grant amount as outlined on the Budget
per Study subject properly enrolled in the Study.
This amount constitutes the full compensation for
the work to be completed by the Payee, including all
work and care specified in the Protocol for the
Study, along with all overhead and administrative
services. No compensation will be available for
Study subjects enrolled or continuing in the Study in
violation of the Protocol.

A-1.

Obecné podminky. Zdravotnickému zafizeni (dale
jen pifijemce platby*) bude za kazdy subjekt
hodnoceni fadn¢ zatfazeny do studie hrazena finan¢ni
Castka wuvedena v casti Rozpocet za subjekt
hodnoceni. Tato castka predstavuje celkovou
odménu za praci vykonanou piijemcem platby,
véetné veSkeré prace a péce uvedené v protokolu
této studie a vSech rezijnich a administrativnich
nakladi. Odména nebude poskytnuta za subjekty
hodnoceni, které byly zatazeny do studie nebo v ni
pokracuji v rozporu s protokolem.

A-2.

Payment Terms. Research grants payments for each
Study subject will be made in Czech crowns
guarterly based on 95% eCRF data entered by
Institution supporting enrolled Study subject
visitation. Payments will be made for completed
visits and treatment related costs in accordance with
the Budget, unless otherwise noted in the
Agreement. For each payment, including any Screen
Failures (as defined below) that may be payable
under the terms of this Agreement, Payee will be
paid the total amount earned, xxxxx, for the Final
Payment. Payments will be made based on invoices.
Invoice will be issued based on calculation provided
by Sponsor or xxxx (for all items included in
Budget). The date of taxable delivery is the day of
delivery of the calculation to the Institution. Invoices
will be paid by xxxx on behalf of the Sponsor xxxxx
of receipt of invoice. Payee must submit any final
invoices within thirty (30) days after the site close-
out visit. Any invoices received thereafter may not
be paid. Payee will have sixty (60) days after the
date of the site close-out visit to dispute any
payment discrepancies or missing payments. In case
of late payment Institution is entitled to charge
Sponsor default interest at the legal rate.

A-2.

Platebni podminky. Vyzkumné platby za kazdy
subjekt hodnoceni budou provedeny Ctvrtletné
v ¢eskych korunach na zaklad€ 95% vyplnéni udaji
v eCRF zdravotnickym zafizenim zajistujicim
nav§tévy zafazenych subjektd ve studii. Platby
budou provadény za dokonéené navstévy a naklady
souvisejici s 1é¢bou v souladu s rozpoctem, pokud
nebude ve smlouvé uvedeno jinak. Pii kazdé platbe,
véetné vSech piipadd netspé$ného screeningu
(definovanych nize), ktera bude splatnd podle
podminek této smlouvy, bude piijemci platby
zaplacena jako konecna platba celkova vydélana
Castka xxxxxx. Platby budou provadény na zakladé
faktury. Faktura bude vystavena na zaklade
kalkulace vytvorené zadavatelem nebo spolecnosti
XXXX (na vSechny polozky obsazené v rozpoctu).
Datem uskutecnéni zdanitelného plnéni je den
doruceni  kalkulace zdravotnickému  zafizeni.
Faktury budou proplaceny spole¢nosti XXXXX V
zastoupeni zadavatele xxxx od data doruceni
faktury. Pfijemce platby musi odeslat vSechny
zaveérecné faktury do tficeti (30) dni od zavérecné
navstévy s uzavienim pracovisté. Jakékoli faktury
obdrzené pozdé€ji nemusi byt proplaceny. Piijemce
platby bude mit Sedesat (60) dni od data zavérecné
navstévy s uzavienim pracovisté, aby rozporoval
veskeré platebni nesrovnalosti nebo chybéjici platby.
V pfipadé pozdni thrady je zdravotnické zafizeni
opravnéno Uctovat zadavateli urok z prodleni v
zakonné vysi.

A-3.

Pass-through payments from the Sponsor. Payments
due under this Agreement are pass-through
payments from the Sponsor that will be sent after
such payments are received by xxxxxx from the
Sponsor. INC Research shall have no liability for
any failure by Sponsor or xxxxxx to make payments.

A-3.

Zprostiedkované platby od zadavatele. Platby
vyplyvajici z této smlouvy jsou zprostiedkovanymi
platbami od zadavatele, které¢ spolenost XXXXX
odesle, az je od zadavatele obdrzi. Spolecnost INC
Research neponese zadnou odpovédnost za jakékoli
neprovedené platby ze strany zadavatele nebo
XXXXXX.

A-4.

Non-Procedural Costs. Payee will be paid for
additional non-procedural costs that are pre-

A-4,

Naklady nesouvisejici s procedurami. Piijemci
platby budou hrazeny dal$i naklady nesouvisejici
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approved by Sponsor, as set forth in the Budget. To
request payment for such costs, Payee will remit an
itemized invoice to Sponsor or its designee with
documentation and receipts substantiating agreed-
upon pass-through expenses. Any non-procedural
pass-through expenses will be invoiced only in the
amount actually incurred with no mark-up, up to the
maximum amounts shown in the Budget.

S procedurami, které zadavatel predem schvalil, jak
je uvedeno v rozpoctu. Tyto naklady budou hrazeny
na zdkladé¢ faktury se seznamem jednotlivych
polozek, kterou pfijemce platby odesle zadavateli
nebo jim urenému zastupci spolu s doklady
a uctenkami dokladajicimi dohodnuté uskuteénéné
vydaje. Veskeré uskutecnéné vydaje nesouvisejici
s procedurami studie budou fakturovany pouze ve
skute¢né vysi az do maximalnich ¢astek uvedenych
V rozpoctu.

A-5.  Final Payment. At the conclusion of the Study, all | A-5.  Konecna platba. Ke konci studie budou vSechny
CRFs and Study-related documents will be promptly CRF avsechny dokumenty souvisejici se studii
made available for Sponsor review. The final neprodlené poskytnuty zadavateli k posouzeni.
payment will be paid once: all CRFs have been Kone¢na platba bude zaplacena poté, co: budou
completed and received; data queries have been vyplnény a ptedany vSechny CRF, budou doplnéna
satisfied; all Sponsor Drug is returned; and all close vSechna data, vraceny vsechny Iéky od zadavatele,
out issues are resolved and procedures completed, vyfeSeny vSechny =zalezitosti v souvislosti s
including final IRB notification. All queries must be uzavienim klinického hodnoceni a dokonceny
resolved within five (5) days of receipt by Institution vSechny postupy vcetné zavére¢ného oznameni
any time during the Study. Sponsor or its designee revizni komisi zdravotnického zafizeni (IRB).
will perform final reconciliation of all payments Vsechny dotazy musi byt zodpovézeny do péti (5)
made to date against total amount due and will dni od data jejich doruceni zdravotnickému zatizeni
promptly pay Payee amounts remaining unpaid, if kdykoli béhem studie. Zadavatel nebo jim uréeny
any. Payee will promptly reimburse Sponsor zastupce provedou koneéné vytactovani vsech plateb
amounts overpaid within thirty (30) days of provedenych k aktualnimu datu a dluznych castek
notification by Sponsor or designee. apiijemci platby okamzit¢ uhradi castky, které

zbyva zaplatit, pokud takové jsou. Pfijemce platby
vrati zadavateli preplacené ¢astky do triceti (30) dni
od doruceni upozornéni od zadavatele nebo jim
urceného zastupce.

A-6.  Taxes. A-6. Dang.

(1) Payments do not include Value Added Tax (1) Platby nezahrnuji dan zpiidané hodnoty
(VAT). If the Payee is VAT registered, and if (DPH).  Pokud je pfijemce platby
VAT is required under the applicable legal registrovanym platcem DPH aje-li DPH

regulations, VAT should be added and shown
on the invoice by the Payee at the applicable
VAT rate. If VAT reverse charge mechanism
applies under the applicable legal regulations,
payee will not add VAT to the invoice.

vyzadovana dle pfislusnych pravnich predpist,
musi piijemce platby DPH pfipojit a uvést na
faktufe v piislusné sazbé DPH. Pokud se
uplatiuje mechanismus pfeneseni danové
povinnosti dle piislusnych pravnich predpist,
ptijemce platby DPH na fakturu nepftida.

(2) Payee acknowledges and agrees that it is
solely responsible for the payment of any and
all contributions and taxes imposed by any
applicable authority with respect to or
measured by compensation paid to Payee
under this Agreement. Sponsor will not be
responsible for the withholding or payment of
any such required contributions or taxes.
Payee accepts full responsibility for reporting
all payments received, under this agreement,
to the relevant taxation authorities as required
by local regulations.

(2) Ptijemce platby bere na védomi a souhlasi
Stim, Ze je vyhradné¢ odpovédny za thradu
vsech poplatkli a dani ukladanych libovolnymi
piislu$nymi organy v souvislosti s nahradami
vyplacenymi piijemci platby dle této smlouvy.
Zadavatel nebude odpovédny za zadrzeni ani
uhradu jakychkoli takovych plateb nebo dani.
Ptijemce platby pfijima plnou odpovédnost za
oznameni  vSech  obdrzenych  plateb,
vyplyvajicich ztéto smlouvy, pfislusSnym
danovym Ufadim, jak je vyzadovano mistnimi
smérnicemi.
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A-7.  Screen Failures. A Screen Failure is a consented | A-7. Neuspé8ny screening. Piipadem neusp&sného
Study subject who fails to meet the screening visit screeningu je subjekt, ktery souhlasil s ucasti ve
criteria and is thus not eligible for enrollment into studii, ale nesplnil kritéria zakladniho vySetieni
the Study. Screen Failures will be reimbursed: (i) at (screeningu). Nelze ho tedy zafadit do studie.
100% of the payment for the Screening visit, and (ii) Netspésny screening bude proplacen: (i) ve vysi
XXXX, as outlined in the Budget, based on work 100% platby za screeningovou navstévu, a (ii)
completed pursuant to the Protocol. XXXXXXXX, jak je uvedeno v rozpoctu, na zakladé

prace provedené podle protokolu.

A-8. Patient travel reimbursement. xxxxx on behalf of | A-8. Nahrady cestovného pacientim V ramci tohoto
Sponsor further agrees to pay Institution a lump sum klinického hodnoceni se XXxXxXx jménem zadavatele
in amount of xxxxx for reimbursement of Study dale zavazuje vyplatit Zdravotnickému zafizeni
subjects justified travel costs for return visits to the pausalni ¢astku ve vysi Xxxxxx (dale jen ,,cestovni
Institution (hereafter “Travel expenses”). The lump naklady*). PauSalni castka na thradu cestovnich
sum (hereafter “lump sum”) will be paid by xxXxxx nakladi (dale jen ,,pausal®) bude xxxxxxx vyplacena
based on an invoice issued by the Institution after na zakladé faktury vystavené Zdravotnickym
execution of this Agreement. The lump sum is in zatizenim po uzavieni této smlouvy. Pausal se v
accordance to §36 sec. 11 Act. No. 235/2004, on souladu s § 36 odst. 11 zdkona ¢. 235/2004 Sh., o
valule added tax as amended, is not included in the dani z prfidané hodnoty, ve znéni pozd¢jsich
tax base of the VAT. predpist, nezahrnuje do zakladu dané z ptidané

hodnoty.

Zdravotnické zafizeni se zavazuje proplacet

subjektiim klinického hodnoceni cestovni naklady, a
The Institution undertakes to pay the Travel to po kazdé navstévé subjektu klinického hodnoceni
expenses to Trial subjects following each visit of the uskutecnéné v souladu s protokolem. Cestovni
Trial subject carried out in compliance with the naklady budou uhrazeny subjektu klinického
Protocol. Travel expenses will be paid to the Trial hodnoceni bezprostfedné po uskuteénéni navstévy na
subjects immediately after each visit up to a zaklad¢ piedlozené jizdenky ¢i jiného obdobného
maximum of xxxx per visit based on collected dokladu v maximalni vy§i XXXXXX za navstévu.
travel tickets or other similar document.

Po vyCerpani tfi ctvrtin pausalu je Zdravotnické

zafizeni opravnéno vystavit dal$i fakturu, a to ve
After exhausting three-quarters of the lump sum the stejné vysi jako predchozi. Veskeré zbyvajici
Institution is authorized to issue another invoice for finan¢ni prostiedky budou na konci klinického
further lump sum payment. Any remaining funds at hodnoceni na zakladé vyzvy vraceny zadavateli nebo
the end of the Study shall be returned to Sponsor or spole¢nosti  XXXXXXX nebo odecteny od konecné
XXXXXX upon request or deducted from the final platby provedené zadavatelem nebo spole¢nosti
payment performed by Sponsor or XXXXxx. XXXX.

A-9. Payee. The research grant payments will be made to | A-9.  Pfijemce platby. Platby vyzkumného grantu budou

the following payee and address:

provedeny na tohoto pfijemce a adresu:

Payee Name: University Hospital Brno

Jméno piijemce: Fakultni nemocnice Brno

Payee Address: Jihlavska 20, 625 00 Brno

Adresa prijemce: Jihlavska 20, 625 00 Brno

Payee Tax Identification Number: CZ65269705

Danové identifikacni ¢islo pfijemce: CZ65269705

Payee Bank Account Details:

Udaje o bankovnim spojeni pijemce platby:

Bank Name: Ceské narodni banka

Nazev banky: Ceské narodni banka

Bank Address: Rooseveltova 18, 601 10 Brno

Adresa banky: Rooseveltova 18, 601 10 Brno

Bank Account Number: XXXXXXX

Cislo bankovniho G&tu: XXXXXXX

IBAN Number: xxXxxxxx

Cislo IBAN: XXXXXXX

SWIFT Code:; XXXXXXX

Kod SWIFT: XXXXXXX
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Payment reference: XXXXXXxX

Variabilni symbol: XXXXXXXX

Email address for remittance information: XXxXxxxx

E-mailova adresa pro zpravu pro piijemce: XXXXXXX

The payee’s Tax Identification Number is required
before any payments can be made under this Agreement.

Nez budou provedeny jakékoli platby podle této
smlouvy, je vyzadovéano danové identifikacni ¢islo piijemce.

Updates to payee address and banking information
can be submitted in writing to Sponsor/xxxxxxxx but no
amendment to this Agreement shall be required.

Aktualizace adresy pfijemce platby a informace o
bance lIze odeslat zadavateli/spole¢nosti XXXXXXXX pisemné,
nesmi vSak byt pozadovan zadny dodatek k této smlouve.

A-10. Invoices and Payment Related Queries.

A-10. Faktury a dotazy souvisejici s platbou.

All invoices must be sent via email to xxxxxxx. All invoices
should include the following address details as invoice
recipient:

VSechny faktury musi byt zasldny emailem na adresu
XXXXXXXX. VSechny faktury musi obsahovat nasledujici
adresu jako ptijemci faktury:

To: Acerta Pharma B.V.

Pro: Acerta Pharma B.V.

XXXXX XXXX
XXXXX XXXX
XXXXX XXXX
XXXXX XXXX
XXXXX XXXXX

Invoices must be emailed to xxxxxx and do not need to be
sent by post mail in addition.

Any questions should be directed to the above email address
in the first instance.

Faktury musi byt zaslany emailem na adresu XXXXXXXX. &
neni nutné je zasilat dodatecné€ postou.

Veskeré otazky musi byt smétovany v prvni fad€ na
emailovou adresu vyse

Each invoice must contain: (1) the Sponsor name, (2)
Protocol number, (3) Project code, (4) a summary of the
reimbursement to be made in compliance with the Research
Grant Worksheet, and (5) if the Payee is VAT registered, the
VAT Registration Number, (6) if VAT reverse charge
mechanism applies, the note “VAT reverse charge
applicable”.

Kazda faktura musi obsahovat: (1) jméno zadavatele, (2)
¢islo protokolu, (3) kod projektu, (4) souhrn plateb, které
maji byt uhrazeny v souladu s Vykazem prace vyzkumného
grantu, a (5) je-li pfijemce platby registrovanym platcem
DPH, registracni c¢islo DPH, (6) pokud se uplatiuje
mechanismus pfeneseni dafiové povinnosti v piipadé DPH,
poznamku ,,Uplatni se mechanismus pfeneseni danové
povinnosti®.

Payee will not receive any payments for pass through
expenses whereby Payee has failed to produce actual copy
invoices or other documentation clearly substantiating that
the expenditures were actual, reasonable, and verifiable in
the amount submitted for compensation. Any invoices
submitted by the Payee more than 45 days after the database
lock will not be reimbursed.

Prefakturované naklady nebudou piijemci platby uhrazeny,
pokud ptijemce platby neptedlozi skutecné kopie faktur nebo
jiné doklady dosvédcujici, ze naklady jsou skutecné,
pfimétené a ovetitelné ve vysi predlozené k thradé. Jakékoli
faktury vystavené piijemcem platby vice nez 45 dni po
uzamknuti databaze nebudou uhrazeny.
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EXHIBIT B PRILOHA B
THE PROTOCOL PROTOKOL
[PROTOCOL BY REFERENCE ONLY] [PROTOKOL POUZE ODKAZEM]
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