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CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKEM HODNOCENI

Protocol # [

Protokol ¢&. -

This Clinical Trial Agreement (“Agreement”) among

Tato smlouva o klinickém hodnoceni (dale jen ,,smlouva“)
byla uzaviena mezi t€mito smluvnimi stranami:

Theravance Biopharma Antibiotics, Inc., a Cayman Islands
exempted company with a registered office address of PO
Box 309, Ugland House, Grand Cayman, KY1-1104,
Cayman Islands, and a business address c/o Theravance
Biopharma US, Inc., 901 Gateway Boulevard, South San
Francisco, California 94080 USA (“Sponsor”)

Theravance Biopharma Antibiotics, Inc., danové osvobozena
spole¢nost z Kajmanskych ostrovti s registrovanym sidlem na
adrese PO Box 309, Ugland House, Grand Cayman, KY1-
1104, Kajmanské ostrovy, a obchodni adresou Theravance
Biopharma US, Inc. 901 Gateway Boulevard, South San
Francisco, California 94080, USA (déle jen ,,zadavatel)

And

A

Theravance Biopharma Antibiotics IP, LLC, a wholly-owned
Delaware, USA limited liability company of Sponsor with an
address c/o Theravance Biopharma US, Inc., 901 Gateway
Blvd., South San Francisco, California 94080, USA (with
respect to the provisions of Section 13 only) (hereinafter
referred to as “TBPH IP”)

Theravance Biopharma Antibiotics IP, LLC, spolecnost
sruenim omezenym ve vyhradnim vlastnictvi zadavatele
v Delaware, USA sadresou c/o Theravance Biopharma US,
Inc., 901 Gateway Blvd., South San Francisco, California
94080, USA (pouze s ohledem na ustanoveni bodu 13) (dale
jen ,,TBPH IP*)

And

A

Thomayerova nemocnice, located at Videnska 800, 140 59
Praha 4, Kr¢, Czech Republic,

Represented by doc. MUDr. Zden¢k Benes, CSc, Director
Governmental organization founded by the Ministry of
Health of Czech Republic

Foundation deed no. MZDR 17268-1V/2012

Registered in the Commercial Register maintained by the
Municipal Court in Prague, Section Pr, entry 1043
ID Number: 00064190

TAX ID Number: CZ00064190

Banking information:

Bank Account Number:
IBAN:
SWIFT:

Thomayerova nemocnice, se sidlem Videniska 800, 140 59
Praha 4, Kr¢, Ceska republika

kterou zastupuje doc. MUDr. Zden€k Benes, CSc., feditel
nemocnice,

statni  piispévkova
zdravotnictvi CR
uplné znéni ztizovaci listiny ¢.j. MZDR 17268-1V/2012
zapsand v OR vedeném Méstskym soudem v Praze oddil Pr,
vlozka 1043

IC: 00064190

DIC: CZ00064190

Bankovni spojeni:
¢islo uctu:
IBAN:

organizace ziizena Ministerstvem

And

(“Institution”) SWIFT: (dale jen ,,zdravotnické za¥Fizeni®).
A
_
(dale jen ,hlavni
(“Principal Investigator”) zkousejici*)
The Sponsor is represented in the EU by Theravance | Zadavatel je v EU =zastoupen spole¢nosti Theravance

Biopharma Ireland Limited, an Irish company limited by
shares with its registered office at Arthur Cox Building,
Earlsfort Terrace D02CK83 Dublin 2, Ireland pursuant to
Art 19 of the EU Directive 2001/20.

Biopharma Ireland Limited, irskou akciovou spolecnosti s
registrovanym sidlem na adrese Arthur Cox Building,
Earlsfort Terrace D02CK83, Dublin2, Irsko dle ¢l. 19
smérnice EU ¢. 2001/20.

when signed by all parties, is effective as of the date of last
signature of this Agreement (“Effective Date”).

a nabude platnosti a Uc¢innosti dnem podpisu posledni ze
smluvnich stran (,,datum ucinnosti).

By separate agreement, Sponsor has engaged INC
Research, LLC, a contract research organization, with a
principal place of business in the United States at 3201
Beechleaf Court, Suite 600, Raleigh, NC 27604-1547 USA,
and its affiliates (“CRO”) acting as an independent
contractor, to assist Sponsor with carrying out the Trial (as
defined below). Institution and Principal Investigator
acknowledge that CRO will perform some of Sponsor’s
obligations in connection with this Agreement, including
negotiation of this Agreement and making grant payments
hereunder on Sponsor’s behalf, and Institution and Principal
Investigator agree to cooperate with CRO. Any instructions
provided by CRO to Institution or Principal Investigator will

V samostatné smlouvé povétil zadavatel spole¢nost INC
Research, LLC, smluvni vyzkumnou organizaci s hlavnim
mistem obchodni Cinnosti ve Spojenych statech na adrese
3201 Beechleaf Court, Suite 600, Raleigh, NC 27604-1547
USA a jeji pfidruzené spolecnosti (dale jen ,,CRO)
vystupujici jako nezavisly dodavatel, aby zadavateli pomohla
s provadénim klinického hodnoceni (jak je definovano nize).
Zdravotnické zafizeni a hlavni zkouSejici bere na védomi, Ze
CRO bude v souvislosti stouto smlouvou provadét nékteré
zavazky zadavatele, véetné vyjednadni této smlouvy a
vyplaceni grantovych plateb dle této smlouvy jménem
zadavatele, a zdravotnické zafizeni a hlavni zkousejici se

zavazuji spolupracovat s CRO. Jakékoli pokyny, které CRO
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be deemed to be instructions by Sponsor for purposes of this
Agreement.

pteda zdravotnickému zafizeni a hlavnimu zkousejicimu, se

budou povazovat za pokyny zadavatele pro ucely této smlouvy.

Sponsor wishes to support a clinical trial of its
investigational medicinal  product telavancin  (the
“Investigational Drug”) to be conducted at Institution
pursuant to Protocol entitled

, as it may be amended from time to
The clinical trial to be conducted
pursuant to the Protocol will be referred to herein as the
“Trial”.

time (“Protocol”).

Zadavatel si pteje podpofit provedeni klinického hodnoceni
svého hodnoceného 1é¢ivého piipravku telavancinu (dale jen
,hodnoceny pripravek™) ve zdravotnickém =zafizeni dle
protokolu s ndzvem

ve znéni piipadnych pozdéjsich
zmén (dale jen ,,protokol®). Klinické hodnoceni provadéné
podle protokolu se zde bude oznacovat jako ,,hodnoceni*.

The parties agree as follows:

Smluvni strany se dohodly takto:

1. Investigators and Research Staff.

1 ZkouSejici a vyzkumny personal.

1.1 Principal Investigator. The Principal Investigator will
be responsible for the direction of the Trial in
accordance with applicable Institution policies.

Apart from this Agreement, Sponsor and CRO declare
that in connection with this Trial, they will not execute
any other separate agreement with Institution,
Principal Investigator and sub-investigators which
would govern their mutual rights and obligations
regarding the Trial. Should Sponsor and/or CRO enter
into such separate agreement with Institution,
Principal Investigator and sub-investigators, this
Agreement will be terminated upon thirty (30) days
written notice to Sponsor and/or CRO. All costs
associated with the closure of the Trial at the
Institution shall be borne by Sponsor as outlined in
Section 18.2. Termination of the Agreement and
closure of the Trial at the Institution will be reported to
the State Institute for Drug Control and relevant ethics
committees.

According to this Agreement, the Trial Subject grant
amount will be paid to the Institution (“Payee”).
Remuneration of Principal Investigator and Research
Staff for their efforts contributed to the Trial is based
on the internal guideline of the Institution.

1.1 Hlavni zkouSejici. Hlavnim zkouSejici se bude
odpovidat za fizeni hodnoceni v souladu s platnymi
smérnicemi zdravotnického zafizeni.

Kromé¢ této Smlouvy, Zadavatel a CRO prohlasuji, ze v
souvislosti se Studii, ktera je predmétem této Smlouvy,
neuzavieli a neuzaviou bez ucasti Zdravotnického
zafizeni s Hlavnim zkouSejicim ¢i Spoluzkousejicimi
zadnou dal$i smlouvu upravujici jejich vzajemnd prava
a povinnosti ve Zkouseni. V piipad¢ zjisténi, ze
zadavatel a/nebo CRO uzavtel takovou dalsi Smlouvu s
hlavnim zkousSejicim ¢i Spoluzkousejicimi, bude toto
divodem k ukonceni spoluprace do tficeti (30) dnd od
pisemného oznameni sponzorovi a / nebo CRO.Veskeré
zmatrené naklady ponese Zadavatel jak je uvedeno
v bod¢ 18.2. Ukonceni smlouvy a uzavieni fesitelského
centra ve Zdravotnickém zatizeni bude o0znameno
Statnimu ustavu pro kontrolu IéCiv a pfislusSnym
etickym komisim.

Piijemcem plateb dle této smlouvy je Zdravotnické
zafizeni (“Pfijemce plateb”). Odménovani hlavniho
zkousejiciho a Spoluzkousejicich za praci provedenou
na ZkouSeni se odviji od vnitini smérnice
Zdravotnického zatizeni.

1.2 Subinvestigators and Research Staff. Institution and
Principal Investigator will ensure that all personnel
who assist in the conduct of the Trial, including
subinvestigators (collectively, “Research Staff”) are

appropriately trained and qualified.

1.2 Spoluzkous$ejici a vyzkumny persondl. Zdravotnické
zatizeni zajisti a hlavni zkousejici, aby byl veskery
personal podilejici se na provadéni hodnoceni vcetné
spoluzkousejicich  (spole¢né dale jen ,,vyzkumny
persondl®) nalezité vyskolen a kvalifikovan.

1.3 Obligations of Institution and Principal Investigator.
Institution and Principal Investigator are responsible to
Sponsor for compliance by all Research Staff with the
terms of this Agreement. Institution and Principal
Investigator will ensure that all Research Staff are
informed of and agree to abide by all terms of this
Agreement applicable to the activities they perform.
Institution will determine which of the obligations in
this Agreement it will delegate to Principal

Investigator.

1.3 Zavazky zdravotnického zafizeni a hlavniho zkous$ejici.
Zdravotnické zafizeni a hlavni zkouSejici je odpovédné
zadavateli za dodrzovani podminek této smlouvy
hlavnim  zkouSejicim a veSkerym  vyzkumnym
personalem. Zdravotnické zafizeni a hlavni zkousejici
zajisti, aby byl veskery vyzkumny personal informovan
o vSech podminkéch této smlouvy, které se vztahuji
k jeho ¢innostem. Zdravotnické zatizeni urci které ze
zavazkld v této smlouvé bude delegovat na hlavniho
zkousSejiciho.
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1.4 No Substitution. Institution and Principal Investigator

may not reassign the conduct of the Trial to a different
Principal  Investigator ~ without  prior  written
authorization from Sponsor. Any replacement
Principal Investigator will be required to agree to the
terms and conditions of this Agreement in a separate
writing. In the event Sponsor does not approve a
replacement Principal Investigator, Sponsor may
terminate this Agreement in accordance with the
termination provisions below.

14

Zakaz néhrady. Zdravotnické zafizeni a hlavni
zkousejici nesmi povéfit provadénim hodnoceni jiného
hlavniho zkouSejiciho bez pifedchoziho pisemného
souhlasu zadavatele. Nahradni hlavni zkousejici bude
povinen zavazat se Kk dodrzovani podminek této
smlouvy, a to formou samostatného pisemného zavazku.
Pokud zadavatel neschvali nahradniho hlavniho
zkousejiciho, mize zadavatel tuto smlouvu vypoveédet
v souladu s niZze uvedenymi ustanovenimi o ukonéeni
platnosti smlouvy.

15

Delegation of Duties. Institution and/or Principal
Investigator may delegate duties and responsibilities to
sub-investigators or other Research Staff only to the
extent permitted by Applicable Law (as defined in

1.5

Delegovani povinnosti. Zdravotnické zafizeni a/nebo
hlavni zkousSejici miize své povinnosti a odpovédnost
delegovat na spoluzkousejici nebo jiny vyzkumny
personal pouze v rozsahu povoleném platnymi pravnimi

Section 4) governing the Trial conduct, as described piedpisy (definovanymi v bodé 4), kterymi se
below. hodnoceni fidi, jak je popsano nize.

1.6 Compliance with Institutional Policies. Institution | 1.6 Dodrzovani  smérnic  zdravotnického  zafizeni.
shall ensure that Principal Investigator and other Zdravotnické zafizeni zajisti, ze hlavni zkousejici a jiny
Research Staff will comply with the policies and vyzkumny personal bude dodrzovat smérnice a postupy
procedures of the organization(s) with which they are organizace (organizaci), pro kterou (pro néz) pracuje, a
affiliated, including any applicable financial policies. to véetné vSech platnych smérnic ve finanéni oblasti.

1.7 Financial Disclosures. In order to enable Sponsor to | 1.7 Sdélovani finanénich informaci. Aby zadavateli umoznil
comply with FDA regulations or other Applicable splnit pfedpisy FDA nebo jiné platné pravni piedpisy,
Law, Principal Investigator and any Research Staff hlavni zkouSejici a kterykoli <¢len vyzkumného
listed on the FDA Form 1572 for the Trial shall personalu uvedeny na formulati FDA 1572 pro
complete and sign a financial disclosure form hodnoceni vyplni a podepise formulat finanéniho
providing information required to be disclosed to the ptiznani, do n€hoz uvede informace, které je nutné
FDA or any other regulatory authority regarding any sdélit FDA nebo jinému regulacnimu tfadu, tykajici se
financial interests that such individual or his or her jakychkoli finan¢nich zajmd, které mize tento jedinec
immediate family members may have in Sponsor or nebo jeho nejblizsi rodinni piislu$nici mit u zadavatele
the Trial prior to the initiation of the Trial, and will nebo v hodnoceni pted zahajenim hodnoceni, a tyto
promptly update such information as needed to informace bude dle potieby bezodkladné aktualizovat,
maintain the accuracy and completeness of such form aby zachoval piesnost a uplnost tohoto formulaie v
during the course of the Trial, and for one (1) year prubéhu hodnoceni a po dobu jednoho (1) roku po
following completion or termination of the Trial. The dokonceni nebo predCasném ukonceni hodnoceni.
foregoing disclosure requirement may require Pfedchozi pozadavek sdéleni informaci miize zahrnovat
disclosure of information involving immediate family sdéleni informaci tykajicich se nejbliz§ich rodinnych
members of the Principal Investigator or other pfislusnikii  hlavniho  zkouSejiciho nebo jiného
Research Staff. The Principal Investigator consents to, vyzkumného personalu. Hlavni zkouSejici souhlasi (a
and Institution and Principal Investigator shall obtain zajisti  veSkeré nezbytné souhlasy vyzkumného
all necessary consents from the Research Staff listed persondlu uveden¢ho na formuldii FDA 1572 pro
on the FDA Form 1572 for the Trial for, the collection, hodnoceni) se shromazdovanim, zpracovavanim,
processing, use, and holding and transfer of pouzivanim, prechovavanim a pfevadénim svych
his/her/their personal data disclosed in accordance with poskytnutych osobnich udaji v souladu s timto
this paragraph (including the transfer of such data to odstavcem_ (v€etné prevadéni téchto tdaji do zemi
countries outside of the European Union and Czech mimo Evropskou unii a Ceské republiky k témto
Republic) for the following purposes: (i) the conduct ucelim: (i) provadéni hodnocenti; (ii) pfezkum statnimi
of the Trial; (ii) review by governmental or regulatory nebo regulacnimi ufady, zadavatelem, pfidruzenymi
agencies, Sponsor, and Sponsor’s affiliates, agents and spole¢nostmi, zastupci a dodavateli zadavatele (véetné
contractors (including CRO); (iii) satisfying legal or CRO); (iii)) splnéni zdkonnych nebo regulacnich
regulatory requirements; and (iv) publication on pozadavkd a (iv) zvefejnéni v databazich klinickych
clinical trials registration databases and websites. hodnoceni a na webovych strankach.

2. Protocol. Institution and Principal Investigator will | 2. Protokol. Zdravotnické zafizeni a hlavni zkousejici
conduct the Trial in accordance with the Protocol bude hodnoceni provadét vsouladu s protokolem
referenced in Attachment A of this Agreement. uvedenym v piiloze A této smlouvy.

2.1 Amendments. The Protocol may be amended only at | 2.1 Dodatky. Protokol miize byt pozménén pouze na pokyn
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the direction of Sponsor, subject to approval by the
responsible Independent Ethics Committee for the
Trial (“IEC”). Any such amendments to the Protocol
will automatically be incorporated herein once IEC
approval is obtained.

zadavatele a po schvaleni ptislusnou nezavislou etickou
komisi pro toto hodnoceni (,,NEK®). Jakékoli takové
dodatky protokolu budou automaticky zaclenény do této
smlouvy, jakmile je NEK schvali.

2.2

Emergency Deviations. If it is necessary in the
reasonable medical judgment of the Principal
Investigator or Institution to deviate from the Protocol
on an emergency basis in order to protect the safety of
patients participating in the Trial (“Trial Subjects”),
Institution and/or Principal Investigator will notify
Sponsor and the responsible IEC verbally as soon as
practicable but, in any event, no later than one (1)
working day after the deviation is implemented, and in
writing within five (5) days after the deviation.

2.2

Odchylky v naléhavych situacich.  Pokud je dle
rozumného 1ékatského tsudku zdravotnického zatizeni
a hlavniho zkousejiciho nutné odchylit se v naléhavé
situaci od protokolu za ucelem ochrany bezpecnosti
pacientl ucastnicich se hodnoceni (dale jen ,,subjekty
hodnoceni®), zdravotnické zafizeni a/nebi hlavniho
zkousejiciho o tom bude ustné informovat zadavatele a
ptislusnou NEK, co nejdfive to bude prakticky mozné,
nejpozdéji vSak jeden (1) pracovni den po provedeni
odchylky, a pisemné do péti (5) dnti od odchylky.

2.3

No Additional Research. No additional research may
be conducted on Trial Subjects during the conduct of
the Trial, unless it is approved by Sponsor and
documented as a companion protocol or an
amendment to the original Protocol. Such prohibited
research activities include analyses of biological
samples from Trial Subjects for any non-therapeutic
purpose.

2.3

Zakaz dalSiho vyzkumu. Béhem provadéni hodnoceni
nelze se subjekty hodnoceni provadét zadny dalsi
vyzkum, pokud jej neschvali zadavatel a nebude
zdokumentovan jako satelitni protokol nebo dodatek
k pivodnimu  protokolu. Mezi takto zakazané
vyzkumné aktivity patfi analyzy biologickych vzork
subjektd hodnoceni pro jakékoli neterapeutické ucely.

will conduct the Trial in accordance with the Protocol,
the terms and conditions of this Agreement, and
Sponsor’s or CRO’s instructions (including, without
limitation, those instructions contained in the
laboratory manual and any other Trial-related manual
provided by Sponsor). In addition, Institution and
Principal Investigator will conduct the Trial in
compliance with: (i) International Conference on
Harmonisation Harmonised Tripartite Guidelines for
Good Clinical Practice (“ICH-GCP”), (ii) the 1996
version of the Declaration of Helsinki or such other
version as is subsequently adopted by the European

3. Independent Ethics Committee. Before the Trial is | 3. Nezavisla etickd komise. Pted zahajenim hodnoceni

initiated, Sponsor will ensure that both the Trial and Zadavatel zajisti schvaleni hodnoceni a znéni formulare
the informed consent form are approved by an IEC that informovaného souhlasu NEK, a to vsouladu se
complies with all applicable regulations. Institution vSemi platnymi predpisy.  Zdravotnické zafizeni a
and Principal Investigator will further ensure that the hlavni zkouSejici zajisti, aby bylo hodnoceni stéle a po
Trial is subject to continuing oversight by the IEC celou dobu provadéni pod dohledem NEK.
throughout its conduct. The Trial will be conducted Studie bude provedena v souladu s povolenim Statniho
according to the approval of State Institute for Drug ustavu pro kontrolu 1é¢iv ze dne 27.10.2016,
Control dated October 27, 2016 and the consent of the souhlasnym stanoviskem Etické komise ze dne
Ethics committee dated August 10, 2016, which are 10.08.2016, kter¢ tvoii ptilohu E této smlouvy.
attached under Attachment E.
Treatment of Trial Subjects will not start until all Lécba subjektd hodnoceni nebude zahajena, dokud
approvals from Ethics committees, State Institute for nebudou obdrzeny veskerd schvaleni etickych komisi,
Drug Control and other permits required to initiate the souhlas SUKL a jakdkoliv jini povoleni potiebna
Trial are issued. k zahajeni Studie.

3.1 Trial Disapproval. If, through no fault of Institution or | 3.1 Neschvéleni hodnoceni. Pokud hodnoceni nebude NEK
Principal Investigator, the Trial is disapproved by the schvaleno, a to bez zavinéni zdravotnického zafizeni
IEC, this Agreement will immediately terminate, as nebo hlavniho zkousejiciho, platnost této smlouvy bude
outlined in Section 18.1(a) below. okamzit¢ ukoncena, jak je uvedeno v bod¢ 18.1(a) nize.

4. Trial Conduct. Institution and Principal Investigator | 4. Provadéni hodnoceni. Zdravotnické zatizeni a hlavni

zkouSejici budou hodnoceni provadét v souladu
s protokolem, podminkami této smlouvy a pokyny
zadavatele a CRO (v€etné mimo jiné v souladu
s pokyny obsazenymi v laboratorni pfirucce a jakékoli
jiné piirucce souvisejici s hodnocenim, kterou poskytne
zadavatel). Dale bude zdravotnické zafizeni a hlavni
zkousejici provadét hodnoceni v souladu s: Q)
Harmonizovanymi tfistrannymi pokyny pro spravnou
klinickou praxi dle Mezinarodni konference pro
harmonizaci (,,ICH-GCP*); (ii) Helsinskou deklaraci,
verzi z roku 1996 nebo pfipadné s jinou verzi nasledné
ptijatou Evropskou unii; (iii) Pokynem EC-GCP a
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Union; (iii) the EC-GCP Note for Guidance, and the
European Directives 2001/20/EC and 2005/28/EC as
adopted in Czech Republic; (iv) the U.S. Food, Drug
& Cosmetic Act, as amended and all U.S. Food and
Drug Administration (“FDA”) regulations applicable
to clinical trials being conducted pursuant to a United
States investigational new drug application; (v) all
conditions of approval imposed by the IEC; (vi) the
conditions specified in the Statement of Investigator
(Form FDA 1572) signed by the Principal
Investigator; (vii) the terms and conditions of this
Agreement; and (viii) all other applicable laws, rules
and regulations ((i) through (viii), collectively,
“Applicable Law”). Sponsor may suspend the
conduct of the Trial at Institution or the enrollment of
Trial Subjects in the Trial at Institution and Principal
Investigator upon written notice to Institution and
Principal Investigator.

evropskymi smérnicemi 2001/20/ES a 2005/28/ES
pfijatymi v Ceské republice; (iv) americkym zakonem o
potravinach, Ié¢ivech a kosmetickych pfipraveich ( U.S.
Food, Drug & Cosmetic Act) v platném znéni a se
viemi predpisy amerického Utadu pro kontrolu potravin
a léciv (U.S. Food and Drug Administration, dale jen
»FDA®) platnymi pro klinickd hodnoceni provadéna
podle postupu zadosti o schvaleni nového hodnoceného
léku ve Spojenych statech; (v) vSemi podminkami
schvaleni ulozenymi NEK; (vi) podminkami uvedenymi
v prohlaseni  zkousejiciho  (formulait  FDA 1572)
podepsaném hlavnim zkousejicim; (vii) podminkami
této smlouvy a (viii) vSemi ostatnimi pftislusnymi
platnymi zakony, piedpisy a nafizenimi ((i) az (viil)
spoleén¢ dale jen ,platné pravni piedpisy”).
Zadavatel mize po  pisemném  vyrozumeéni
zdravotnického zafizeni a hlavnimu zkouSejicimu
zastavit provadéni hodnoceni ve zdravotnickém zafizeni
nebo nabor subjekti hodnoceni do hodnoceni ve
zdravotnickém zafizeni.

5. Investigational Drug. Sponsor will provide Institution | 5. Hodnoceny  pfipravek. Zadavatel  poskytne
with sufficient quantities of the Investigational Drug to zdravotnickému  zafizeni  dostatené  mnozstvi
conduct the Trial. If required by the Protocol and hodnoceného piipravku k provedeni hodnoceni. Pokud
unless otherwise agreed, Institution will provide any to vyzaduje protokol a nedohodnou-li se strany jinak,
comparator drugs (“Comparator Drugs”) and zdravotnické zafizeni poskytne srovnavaci pfipravky
Sponsor will reimburse Institution for the cost thereof. (dale jen ,,srovnavaci pripravky®) a zadavatel uhradi

zdravotnickému zafizeni jejich ndklady.

5.1 Custody and Dispensing. Institution and Principal | 5.1 Uchovavani a vydavani pfipravkid.  Zdravotnické
Investigator will adhere to Applicable Law and zatizeni a hlavni zkousejici bude dodrzovat platné
industry standards requiring careful custody and pravni predpisy a oborové normy vyzadujici peélivé
dispensing of the Investigational Drug and Comparator uchovavani a vydavani hodnoceného piipravku a
Drugs, as well as appropriate documentation of such srovnavacich pfipravkl, a také zajisti pfiméfenou
activities. dokumentaci téchto aktivit.

5.2 Control. Institution and Principal Investigator will | 5.2 Kontrola. Zdravotnické zafizeni a hlavni zkouSejici
maintain  appropriate  control of supplies of zajisti nalezité provadéni kontrol zasob hodnoceného
Investigational Drug and Comparator Drugs at ptipravku a  srovnavaciho pfipravku v 1ékarné
Institution’s pharmacy in the manner specified in the zdravotnického  zafizeni  zpusobem  popsanym
Protocol and will not administer or dispense v protokolu a nepoda ani nevyda hodnoceny piipravek
Investigational Drug to anyone who is not a Trial nikomu, kdo neni subjekt hodnoceni, ani k nému
Subject, or provide access to it to anyone except neposkytne pfistup nikomu kromé vyzkumného
Research Staff. personalu.

5.3 Supply. Institution will ensure continuous and | 5.3 Zasoby. Zdravotnické zafizeni zajisti nepfetrzité a
sufficient supplies of Comparator Drugs at the dostate¢né zasoby srovnavacich piipravka v 1ékarné
Institution’s pharmacy throughout the duration of the zdravotnického zafizeni po celou dobu trvani
Trial. hodnoceni.

5.4 Use. Institution and Principal Investigator will use | 5.4 Pouziti. Zdravotnické zafizeni a hlavni zkousejici
Investigational Drug solely for the purpose of budou hodnoceny piipravek pouzivat vyhradné k téelu
conducting the Trial in accordance with the Protocol. provadéni hodnoceni v souladu s protokolem. Jakékoli
Any other use of Investigational Drug constitutes a jiné pouziti hodnocené¢ho pfipravku je zavaznym
material breach of this Agreement. porusenim této smlouvy.

5.5 Ownership of Investigational Drug. Investigational | 5.5 Vlastnictvi hodnoceného ptipravku. Hodnoceny
Drug is and remains the property of Sponsor. Sponsor ptipravek je a zlistava majetkem zadavatele. Zadavatel
grants Institution and Principal Investigator no express neudéluje  zdravotnickému  zafizeni a hlavnimu
or implied intellectual property rights in the zkouSejicimu zadna prava dusevniho vlastnictvi, at’
Investigational Drug or in any methods of making or vyslovna  nebo  piedpokladana,  k hodnocenému
using the Investigational Drug. ptipravku nebo k jakymkoli metoddm jeho vyroby nebo

pouzivani.

6. Budget. 6. Rozpocet.
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6.1

Subject to the terms and conditions of this Agreement,
CRO, on Sponsor’s behalf, will make all payments due
and owing for the performance of the Trial in
accordance with the budget set forth in Attachment D
(the “Budget”) and Attachment B (the “Payment
Terms”). The Budget represents Institution’s and
Principal Investigator’s costs of conducting the Trial.
All amounts are inclusive of all direct, indirect,
overhead and other costs, including laboratory and
ancillary service charges, and will remain firm for the
duration of the Trial, unless otherwise agreed in
writing by the parties. Neither the Institution nor the
Principal Investigator will directly or indirectly seek
or receive compensation from Trial Subjects or third-
party payers for any material, treatment or service that
is required by the Protocol and provided or paid by
Sponsor, including, but not limited to, Investigational
Drug, Comparator Drugs, Trial Subject screening,
infusions, physician and nurse services, diagnostic
tests, and Investigational Drug and/or Comparator
Drugs administration.

6.1

Na zéklad¢ podminek této smlouvy CRO jménem
zadavatele provede, uhradi vSechny splatné castky za
provadéni hodnoceni v souladu S rozpoctem
stanovenym v pfiloze D (dale jen ,rozpofet) a
ptilohou B (dale jen ,,platebni podminky*). Rozpocet
ptedstavuje naklady zdravotnického zatizeni a hlavniho
zkousejiciho na provadéni hodnoceni. Do castek jsou
jiz zahrnuty vSechny piimé, nepiimé, rezijni a dalsi
naklady, vcetné¢ poplatkl za sluzby laboratofe a
pomocné sluzby, pfiCemz sazby zlistanou neménné po
celou dobu hodnoceni, neni-li smluvnimi stranami
pisemn¢ dohodnuto jinak. Zdravotnické zafizeni a
hlavni zkousejici nebudou od subjekti hodnoceni ani
tretich stran pfimo ani nepfimo vyzadovat ani pfijimat
nahradu za jakékoli materidly, [éCbu a sluzby
vyZzadované protokolem a poskytované nebo hrazené
zadavatelem, zahrnujici mimo jiné hodnoceny
pripravek, srovnavaci pfipravky, screening subjektl
hodnoceni, infuze, péci I¢kaii a sester, diagnostické
testy a podani hodnoceného pripravku a/nebo
srovnavaciho ptipravku.

6.2

The parties agree that the amount of compensation
payable under the Budget for the conduct of the Trial
reflects the fair market value of the services being
performed. The Institution and Principal Investigator
acknowledge and confirm that the Institution and the
Principal Investigator have been selected to participate
in this Trial because of their experience in the relevant
subject matter and not, in any way, as an inducement
to, or in return for prescribing, purchasing, using,
recommending preferential formulary status, or
dispensing any of the Sponsor’s products. The parties
agree that the payments provided under this
Agreement are consistent with arm’s length
transactions, and are not in exchange for any
agreement by the Institution or the Principal
Investigator, whether express or implied, to prescribe,
use or recommend the prescription or use of any
Sponsor product.

6.2

Smluvni strany souhlasi, Ze vySe odmény splatna podle
rozpoCtu za provadéni hodnoceni odrazi spravedlivou
trzni hodnotu provadénych sluzeb.  Zdravotnické
zafizeni a hlavni zkousejici berou na védomi a potvrzuji,
ze byli vybrani k Gcasti v tomto hodnoceni diky svym
zkuSenostem v piislusné odborné oblasti a v zadném
piipadé ne za ucelem podnitit ho k ptfedepisovani,
nakupovani, pouzivani, doporucovani prednostniho
predepisovani ¢i  vydavani jakéhokoli produktu
zadavatele nebo jako odména za vySe uvedené. Strany
se zavazuji, ze platby hrazené podle této smlouvy
odpovidaji transakcim mezi nezavislymi stranami a
nejsou provadény vymeénou za jakykoli souhlas
zdravotnického zafizeni a hlavniho zkousejiciho, at’ uz
vyslovny nebo implikovany, predepisovat, pouzivat
nebo doporucovat predepisovani ¢i pouzivani jakéhokoli
produktu zadavatele.

6.3

In the interest of transparency relating to Sponsor's
financial relationships with clinical investigators and
clinical study sites, Sponsor may publicly disclose the
funding associated with this Agreement or any other
benefit provided to Principal Investigator or Institution
by Sponsor or CRO, including, but not limited to,
payments made to Institution, and value associated
with meals, equipment, or travel expenses if
applicable.

6.3

V z§jmu transparentnosti svych finan¢nich vztahu se
zkousejicimi a centry klinického hodnoceni muze
zadavatel zvefejnit informace o financovani spojené
stouto smlouvou nebo o jakychkoli vyhodéch
poskytnutych zadavatelem nebo CRO hlavnimu
zkousejicimu nebo zdravotnickému zafizeni, vcetné
mimo jiné plateb uhrazenych zdravotnickému zafizeni a
hodnoty spojené se stravovanim, vybavenim nebo
cestovnimi néklady, pokud se vztahuje.

7. Trial Subject Enrollment. Institution and Principal | 7. Zafazovéni subjektt hodnoceni. Zdravotnické zatizeni
Investigator have agreed to enroll Trial Subjects in a hlavni zkouSejici souhlasi se zafazenim subjektl
the Trial in accordance with the Protocol. hodnoceni do klinického hodnoceni podle protokolu.

7.1 Multi-Center Studies. Sponsor may discontinue | 7.1 Multicentrické studie. Zadavatel muze zatazovani

patient enrollment at Institution if the total
enrollment needed for a multi-center Trial has been
achieved. The estimated number of Trial subjects to
be enrolled in the Trial is 248.

pacientti v zdravotnickém zafizeni ukoncit, jestlize bylo
dosazeno celkového poctu zafazenych subjektl
potiebnych pro multicentrické hodnoceni. Odhadovany
pocet subjektti hodnoceni, které maji byt se zatazeni do
hodnoceni je 248.
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Informed Consent. Institution and Principal
Investigator will obtain a written Informed Consent
Form (“ICF”) for each Trial Subject explaining the
Trial Subject’s rights in connection with its
relationship with the Institution and Principal
Investigator. Institution and Principal Investigator
will maintain a signed original of that ICF in the
Trial Subject’s record. Institution and Principal
Investigator will provide Sponsor an opportunity to
review and approve the content of the ICF,
including any revisions made during the course of
the Trial, before it is used. Institution and Principal
Investigator will allow Sponsor or its designee to
inspect signed ICFs or photocopies thereof during
monitoring visits or audits. Institution and
Principal Investigator will submit any modifications
it may propose to the ICF to Sponsor for review
and written approval by Sponsor before submitting
the ICF for IEC approval. The Principal
Investigator will ensure that every Trial Subject
signs an ICF approved by Sponsor and the
Institution’s IEC before the Trial Subject is
screened for participation in the Trial. When
required, the approved ICF will be modified to
reflect amendments to the Protocol.

Informovany souhlas. Zdravotnické zafizeni a hlavni
zkousejici ziskaji od kazdého subjektu hodnoceni
pisemny informovany souhlas (dale jen ,,informovany
souhlas®), vysvétlujici prava subjektu hodnoceni vici
zdravotnickému zafizeni a hlavnimu zkousSejicimu.
Zdravotnické zafizeni a hlavni zkouSejici budou
podepsany original informovaného souhlasu uchovéavat
v dokumentaci subjektu hodnoceni. Krom¢ toho hlavni
zkousejici umozni zadavateli prezkoumavani a
schvalovani obsahu informovaného souhlasu, vcetné
provedeni libovolnych revizi v prubéhu hodnoceni, a to
pted pouzitim takového souhlasu.  Zdravotnické
zatizeni a hlavni zkouSejici dale umozni zadavateli ¢i
jim uréené osobé kontrolu podepsanych informovanych
souhlasi. nebo jejich fotokopii, a to béhem
monitorovacich navstév nebo auditd. Zdravotnické
zafizeni a hlavni zkouSejici zasle své ptipadné navrhy
na zmény V informovaném souhlasu zadavateli ke
kontrole a pisemnému schvaleni dfive, nez informovany
souhlas predlozi ke schvaleni NEK. Hlavni zkousSejici
zajisti, aby kazdy subjekt hodnoceni pted podstoupenim
screeningu pro ucast v  hodnoceni podepsal
informovany souhlas schvéleny zadavatelem a NEK
zdravotnického zafizeni. V pfipadé potieby bude
schvaleny informovany souhlas upraven, aby odpovidal
dodatktim protokolu.

Adverse Events. Institution and  Principal
Investigator will report adverse events experienced
by Trial Subjects in accordance with instructions in
the Protocol and Applicable Law. This includes,
where required, prompt reporting by telephone. If a
Trial Subject is physically injured by the proper
administration of the Investigational Drug or
properly performed Trial procedures and the
Institution,  Principal Investigator and other
individuals participating in the conduct of the Trial
have followed the Protocol, Applicable Law and all
directions of Sponsor, Sponsor will reimburse the
reasonable costs of medical expenses necessary to
treat the injury, provided that the injury is in no way
attributable to: (a) the negligence or misconduct of
Principal Investigator or any agents, contractors, or
employees of Institution, including Research Staff,
(b) the natural progression of a Trial Subject’s
underlying, pre-existing medical condition or disease,
or (c) a lack of effectiveness or therapeutic benefit of
the Investigational Drug.

Nezadouci ptihody. Zdravotnické zatizeni a hlavni
zkousejici budou hlasit nezadouci piihody subjektt
hodnoceni v souladu s pokyny v protokolu a platnymi
pravnimi piedpisy. Toto zahrnuje, je-li poZzadovano, i
formu rychlého nahlaseni po telefonu. Pokud dojde
k poskozeni fyzického zdravi subjektu hodnoceni
vinou fadné¢ podaného hodnoceného piipravku nebo
fadné provedenych procedur hodnoceni, a pokud
zdravotnické zafizeni, hlavni zkouSejici a dalsi osoby
podilejici se na provadéni hodnoceni dodrzeli protokol,
platné pravni piedpisy a vSechny pokyny zadavatele,
zadavatel uhradi pfiméfené zdravotni naklady na
nezbytnou 1é¢bu takového poskozeni pod podminkou,
7ze poskozeni nelze zadnym zplsobem pficist: (a)
nedbalosti nebo pochybeni hlavniho zkousejiciho nebo
zastupct, dodavatelti ¢i zaméstnanc zdravotnického
zafizeni, véetné¢ vyzkumného persondlu, (b) pfirozené
progresi zakladniho, preexistujiciho zdravotniho stavu
¢i onemocnéni subjektu hodnoceni nebo (c)
nedostatecné ucinnosti ¢i nedostatecnému piinosu
hodnoceného piipravku.

10.

Personal Health Information. The parties recognize a
common goal of securing all individually identifiable
personal health information (“Personal
Information”) and holding such information in
confidence and protecting it from unauthorized
disclosure. Institution and Principal Investigator
represent and warrant that they will comply with the
provisions of any Applicable Law relating to the
collection, use, processing, storage, transfer,
modification, deletion and/or disclosure of such
information.

10.

Osobni zdravotni informace. Smluvni strany uznavaji
spoleény cil — =zabezpeCeni vSech osobnich
identifikovatelnych zdravotnich informaci (dale jen
,,0s0bni Gdaje) a jejich udrzeni v tajnosti a ochrana
pfed neopravnénym zvefejnénim. Zdravotnické
zafizeni a hlavni zkouSejici prohlasuji a zarucuji, Ze
budou dodrzovat wustanoveni platnych pravnich
predpisti, pokud jde o shromazdovani, pouzivani,
zpracovavani, uchovavani, pfevadéni, upravovani,
vymazani a/nebo sdélovani takovych informaci.

Page / Strana 7 z/of 32




Confidential/Davérné

10.1 Authorization to

Use and Disclose Personal
Information. Institution and Principal Investigator
will obtain written authorization, complying with all
Applicable Law, from each Trial Subject which will
enable Institution and Principal Investigator to
provide Sponsor, CRO, and other persons and entities
designated by Sponsor with completed electronic case
report forms (“eCRFs”), source documents and all
other Personal Information required by the Protocol.
Each written authorization obtained from a Trial
Subject will include such subject’s consent for the
collection, processing, use, holding and transfer
(including transfer to countries outside of the
European Union) of his/her Personal Information
disclosed in accordance with this Agreement for the
following purposes: (a) the conduct of the Trial; (b)
review by governmental or regulatory bodies,
Sponsor, and Sponsor’s affiliates and designees
(including CRO); (c) satisfying legal or regulatory
requirements; and (d) publication on clinical trials
databases and websites in anonymized format.
Sponsor recognizes that, pursuant to this Agreement,
it has the responsibility to protect all Personal
Information it receives and to restrict the disclosure of
any such information it receives to those persons and
entities, including  consultants, contractors,
subcontractors and agents, who must have access to
such information in order to fulfill their assigned
duties with respect to the Trial, as well as those
persons and entities permitted in the Trial Subjects’
written authorizations. In addition, Sponsor will
restrict the uses that may be made of Personal
Information to those uses permitted by Applicable
Law or the written authorizations of the Trial
Subjects. Neither Sponsor nor any party to whom
Sponsor may disclose Personal Information may use
such information to recruit Trial Subjects to
additional studies, to advertise additional studies or
products, or to perform marketing or marketing
research. Institution and Principal Investigator will
provide Sponsor or CRO an opportunity to review
and approve the content of the authorization
(including any revisions made during the course of
the Trial) before it is used.

10.1

Povoleni pouzivat a sdélovat osobni udaje.
Zdravotnické zafizeni a hlavni zkouSejici zajisti od
kazdého subjektu hodnoceni pisemné povoleni
odpovidajici platnym pravnim piedpisim, které
zdravotnickému zatizeni a hlavnimu zkousejicimu
umozni poskytovat zadavateli, CRO a dalSim
osobam  povéfenym = zadavatelem  vyplnéné
elektronické formulaie zaznamut subjektd hodnoceni
(dale jen ,,eCRF*), zdrojové dokumenty a vSechny
dal$i osobni udaje vyzadované protokolem. Kazdé
pisemné povoleni ziskané od subjektu hodnoceni
bude obsahovat souhlas subjektu se
shromazd’ovanim, zpracovavanim, pouzivanim,
prechovavanim a prevadénim (véetné prevadéni do
zemi mimo Evropskou unii) jeho osobnich udajt
poskytnutych v souladu stouto smlouvou k témto
ucelim: (a) provadéni hodnoceni; (b) prezkum
statnimi nebo kontrolnimi organy, zadavatelem,
pfidruzenymi  spoleCnostmi zadavatele a jim
povétenymi subjekty (véetné CRO); (c) splnéni
zakonnych nebo regulacnich pozadavki a (d)
zvefejnéni v databazich klinickych hodnoceni a na
webovych strankach v anonymizované formé.
Zadavatel uznavd, ze podle této smlouvy ma
povinnost chranit vSechny osobni udaje, které
obdrzi, a sdélovat je vyhradné¢ tém osobam a
subjektim, vCetné¢  konzultantli, = dodavateld,
subdodavatelt a zastupct, které musi mit k takovym
informacim pfistup, aby mohly splnit své ptidélené
ukoly v souvislosti s hodnocenim, a rovnéZ na ty
osoby a subjekty, kterym je to povoleno subjektem
hodnoceni v jeho pisemném povoleni. Kromé toho
zadavatel omezi vyuziti osobnich udajii pouze na ta
pouziti, ktera jsou povolena v platnych prévnich
predpisech nebo pisemnych povolenich subjektii
hodnoceni. Ani zadavatel ani jina strana, které
zadavatel muze osobni tdaje sdélit, nesmi tyto
informace pouzit k ndboru subjekti hodnoceni do
dalSich studii, propagaci dalSich studii nebo
pfipravkd, ani pro ucely marketingu nebo
marketingového prizkumu. Zdravotnické zafizeni a
hlavni zkouSejici umozni zadavateli nebo CRO
pfezkoumat a schvalit obsah povoleni (vCetné
provedeni libovolnych revizi v prib&éhu hodnoceni)
pted jeho pouZzitim.

11.

Confidential Information. During the course of the
Trial, Institution and Principal Investigator may
receive or generate information that is confidential to
Sponsor or a Sponsor affiliate.

11.

Duvérné informace. V pribéhu hodnoceni mize
zdravotnické zafizeni a hlavni zkouSejici obdrzet
nebo vytvaret informace, které jsou pro zadavatele
nebo pfidruzenou spole¢nost zadavatele divérné.

11.1 Definition. Except as specified in Section 11.2 below,

all information that is: (a) disclosed by or on behalf
of Sponsor or CRO to Institution, Principal
Investigator or Research Staff regarding the Trial,
including the Protocol and the Investigator’s
Brochure; (b) developed, obtained, generated, or
prepared by Institution, Principal Investigator or
Research Staff as a result of performing the Trial
under this Agreement (except for a Trial Subject’s

111

Definice. S vyjimkou situaci uvedenych v bodé 11.2
nize, vSechny informace, které jsou: (a) sdéleny
zadavatelem, CRO nebo jejich  jménem
zdravotnickému zafizeni, hlavnimu zkousejicimu
nebo vyzkumnému personalu ohledné hodnoceni,
véetné protokolu a souboru informaci pro
zkousejiciho; (b) vyvinuté, ziskané,
vyprodukované nebo piipravené zdravotnickym
zatizenim, hlavnim zkousSejicim nebo vyzkumnym
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medical records), including Trial Data; or (c) the
terms of this Agreement will be deemed to be
“Confidential Information.” In addition, all
confidential information disclosed by or on behalf of
Sponsor or CRO to |Institution or Principal
Investigator under the Confidentiality Agreement
previously entered into among Sponsor’s affiliate,
Theravance Biopharma US, Inc., Institution and/or
Principal  Investigator  (the  “Confidentiality
Agreement”) will be deemed to be Confidential
Information hereunder, and this Agreement will
supersede, as of the Effective Date, the
Confidentiality Agreement. Confidential Information

may include, without limitation, ideas, patent
applications, data, processes, formulae, programs,
compounds, know-how, improvements, designs,
information  regarding  plans  for  research

development, business plans, and budgets, whether
disclosed in oral, written, graphic, or electronic form.
Confidential Information is the exclusive property of
Sponsor.

personalem jako vysledek provadéni hodnoceni
podle této smlouvy (vyjma zdravotni dokumentace
subjektti hodnoceni) véetné dat z hodnoceni nebo
(c) podminky této smlouvy, se budou povazovat za
,Hduvérné informace.” Kromé toho, se budou
podle této smlouvy povazovat za daveérné
informace vSechny davérné informace sdélené
zadavatelem, CRO nebo jejich  jménem
zdravotnickému  zatfizeni nebo hlavnimu
zkouSejicimu Vramci dfive uzaviené dohody o
zachovani  mlcenlivosti  mezi  pfidruZzenou
spole¢nosti zadavatele, Theravance Biopharma US,
Inc., zdravotnickym zafizenim a/nebo hlavnim
zkousejicim (dale jen ,,dohoda o zachovani
miéenlivosti) a tato smlouva nahradi od data
ucinnosti dohodu o zachovani mlcenlivosti.
Dtvérné informace mohou zahrnovat mimo jiné
napady, piihlasky patentl, udaje, postupy, vzorce,
programy, slouceniny, know-how, zlepSeni,
navrhy, informace tykajici se plant vyzkumného
VyVoje, obchodni plany a rozpocty, at’ uz sdélené
stni, pisemnou, grafickou nebo elektronickou
formou.  Duvérné informace jsou vyhradnim
vlastnictvim zadavatele.

11.2 Exclusions.

Confidential Information does not
include information that: (a) is in the public domain
prior to disclosure by Sponsor or CRO; (b) becomes
part of the public domain by any means other than
breach of this Agreement by Institution, Principal
Investigator or Research Staff; (c) is already known to
Institution or Principal Investigator at the time of
disclosure and is free of any obligations of
confidentiality; or (d) is obtained by Institution or
Principal Investigator, free of any obligations of
confidentiality, from a third party who has a lawful
right to disclose it.

11.2

Vyjimky. Divérné informace nezahrnuji informace,
které: (a) byly vefejné znamy diive, neZ je zadavatel
nebo CRO poskytli; (b) se stanou zndmymi nikoli
vinou poruseni této smlouvy zdravotnickym
zafizenim, hlavnim zkouSejicim nebo vyzkumnym
personalem; (c) zdravotnické zafizeni nebo hlavni
zkousejici v dob¢€ poskytnuti zna a neni nijak vazano
slibem mlcenlivosti nebo (d) zdravotnické zatizeni
nebo hlavni zkousejici ziska bez jakychkoli zavazku
mlcenlivosti od tfeti strany, kterd ma zakonné pravo
tyto informace poskytnout.

11.3 Obligations of Confidentiality.

Unless Sponsor
provides prior written consent, Institution, Principal
Investigator may not use Confidential Information for
any purpose other than that authorized in this
Agreement. In addition, Institution and Principal
Investigator may not disclose  Confidential
Information to any third party except as authorized in
this Agreement, by Sponsor’s written consent or as
required by law in accordance with the provisions of
Section 11.4. Required disclosure of Confidential
Information to the IEC or to an applicable regulatory
authority in accordance with the provisions of Section
11.4 is specifically authorized. Institution will require
the Research Staff to comply with the terms of this
Section 11, and will be responsible for any breach of
these terms by any Research Staff.

11.3

Zavazky mlcenlivosti. Zdravotnické zafizeni,
hlavni zkousejici nesmi bez ptedchoziho pisemného
souhlasu zadavatele pouzivat divérné informace
k zadnému jinému ucelu, nez ucelu povolenému
v této smlouvé. Kromé toho nesmi zdravotnické
zafizeni a hlavni zkouSejici sdélit duveérné
informace Zadné tieti strané vyjma rozsahu
povoleného v této smlouve, s pisemnym souhlasem
zadavatele nebo pokud to vyzaduje zékon v souladu
s ustanovenimi v bodé 11.4. Poskytnuti davérnych
informaci NEK nebo pfislusnému regulacnimu
organu v souladu s ustanovenimi vbodé¢ 10.4 je
vyslovné povoleno. Zdravotnické zafizeni bude
vyzadovat, aby vyzkumny personal dodrZoval
podminky bodu 11 a bude zodpovidat za jakékoli
poruseni téchto podminek kterymkoli clenem
vyzkumného persondlu.

11.4 Disclosure Required by Law.

If disclosure of
Confidential Information beyond that expressly
authorized in this Agreement is required by
Applicable Law, or a valid order of a court or other
governmental body having jurisdiction, that

11.4 Poskytnuti davérnych informaci vyzadované zdkonem.

Pokud platné pravni ptedpisy nebo platny soudni
piikaz nebo piikaz jiného statniho organu se soudni
pravomoci  vyzaduji  poskytnuti  divérnych
informaci nad ramec vyslovné povoleny v této
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disclosure does not constitute a breach of this
Agreement so long as Institution or Principal
Investigator notify Sponsor in writing as far as
possible in advance of the disclosure so as to allow
Sponsor to take legal action to protect its Confidential
Information, discloses only that Confidential
Information required to comply with the legal
requirement, and continues to maintain the
confidentiality of this Confidential Information with
respect to all other third parties. At Sponsor’s request
and at Sponsor’s expense, Institution and Principal
Investigator will reasonably assist Sponsor in
obtaining a protective order or other appropriate
remedy preventing or limiting the disclosure and/or
requiring that Confidential Information so disclosed
be used only for the purposes for which the order was
issued or for which Applicable Law requires.

smlouve, jejich poskytnuti neni poruSenim této
smlouvy, pokud zdravotnické zafizeni a hlavni
zkousSejici toto oznami pisemné zadavateli, pokud
mozno piedem tak, aby mohl zadavatel podniknout
pravni kroky k ochran¢ téchto divérnych informaci,
a pokud zdravotnické zafizeni zvefejni jen divérné
informace nezbytné Kk dodrzeni zakona a tyto
informace nevyzradi ostatnim tfetim strandm. Na
zadost a na naklady zadavatele zdravotnické
zafizeni a hlavni zkouSejici zadavateli pfimétenou
mérou pomize ziskat ochranny pfikaz nebo jiny
vhodny opravny prostiedek branici nebo omezujici
odhaleni davérnych informaci a/nebo vyzadujici,
aby takto odhalené divérné informace byly pouzity
pouze k uceltim, pro néz byl ptislusny prikaz vydan,
nebo které vyzaduji platné pravni predpisy.

11.5 Return of Confidential Information. If requested by | 11.5  Navraceni davérnych informaci. Pokud o to
Sponsor in writing, Institution and Principal zadavatel pisemné pozada, zdravotnické zafizeni a
Investigator will return all Confidential Information, hlavni zkouSejici vrati na naklady zadavatele
at Sponsor’s expense, except that which is required to vSechny materidly s dGvérnymi informacemi kromée
be retained at the Trial site by Applicable Law. téch, které musi byt podle platnych pravnich
However, Institution and Principal Investigator may pfedpist uchovany v misté provadéni hodnoceni.
retain a single archival copy of the Confidential Zdravotnické zatizeni hlavni zkouSejici si v§ak mize
Information for the sole purpose of determining the ponechat jednu archivni kopii davérnych informaci
scope of obligations incurred under this Agreement, vyhradné za ucelem stanoveni rozsahu povinnosti
subject to ongoing obligations of confidentiality vzniklych na zaklad¢é této smlouvy, pifiCemz tyto
hereunder. informace nadale podléhaji zadvazkim ml¢enlivosti

této smlouvy.

11.6 Trade Secrets and Agreement Disclosure 116  Obchodni tajemstvi a zvefejnéni smlouvy

a. Designation of trade secrets. Sponsor states, that
the remuneration, payment terms Investigator’s
Brochure, insurance contract covering this Trial and
the Protocol are deemed as significant confidential
information of the Sponsor (“Trade Secrets”)
according to the legal definition of Trade secrets (8§
504 of the Act no. 89/2012 Coll., Civil Code) due to
the fact that universal access to such Trade Secrets
can have significant impact on financial results and
market position of the Sponsor and Sponsor group
members in other EU countries. Institution and
Principal Investigator declare, that the remuneration,
payment terms, Investigator’s Brochure, insurance
contract covering this Trial and the Protocol are such
Trade Secrets significant within the meaning of the
statutory definition of Trade Secrets (8§ 504 of the Act
no. 89/2012 Coll., Civil Code) and undertake to
maintain confidentiality of the Trade Secrets in
accordance with the terms defined under Sections
11.1 to Section 11.4 of this Agreement.

b. Disclosure. The parties agree that if required by
law, they will disclose this Agreement pursuant to the
Act no. 340/2015 Coll. (about special conditions for
the effectiveness of some contracts, the disclosure of
these contracts and registry agreements, as amended,

a. OznacCeni obchodniho tajemstvi. Zadavatel uvadi,
7e informace o odméné, Platebnim rozvrhu, Brozufe
Zkousejiciho, Pojistné smlouvé o  pojisténi
Klinického hodnoceni a Protokolu klinického
hodnoceni povazuje za informace vyznamneé ve
smyslu zakonné definice obchodniho tajemstvi (8§
504 zakona ¢. 89/2012 Sb., obcansky zakonik),
nebot’ vSeobecny pfistup k témto informacim mize
mit podstatny dopad na ekonomické vysledky a trzni
postaveni Zadavatele a ¢lenti koncernu Zadavatele v
jinych ¢lenskych zemich EU. Zdravotnické zatizeni
a Zkousejici potvrzuji, Zze i pro né jsou informace
jako odmeéna, platebni podminky, informace pro
zkousSejiciho, pojistnd smlouva a Protokol vyznamné
ve smyslu z&konné definice obchodniho tajemstvi (8
504 zakona ¢. 89/2012 Sb., obcansky zakonik) a
zavazuji se o téchto informacich zachovavat
mlcéenlivost v souladu s touto Smlouvou.

b. Zvefejnéni. Smluvni strany se dohodly, Ze v ptipadé
nutnosti zvetfejnéni Smlouvy dle zakona ¢. 340/2015
Sb., o zvlastnich podminkach tc¢innosti nékterych
smluv, uvefejnovani téchto smluv a o registru smluv,
v platném znéni, ¢i dle jinych pravnich predpisi, se
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or under other applicable legislation). However, the
remuneration,  payment  terms, Investigator’s
Brochure, insurance contract covering this Trial, the
Protocol and all other attachments of the Agreement
will be labeled as Trade Secrets and will not be
disclosed according to the Act no. 340/2015 Coll..
Institution will inform the Sponsor in advance about
the need for such disclosure before disclosing the
Agreement and the Sponsor will provide Institution
with a customized version of the Agreement for
publication, with the remuneration, payment terms,
Investigator’s Brochure, insurance contract covering
this Trial and the Protocol redacted from such version

budou vzdy pfedem vzajemné informovat o nutnosti
takového zvefejnéni, a budou postupovat v souladu
s touto Smlouvou. Nicméné fed zvefejnénim Smlouvy
budou odména, platebni podminky, informace pro
zkousSejiciho, pojistna smlouva a Protokol a pfilohy
Smlouvy, oznacené Smluvnimi stranami jako obchodni
tajemstvi a Udaje, které se podle zakona ¢. 340/2015
Sb. nezvefejiuji, ze Smlouvy odstranény (zalernény).
Zvetejnovani  bude  provedeno = Zdravotnickym
zafizenim. Zadavatel pted podpisem smlouvy poskytne
Zdravotnickému zafizeni i verzi Smlouvy upravenou ke
zvetejnéni z které budou odberany informace jako
odména, platebni  podminky, informace pro
zkousejiciho, pojistnd smlouva a Protokol.

12.

Trial Data, Biological Samples, and Records.

12. Data z hodnoceni, biologické vzorky a zaznamy.

121

Trial Data. During the course of the Trial,
Institution and Principal Investigator will ensure
that the Research Staff will, collect and record all
data (including, without limitation, by completing
eCRFs and laboratory work sheets) generated as a
result of conducting the Trial (collectively, “Trial
Data”), as specified in the Protocol. Trial Data
includes eCRFs, as well as any other documents or
materials created for the Trial and required to be
submitted to Sponsor or CRO, such as X-rays,
MRIs, or other types of medical images, ECGs,
EEGs, or other types of tracings or printouts, or
data summaries. Principal Investigator will, in
accordance with Sponsor’s and CRO’s instructions,
complete eCRFs for each Trial Subject’s Trial visit,
review such completed eCRFs to ensure their
accuracy and completeness, electronically submit
such eCRFs to Sponsor or CRO in accordance with
their instructions, and assist the Sponsor’s
representatives and CRO upon their request to
promptly resolve any discrepancies or errors
contained in the eCRFs and in performing audits on
source documents underlying the data recorded on
the eCRFs. Institution and Principal Investigator
will ensure that all data from the source documents
for each Trial visit has been entered into a eCRF
and submitted through the electronic data capture
system within three (3) business days after the
applicable Trial visit; provided, however, that
within four (4) weeks of the anticipated locking of
the database for the Trial, this time frame may be
reduced upon written notice from Sponsor to
twenty-four (24) hours. No later than three (3)
business days after the final queries have been
issued for a particular subject, Principal
Investigator will resolve and sign-off on the eCRFs
that pertain to that subject. Sponsor or CRO will
inform the Principal Investigator when the final
gueries have been issued.

12.1 Data z hodnoceni. Zdravotnické zatizeni a hlavni
zkouSejici  zajisti, aby v pribéhu hodnoceni
vyzkumny personal shromazd'oval a zaznamenaval
vSechny udaje (v€etné mimo jiné vyplnovani eCRF
a laboratornich  pracovnich listd) ziskané
v dusledku provadéni hodnoceni (spole¢né dale jen
,data zhodnoceni®), jak je specifikovano
v protokolu. Data z hodnoceni zahrnuji eCRF,
veskeré¢ dalSi dokumenty nebo materidly vytvorené
pro ucely hodnoceni, které musi byt piedlozeny
zadavateli nebo CRO, napi. RTG, MR nebo jiné
druhy l€kaiskych snimkil, zaznamy z EKG, EEG
nebo jiné druhy zaznamt, a dale prehledy dat.
Hlavni zkouSejici v souladu s pokyny zadavatele a
CRO vyplni formulat eCRF pro kazdou navstévu
Vv hodnoceni  kazdého  subjektu  hodnoceni,
zkontroluje takto vyplnéné formulafe eCRF, aby
zajistil jejich presnost a tplnost, elektronicky tyto
eCRF posle zadavateli nebo CRO v souladu
s jejich pokyny a bude spolupracovat se zastupci
zadavatele a CRO po jejich zadosti o bezodkladné
vyieSeni jakychkoli nesrovnalosti nebo chyb ve
formulafich eCRF a pii provadéni auditi
zdrojovych dokumentl slouzicich jako podklady
pro data zaznamenand v eCRF. Zdravotnické
zatizeni a hlavni zkouSejici zajisti, aby byla do
formulate eCRF zadana vSechna data ze
zdrojovych dokumentd pro kazdou navstévu
v hodnoceni a zaslana prostrednictvim
elektronického systému zaznamenavani dat do tii
(3) pracovnich dnt po piislusné navstéve
V hodnoceni, ovSem pod podminkou, ze ktomu
dojde béhem ¢tyt (4) tydnu pred piredpokladanym
uzamCenim databaze hodnoceni. Tento c¢asovy
ramec muze byt po pisemném oznameni od
zadavatele omezen na dvacet Ctyfi (24) hodin.
Nejpozdéji tii (3) pracovni dny po vydani
zaveéreCnych dotazi ohledné konkrétni zaleZitosti
hlavni zkouSejici vyfesi a ukonci formulare eCRF,
které se této zalezitosti tykaji. Zadavatel nebo
CRO budou hlavniho zkousSejiciho informovat o
vydani zavérecnych dotazi.
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a. Ownership of Trial Data. Sponsor is the exclusive | a. Vlastnictvi dat z hodnoceni. Zadavatel je vyhradnim
owner of all Trial Data, other than Trial Subject vlastnikem veskerych dat z hodnoceni kromé zdravotni
medical records. Institution shall own Trial Subject dokumentace subjektd hodnoceni. Zdravotnické
medical records. zatizeni vlastni zdravotni dokumentaci subjektl

hodnoceni.

b. Personal Information Protection. Each party | b. Ochrana osobnich udaji. Smluvni strany prohlasuji a
represents and warrants that procedures compatible zarucuji, Ze budou osobni tdaje zpracovavat v souladu
with relevant personal information and data protection se zakony a piedpisy o ochran¢ osobnich udajl, aby
laws and regulations will be employed so that nedoslo knaruSeni zpracovani a predani téchto
processing and transfer of such information and data informaci a identifikatori dat. Zdravotnické zafizeni a
identifiers will not be impeded. Institution and hlavni  zkouSejici zajisti zavedeni a udrzovani
Principal Investigator will ensure that technical and technickych a organiza¢nich opatfeni za ucelem
organizational measures are in place and will be zabranéni neopravnénému piistupu k datim
maintained in order to prevent unauthorized access, Z hodnoceni, nezdkonnému zpracovani, nahodné ztraté,
unlawful  processing, accidental loss, damage, poskozeni, zméné nebo zniCeni jakychkoli dat
alteration or destruction of any Trial Data. Principal z hodnoceni. Zdravotnické zatizeni a hlavni zkousejici
Investigator and Institution will ensure that all Trial zajisti, aby veskera data a zaznamy z hodnoceni v¢etné
Data and records, including any eCRFs and source vSech eCRF a zdrojovych dokumentu, které identifikuji
documents that identify or link a Trial Subject to a subjekt hodnoceni nebo spojuji subjekt hodnoceni
eCREF, are stored securely. Principal Investigator will s eCRF, byly uchovavany na zabezpeCeném miste.
maintain a confidential list of all Trial Subjects, Hlavni zkouSejici bude uchovavat davérny seznam
together with their subject number and initials (if vSech subjektti hodnoceni spolu s jejich Cisly subjektu a
allowed by Applicable Law), to enable all data inicialami (pokud to platné pravni ptedpisy povoluji),
collected in the Trial to be linked back to an aby bylo mozné data shromazdéna v hodnoceni zpétné
identifiable Trial subject in compliance with propojit s identifikovatelnym subjektem hodnoceni
Applicable Law. v souladu s platnymi pravnimi ptedpisy.

12.2 Biological Samples. If so specified in the Protocol, | 12.2_Biologické vzorky. Pokud je to uvedeno v protokolu,
Institution and Principal Investigator may collect and zdravotnické zafizeni a hlavni zkouSejici mize
provide to Sponsor or its designee biological samples shromazd’ovat a zadavateli nebo jim povéfené osobé
(e.g., blood, urine, tissue, saliva, etc.) obtained from poskytovat biologické vzorky (napt. krev, mo¢, tkan,
Trial Subjects for testing that is not directly related to sliny atd.) ziskané od subjektti hodnoceni k testovani,
patient care or safety monitoring, including které pifimo nesouvisi spéli o pacienta nebo
pharmacokinetic, pharmacogenomic, or biomarker S bezpecnostnim  sledovanim - sem  patii
testing (“Biological Samples”). farmakokinetické, farmakogen omické a biomarkerové

testy (dale jen ,,biologické vzorky*).

a. Use. Institution and Principal Investigator will not use | a. Pouziti. Zdravotnické zafizeni a hlavni zkouSejici
Biological Samples collected under the Protocol in any nebude biologické vzorky ziskané podle protokolu
manner or for any purpose other than that described in pouZivat jinym zptisobem nebo pro jiné ucely nezZ je
the Protocol. uvedeno v protokolu.

b. Sample Data. Sponsor or its designees will test | b. Data ziskana ze vzorkd. Zadavatel nebo jim povéfené

Biological Samples as described in the Protocol.
Unless otherwise specified in the Protocol, Sponsor
will not provide the results of such tests (“Sample
Data”) to the Institution or Principal Investigator or
Trial Subject. Sample Data will be treated as Trial
Data under this Agreement. Therefore, if Sponsor
provides Sample Data to the Institution or Principal
Investigator, that data will be subject to the permitted
use of Trial Data as outlined in this Agreement.

osoby budou testovat biologické vzorky, jak je popsano
v protokolu. Pokud neni v protokolu uvedeno jinak,
zadavatel nebude vysledky téchto testti (dale jen ,,data
ze vzorki“) poskytovat zdravotnickému zatizeni nebo
Hlavnimu zkousSejicimu nebo subjektim hodnoceni.
Data ze vzorki se budou povazovat za data z hodnoceni
podle této smlouvy. Pokud tedy zadavatel data ze
vzorki  poskytne zdravotnickému zafizeni nebo
hlavnimu zkousSejicimu, jejich pouziti bude omezeno,
jak je pro data z hodnoceni uvedeno v této smlouvé.

12.3 Records. Institution and Principal Investigator will
ensure that all records consisting of any and all data,
documents, or information related to the performance
of the Trial, which include the Institution’s and
Principal Investigator’s copies of all Trial Data as well
as relevant source documents  (collectively,
“Records”), are kept up to date and maintained in

12.3 Z&znamy. Zdravotnické zafizeni a hlavni zkousejici

zajisti, aby byly vSechny zdznamy obsahujici vSechna
data, dokumenty nebo informace tykajici se provadéni
hodnoceni, které zahrnuji kopie vSech dat z hodnoceni
potizené zdravotnickym zafizenim a hlavnim
zkouSejicim rovnéz prislusné zdrojové dokumenty
(spole¢né dale jen ,,z&znamy*) udrzovany aktualni a
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accordance with Applicable Law.

uchovavany v souladu s platnymi pravnimi ptedpisy.

a. Retention. Institution and Principal Investigator will
retain all Records, under storage conditions conducive
to their stability and protection, for the longer of (i) the
period of time required by Applicable Law and (ii)
fifteen (15) years after the completion or termination
of the Trial unless Sponsor authorizes, in writing,
earlier destruction. At the end of such required
retention period, neither Institution nor Principal
Investigator will destroy any Records until it has
obtained Sponsor’s prior written permission to do so;
provided, however, that if Sponsor does not give
written permission to Institution or Principal
Investigator to destroy such records within thirty (30)
days of Institution’s or Principal Investigator’s request
to Sponsor, then Institution and Principal Investigator
may forward all such Records to Sponsor, at Sponsor’s
expense, or continue to retain such Records.

a. Uchovavani. Zdravotnické zatizeni a hlavni zkousejici
bude uchovavat vSechny zdznamy zabezpeCené a ve
vhodnych  skladovacich  podminkdch po  delsi
z nasledujicich dvou obdobi: (i) dobu vyzadovanou
platnymi pravnimi predpisy a (ii) dobu patnacti (15) let
po ukonceni hodnoceni, pokud jej zadavatel pisemné
neopravni K jejich zni¢eni dfive. Po uplynuti
pozadované archivacni lhlty zdravotnické zafizeni a
hlavni zkouSejici se zni¢enim zdznaml vyckd, dokud
k tomu od zadavatele neobdrzi pisemné svoleni. Pokud
zadavatel pisemny souhlas neudéli do tficeti (30) dnti od
zadosti  zdravotnického  zafizeni nebo hlavniho
zkousejiciho, muze zdravotnické zatizeni a hlavni
zkousejici zaznamy bud’ uchovavat dale, nebo je zaslat
zadavateli na jeho naklady.

13. Inspections and Audits.

13. Inspekce a audity.

13.1 Access. Upon reasonable request, Sponsor,
authorized representatives of Sponsor and CRO,
and/or authorized representatives of any regulatory
authority may, during regular business hours,
examine and copy: all eCRFs and other Trial records
(including Trial Subject records and medical charts;
Trial Subject consent documents; drug receipt and
disposition logs); examine and inspect the facilities
and other activities relating to the Trial; and observe
the conduct of the Trial.

13.1 Piistup k dokumentaci. Na zakladé pfiméfené zadosti
ma zadavatel, opravnéni zastupci zadavatele a CRO
a/nebo opravnéni zastupci prislusnych regulacnich
organd pravo béhem bézné pracovni doby kontrolovat a
kopirovat: vSechny eCRF a jiné zaznamy z hodnoceni
(vCetné¢ zaznamli o subjektech hodnoceni a jejich
chorobopisti, informovanych souhlasi a evidence
ptijatych a vydanych 1¢€kt), kontrolovat a prohlizet
prostory a aktivity souvisejici s hodnocenim a sledovat
provadéni hodnoceni.

13.2 Notice. Institution and/or Principal Investigator will
inform Sponsor within twenty-four (24) hours of any
effort or request by any governmental or regulatory
authority to inspect or contact the Institution,
Principal Investigator or Research Staff with regard to
the Trial; will, if permitted by such governmental or
regulatory authority, permit Sponsor to be present at
any inspection by such authority; will provide
Sponsor with a copy of any communications sent by
such authority; and will provide Sponsor the
opportunity to participate in any proposed or actual
responses by Principal Investigator or Institution to
such communications.

13.2 Vyrozuméni.  Zdravotnické zafizeni a/nebo hlavni
zkousejici bude zadavatele do dvaceti Ctyt (24) hodin
informovat o jakékoli snaze nebo zadosti statnich nebo
regulacnich organi o kontrolu nebo kontaktovani
zdravotnického zafizeni, hlavniho zkousejiciho nebo
vyzkumného personalu ohledné¢ hodnoceni; pokud to
prislusny statni nebo regula¢ni organ povoli, umozni
zadavateli byt pfitomen pii kontrole timto orgénem;
poskytne zadavateli kopie veskerych sdé€leni zaslanych
timto organem a umozni zadavateli podilet se na
navrzené nebo skute¢né odpovédi hlavniho zkousejiciho
nebo zdravotnického zatizeni na tato sdé€leni.

13.3 Cooperation. Institution and Principal Investigator will
ensure the full cooperation of the Institution, Principal
Investigator, Research Staff, and IEC members with
any inspection under this Section 13 and will ensure
timely access to applicable records and data.
Institution and/or Principal Investigator will promptly
resolve any discrepancies that are identified between
the Trial Data and the Trial Subject’s medical records.
Institution and/or Principal Investigator will promptly
forward to Sponsor copies of any inspection findings
that Institution and/or Principal Investigator receives
from a regulatory agency in relation to the Trial.
Whenever feasible, Institution and/or Principal
Investigator will also provide Sponsor with an
opportunity to prospectively review and comment on
any Institution and/or Principal Investigator responses

13.3 Spoluprace. Zdravotnické zatizeni a hlavni zkousejici
zajisti plnou spolupraci zdravotnického zafizeni,
hlavniho zkousSejiciho, vyzkumného persondlu a clenil
NEK pii jakékoli inspekci provadéné podle tohoto
bodu 13 a =zajisti véasny piistup k ptislusnym
zaznamim a datim. Zdravotnické zafizeni a/nebo
hlavni zkouSejici dale bezodkladné wvyfesi vesSkeré
zjisténé nesrovnalosti mezi daty zhodnoceni a
zdravotni dokumentaci subjektt hodnoceni.
Zdravotnické zafizeni a/nebo hlavni zkousejici zasle
bezodkladné zadavateli kopie veSkerych nalezi
z inspekce, které od regula¢niho wfadu v souvislosti
S hodnocenim obdrzi.  Kdykoliv to bude mozné,
zdravotnické zafizeni a/nebo hlavni zkousejici také
umozni zadavateli vCasné piezkoumani a
ptipominkovani odpovédi, které zdravotnické zatizeni
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to regulatory agency inspections in regard to the Trial,
and in any event, will provide Sponsor with a copy of
any such responses.

a/nebo hlavni zkousSejici zasila regulacnim Ufadim po
inspekci v souvislosti s hodnocenim, a v kazdém
ptipadé poskytne zadavateli kopii téchto odpovédi.

14.

Inventions.

14.

Vynélezy.

141

“Invention” means any discoveries or inventions,
whether or not patentable, resulting from, made,
conceived, generated, or reduced to practice as a result
of conducting the Trial, or made using the
Investigational Drug or Confidential Information,
together with all intellectual property rights relating
thereto.  Institution and Principal Investigator will
promptly disclose in writing to Sponsor all Inventions
made by Institution, Principal Investigator and/or
Research Staff. Institution and Principal Investigator
agree and acknowledge that Sponsor or its wholly-
owned subsidiary, TBPH IP, will own all right, title,
and interest in and to all Inventions, and Institution and
Principal Investigator hereby assign to TBPH IP all of
its legal right, title, and interest in and to Inventions.
For the avoidance of doubt, all economic rights and
beneficial ownership of the Inventions shall inure to
Sponsor. Institution will, and Institution will ensure
that Principal Investigator and all Research Staff will,
upon Sponsor’s request and at Sponsor’s expense,
execute such documents and take such other actions as
Sponsor deems necessary for TBPH IP to obtain such
ownership and to apply for, secure, and maintain patent
or other proprietary protection of such Inventions. All
Inventions and any information with respect thereto
will be Confidential Information subject to the
confidentiality, non-disclosure, and non-use obligations
set forth in Section 11 hereto. Institution will ensure
that all Research Staff have an obligation to assign all
Inventions made, conceived, reduced to practice, or
generated by such personnel to Institution so that
Institution can comply with its obligations under this
Section 14.

14.1 ,Vynalezem* se rozumi jakékoli objevy nebo

vynalezy, patentovatelné ¢i nikoli, vyplyvajici z,
ucinéné, vymyslené, vytvofené nebo ztélesnéné
v diisledku provadéni hodnoceni nebo ucinéné pfi
pouzivani hodnoceného ptipravku nebo diveérnych
informaci, spolu s veskerymi pravy dusevniho
vlastnictvi, které se k nim vztahuji. Zdravotnické
zafizeni a/nebo hlavni zkouSejici bude zadavatele
bezodkladn¢ pisemné informovat o vSech
vynalezech ulinénych zdravotnickym zafizenim
a/nebo vyzkumnym persondlem.  Zdravotnické
zatizeni a hlavni zkouSejici souhlasi a uznava, ze
zadavatel nebo jim vyhradné vlastnéna dcefina
spole¢nost, TBPH IP, bude vlastnit veskerd prava
na vSechny vynalezy, vlastnickd prava a podily
V nich a zdravotnické zatizeni a hlavni zkouSejici
timto postupuje spolecnosti TBPH IP sva veskera
zékonna prava na vynalezy, vlastnickd prava a
podily v nich. Pro vyloudeni pochybnosti patii
vSechna ekonomickd prava a skutecné vlastnictvi
vynalezii zadavateli. = Zdravotnické zafizeni a
hlavni zkousSejici na zadost a naklady zadavatele
vyhotovi takové dokumenty a provede takové dalsi
kroky (a zajisti, aby totéz provedl veskery
vyzkumny persondl), které zadavatel povaZzuje za
nezbytné pro spoleénost TBPH IP Kk ziskani
takového vlastnictvi a kpodani patentové
prihlasky, zabezpeceni a udrzeni patentu nebo jiné
vlastnické ochrany takovych vynalezii. Veskeré
vynalezy a informace snimi souvisejici budou
davérnymi informacemi podléhajicimi zavazkim
zachovani divérnosti, mlc¢enlivosti a nepouzivani
stanovenych v bodé 11 této smlouvy.
Zdravotnické =zatizeni zajisti, aby mel veskery
vyzkumny personal povinnost postoupit vSechny
vynalezy ucinéné, vymyslené, vytvofené nebo
ztélesnéné timto personalem zdravotnickému
zatizeni, aby mohlo zdravotnické zafizeni splnit
povinnosti podle bodu 14 této smlouvy.

14.2 It is agreed that no party transfers to any other | 14.2  Smluvni strany se dohodly, ze zadna ze smluvnich
party by operation of this Agreement any patent stran nepfevadi zadné jiné strané¢ vykonem této
right, copyright, trademark right, or other smlouvy zadné patentové pravo, autorské pravo,
proprietary right of such party, except as expressly pravo na ochrannou znamku ¢&i jiné vlastnické pravo
set forth herein. vyjma, jak je vyslovné uvedeno v této smlouve.

15. Publications. 15. Publikace.

15.1 Sponsor and its designees will have the right to | 15.1  Zadavatel a jim povéfené osoby budou mit pravo

publish or otherwise publicly disclose the
information contained in or related to the
Confidential Information or the Trial in any form
without the written consent of Institution or
Principal Investigator. In the event Sponsor
coordinates a publication or presentation of the
Trial results from the investigators at all clinical
study centers participating in the Trial (a

publikovat nebo jinym zplusobem zvefejnit
informace obsazené v diivérnych informacich nebo
vztahujici se k divérnym informacim ¢&i hodnoceni
vjakékoli formé bez predchoziho pisemného
souhlasu  zdravotnického zatizeni a hlavniho
zkousSejiciho. 'V piipad€, ze zadavatel koordinuje
publikaci nebo prezentaci vysledkd hodnoceni od
vsech zkousejicich ve v8ech centrech klinické studie
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“Multicenter Publication”), the details of the
specific authorship and the content of the
publication will be discussed among the
investigators at clinical study centers participating
in the Trial and Sponsor, with the understanding
that the International Committee on Medical
Journal Editors authorship criteria will be
followed.

ucastnicich se hodnoceni (dale jen ,,multicentricka
publikace®), prodiskutuje zadavatel podrobnosti
ohledné konkrétniho autorstvi a obsahu publikace se
zkousejicimi v centrech klinické studie ucastnicich
se hodnoceni stim, Zze se budou Fidit kritérii pro
autorstvi  vydanymi  Mezinarodnim  vyborem
redaktort  lékatfskych  Casopist  (International
Committee on Medical Journal Editors).

15.2 At any time following the first publication of a | 15.2  Po prvnim zvefejnéni multicentrické publikace bude
Multicenter Publication, Institution and Principal mit zdravotnické zafizeni a hlavni zkousejici pravo
Investigator will have the right to independently kdykoli nezavisle publikovat nebo prezentovat
publish or present the results of that portion of the vysledky té ¢asti hodnoceni, ktera byla provedena ve
Trial conducted at Institution in accordance with zdravotnickém zafizeni, v souladu s ustanovenimi
the provisions of this Section 15.2. Institution or vtomto bodu 15.2. Zdravotnické zafizeni nebo
Principal Investigator will submit to Sponsor a hlavni  zkouSejici predlozi zadavateli  kopii
copy of any proposed publication or presentation at navrhované publikace nebo prezentace alespon
least ninety (90) days prior to submitting or devadesat (90) dni pted piedlozenim nebo
presenting such publication or presentation to a prezentovanim takové publikace nebo prezentace
publisher, reviewer, or other outside persons for vydavateli, recenzentovi nebo jinym osobam za
public disclosure. Within this ninety (90) day ucelem zvetejnéni. Béhem tohoto
period, Sponsor will review such proposed devadesatidenniho (90) obdobi zadavatel
publication or presentation to ensure that the nature navrhovanou publikaci nebo prezentaci prezkouma,
of Sponsor’s support is set forth in the publication; aby se ujistil, Ze je v publikaci objasnéna povaha
to determine whether any Confidential Information zadavatelovy podpory; aby zjistil, zda je nutné
(other than the results of that portion of the Trial odstranit z navrhované publikace nebo prezentace
conducted at Institution) should be deleted from the néjaké duveérné informace (jiné nez vysledky té ¢asti
proposed publication or presentation; to determine hodnoceni provedené ve zdravotnickém zatizeni);
whether there is patentable subject matter aby zjistil, zda je v navrhované publikaci obsazen
contained in the proposed publication; and to néjaky patentovatelny predmét a aby zajistil
ensure the factual accuracy of the information faktickou pfesnost informaci obsazenych v publikaci
contained in the publication or presentation. Upon nebo prezentaci. Poté, co zdravotnické zafizeni
receiving any notification from Sponsor requesting obdrzi od zadavatele vyrozuméni obsahujici Zadost o
deletion of Confidential Information (other than the odstranéni divérnych informaci (jinych nez vysledki
results of that portion of the Trial conducted at té c¢asti hodnoceni provedené ve zdravotnickém
Institution), requesting correction of inaccuracies, zafizeni), zadost o opravu nepiesnosti nebo zadost o
or requesting a delay in publication or presentation pozdrZzeni publikace nebo prezentace, aby bylo
to allow the filing of patent applications prior to mozné pied takovou publikaci ¢i vydanim podat
such publication or release, Institution or Principal patentové piihlasky, provede zdravotnické zafizeni
Investigator will take the requested action; nebo hlavni zkousejici pozadované kroky, avSak pod
provided, however, that any delay in publication or podminkou, Ze jakékoli pozdrzeni publikace nebo
presentation will not exceed six (6) months from prezentace neptesahne Sest (6) mésici od data
the date of Sponsor’s request for a delay for patent zadosti zadavatele o jejich pozdrzeni za ucelem
filing purposes. podani patentovych piihlasek.

16. Publicity. No party will use the name of another party | 16. Publicita. Zadna ze stran nesmi vyuZivat nazvy
or any of its employees for promotional or advertising ostatnich  smluvnich stran ani jména jejich
purposes without written permission from the other zaméstnanci na ucely propagace a reklamy bez
party. However, Sponsor reserves the right to identify pisemného souhlasu druhé strany. Zadavatel si v8ak
the Institution and Principal Investigator in association vyhrazuje pravo uvést nazev zdravotnického zafizeni
with registering the Trial in publicly available listings a hlavniho zkousSejiciho pfi registrovani hodnoceni
of ongoing clinical trials or clinical trial databases do vefejné dostupnych registri probihajicich
including, without limitation, www.ClinicalTrials.gov, klinickych hodnoceni nebo do databazi klinickych
to make information about the Trial available to hodnoceni véetné mimo jiné
potential Trial Subjects, or other patient recruitment www.ClinicalTrials.gov, aby zpfistupnil informace o
services or mechanisms. hodnoceni potencidlnim subjektim hodnoceni nebo

jinym sluzbam ¢i mechanismiim naboru pacienti.

17. Indemnification. 17. Odskodnéni.

17.1 Sponsor agrees to indemnify, defend, and hold | 17.1  Zadavatel se zavazuje odSkodnit, ochranit a zbavit

harmless the Institution, Principal Investigator,

odpovédnosti  zdravotnické  zafizeni, hlavniho
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Research Staff and Institution’s directors, officers,
and employees (collectively, the “Institution
Indemnitees”) and the IEC that approved the Trial
from any and all liabilities, losses, damages, costs,
and expenses, including reasonable attorneys’ fees
and costs (collectively, “Losses”) incurred by any
of them in connection with any claim or lawsuit
brought by a third party: (a) for bodily injury,
including death, arising out of the administration of
the Investigational Drug in accordance with the
Protocol and the Agreement, (b) that arises out of
Sponsor’s use of the Trial results, or (c) that arises
out of the negligence, recklessness, or willful
misconduct of Sponsor or its directors, officers,
employees, or agents. Notwithstanding the
foregoing, Sponsor will not be obligated to
indemnify the Institution Indemnitees to the extent
that such Losses arise from (i) negligence,
recklessness, or willful misconduct on the part of
any of the Institution Indemnitees, or (ii) a breach
of the Institution’s or Principal Investigator’s
obligations, representations, or warranties under
this Agreement, (iii) failure to comply with the
Protocol  or  written instructions  from
Sponsor/CRO, or (iv) failure to comply with
Applicable Law.

zkousejiciho, vyzkumny persondl a feditele, vedouci
pracovniky a zaméstnance zdravotnického zatfizeni
(spoleén¢ dale jen ,odSkodiiované osoby
zdravotnického zarizeni) a NEK, ktera schvalila
hodnoceni, od vSech odpovédnosti, ztrat, Skod,
nakladi a vydaji vcetné pfiméfenych poplatki a
vydaji za pravni zastoupeni (spolecné déle jen
LZtraty”),  které  vzniknou komukoli  z nich
v souvislosti s jakymkoli narokem nebo Zzalobou
vznesenymi tfeti stranou: (a) za zdravotni Ujmu,
véetn¢ umrti, v disledku podani hodnoceného
ptipravku v souladu s protokolem a smlouvou, (b)
ktery/a wvznikne v dusledku pouzivani vysledka
hodnoceni zadavatelem nebo (c) ktery/d vznikne
v disledku  nedbalosti,  nerozvaznosti nebo
umyslného pochybeni zadavatele nebo jeho fediteld,
vedoucich pracovnikll, zaméstnancti nebo zastupct.
Nehledé¢ na vySe uvedené, zadavatel nebude mit
povinnost  odskodnit  odSkodnované  osoby
zdravotnického zafizeni, pokud takové ztraty
vzniknou v disledku (i) nedbalosti, nerozvaznosti
nebo umysiného pochybeni na strané¢ kterékoli
z odskodiiovanych osob zdravotnického zafizeni
nebo (ii) poruseni zavazkl, prohladSeni ¢&i zaruk
zdravotnického zafizeni nebo hlavniho zkousejiciho
podle této smlouvy, (iii) nedodrZeni protokolu nebo
pisemnych pokyni zadavatele/CRO nebo (iv)
nedodrzeni platnych pravnich predpisi.

17.2  Institution agrees to indemnify, defend, and hold | 17.2  Zdravotnické zafizeni se zavazuje odskodnit,
harmless Sponsor and Sponsor’s affiliates, and ochranit a zbavit odpovédnosti zadavatele a jeho
Sponsor’s and Sponsor’s affiliates’ directors, pridruzené  spoleCnosti a feditele, vedouci
officers, employees, agents, and subcontractors pracovniky, zaméstnance, zastupce a subdodavatele
(including CRO) (the “Sponsor Indemnitees”) (v€etné CRO) zadavatele a jeho piidruzenych
from any and all Losses incurred by any of them in spole¢nosti  (spole¢né dale jen ,,0dSkodiiované
connection with any claim or lawsuit brought by a osoby zadavatele*) od vSech ztrat, které vzniknou
third party arising out of: (a) the negligence, komukoli z nich v souvislosti s jakymkoli narokem
recklessness, or willful misconduct on the part of nebo Zalobou vznesenymi tieti stranou v dasledku:
the Institution, Principal Investigator, or Principal (a) nedbalosti, nerozvaznosti nebo umysiného
Investigator’s or Institution’s officers, employees, pochybeni na strané zdravotnického zafizeni,
agents, and subcontractors (including Research hlavniho zkousejiciho nebo vedoucich pracovniku,
Staff), or (b) a breach of the Institution’s or zameéstnancil, zastupci a subdodavatell (vCetné
Principal Investigator’s obligations, vyzkumného personalu) hlavniho zkousejiciho nebo
representations, or  warranties under this zdravotnického zatizeni nebo (b) poruSeni zavazki,
Agreement. Notwithstanding the foregoing, prohldSeni ¢i zaruk zdravotnického zafizeni nebo
Institution will not be obligated to indemnify the hlavniho zkousejiciho podle této smlouvy. Nehledé
Sponsor Indemnitees to the extent that such Losses na vySe uvedené, zdravotnické zafizeni nebude mit
arise from (i) the negligence, recklessness, or povinnost odSkodnit odskodilované osoby zadavatele
willful misconduct on the part of any of the pokud takové ztraty vzniknou v dusledku (i)
Sponsor Indemnitees, (ii) a breach of the Sponsor’s nedbalosti,  nerozvaznosti  nebo  Umyslného
obligations, representations, warranties under this pochybeni na strané kterékoli z odSkodfiovanych
Agreement, or (iii) failure to comply with osob zadavatele nebo (ii) poruseni zdvazku,
Applicable Law. prohlaseni ¢i zaruk zadavatele podle této smlouvy,

(iii1) nedodrZeni platnych pravnich piredpisi.
17.3 A party’s agreement to indemnify, defend, and | 17.3  Dohoda smluvnich stran odSkodnit, ochranit a zbavit

hold another party and its respective indemnitees
harmless is conditioned upon the indemnified
party:  (a) providing written notice to the
indemnifying party of any claim, demand, or

druhou stranu a jeji odSkodiované osoby
odpovédnosti je pro odSkodiovanou stranu
podminéna: (a) pisemnym vyrozumeénim

odskodinyjici strany o jakémkoli naroku, pozadavku
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action arising out of the indemnified activities
within thirty (30) days after the indemnified party
has knowledge of such claim, demand, or action,
provided that any failure on the part of an
indemnified party to notify the indemnifying party
of receipt of notice of a claim will relieve the
indemnifying party of its obligation to indemnify
the indemnified party for such claim under this
Agreement only to the extent that the indemnifying
party has been prejudiced by the lack of timely and
adequate notice (b) the indemnifying party shall be
permitted to fully participate in the defense of such
claim, demand or action; (c) the indemnified party
will, at the indemnifying party’s request, agree to
settle a claim, demand or action, provided that the
entire amount of such settlement will be paid by or
on behalf of the indemnifying party and the
settlement does not require the admission of fault
by the indemnified party; and (d) assisting the
indemnifying party, at the indemnifying party’s
reasonable expense, in the investigation of,
preparation for, and defense of any such claim or
demand. If the indemnifying party assumes the
defense of a third party claim, the indemnifying
party will not be subject to any liability for any
settlement of such claim made by the indemnified
party without the indemnifying party’s consent,
which consent may not be unreasonably withheld

¢i  pravnich  krocich  vzniklych v dasledku
odskodnovanych aktivit do tficeti (30) dnti ode dne,
kdy se odskodnovana strana dozvi o takovém
naroku, pozadavku nebo pravnich krocich s tim, ze
v piipadé, Ze odskodinovana strana neoznami
odskodnujici strané¢ obdrzeni oznameni o naroku,
zbavi to odskodnujici stranu jeji povinnosti
odskodnit odskodnovanou stranu za takovy narok
podle této smlouvy, pouze pokud odskodiiujici strana
byla poskozena neobdrzenim v€asného a nalezitého
vyrozuméni; (b) odSkodiujici strana bude mit
moznost plné se podilet na obhajob¢ takového
naroku nebo pozadavku (c) odskodiiovana strana
bude na zadost odSkodiiujici strany trvat na urovnani
naroku nebo pozadavku dohodou, za piedpokladu, ze
celkova vyse takového urovnani bude zaplacena
odskodnujici  stranou a takové  vyporadani
nevyzaduje  pfiznani  zavinéni ze  strany
Odskodnované strany a (d) asistovanim odSkodnujici
strané na pfimefené ndklady odskodnujici strany pii
vySetfovani jakéhokoli takového naroku nebo
pozadavku, pfipravé na n¢j a obhajobé vuci nému.
Pokud odskodnujici strana piijme obhajobu naroku
tteti strany, odskodnujici strana nebude mit
odpovédnost za jakékoli urovnani takového naroku
ucinéné odSkodnovanou stranou bez souhlasu
odskodnujici strany, pficemz ta sviij souhlas nesmi
bezdivodné odpirat nebo zdrzovat.

or delayed.

18. Termination. 18. Ukonceni platnosti smlouvy.

18.1 Termination Conditions. This Agreement will | 18.1  Podminky ukondeni. Tato smlouva vstoupi
commence on the Effective Date and will terminate v platnost v den ucinnosti a skonc¢i, kdyZ nastane
upon the earliest to occur of any of the following kterakoli z nasledujicich situaci, podle toho, ktera
events: nastane nejdiive:

a. Disapproval by IEC. If, through no fault of Institution | a. Neschvaleni NEK. Pokud hodnoceni nebude viibec
or Principal Investigator, the Trial is never initiated zahajeno kvili neschvaleni NEK, a to bez zavinéni
because of IEC disapproval, this Agreement will zdravotnického zafizeni nebo hlavniho zkousSejiciho,
terminate immediately. platnost smlouvy bude okamzité ukoncena.

b. Trial Completion. For purposes of this Agreement, the | b. Ukonceni hodnoceni. Pro udely této smlouvy bude
Trial is considered complete after conclusion of all hodnoceni povaZzovano za ukoncené po dokonceni vech
Protocol-required activities for all enrolled Trial ¢innosti pozadovanych protokolem u vSech zatazenych
Subjects; receipt by Sponsor of all relevant Protocol- subjektti hodnoceni; poté, co zadavatel obdrzi vSechny
required data, Trial documents and Biological relevantni daje pozadované protokolem, dokumentaci
Samples; receipt of all payments due to any party; and hodnoceni a biologické vzorky; poté, co budou
completion of all activities required to be performed in uhrazeny veskeré castky splatné nékteré ze stran a
connection with the Trial under this Agreement. dokon¢eny vSechny ¢innosti souvisejici s hodnocenim,

jejichZ provedeni vyZzaduje tato smlouva.

c. Early Termination of Agreement. c. Predcasné ukonceni platnosti Smlouvy.

(1) Termination of Agreement Upon Notice. Sponsor | (1) Ukonceni platnosti smlouvy na zakladé vypovédi.
may terminate the Agreement for any reason upon Zadavatel mize smlouvu ukoncit z libovolného divodu
thirty (30) days written notice to Institution and na zakladé pisemné vypovédi s tficetidenni (30)
Principal Investigator. vypoveédni lhltou podané zdravotnickému zafizeni a

hlavnimu zkousejicimu.

(2) Immediate Termination of Agreement by Sponsor. | (2) Okamzité ukonceni platnosti smlouvy zadavatelem.

Sponsor may terminate the Agreement immediately
upon written notification to Institution and Principal
Investigator for good cause, including failure to enroll
Trial Subjects at a rate sufficient to achieve Trial

Zadavatel mtze smlouvu okamzité ukonéit z divodu
nize uvedenych pisemnou vypovédi  zaslanou
zdravotnickému zafizeni a hlavnimu zkouSejicimu.
Mezi tyto dtvody patii nemoZnost zajistit nabor
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performance goals; material unauthorized deviations
from the Protocol or reporting requirements; the
Principal Investigator becomes unable to continue in
such capacity and a replacement investigator agreeable
to Sponsor is not identified, circumstances that in
Sponsor’s opinion pose risks to the health or well
being of Trial Subjects; or regulatory agency actions
relating to the Trial or the Investigational Drug.

subjektd hodnoceni v po¢tu dostate¢ném k dosazeni cilt
hodnoceni; hruba a neopravnéna odchylka od protokolu
nebo pozadavkt hlaSeni; hlavni zkouSejici nebude
schopen pokracovat v takovém nasazeni a nepodafi se
nalézt nahradniho zkousejiciho vyhovujiciho zadavateli;
okolnosti, které podle nézoru zadavatele ptedstavuji
riziko pro zdravi nebo spokojenost subjektti hodnoceni;
nebo regulacni organ podnikne kroky, které budou mit
dopad na hodnoceni nebo hodnoceny ptipravek.

®3)

Termination of Agreement by Institution and/or
Principal Investigator. Institution and/or Principal
Investigator ~may  terminate the  Agreement
immediately upon written notification to Sponsor if
requested to do so by the responsible IEC. In addition,
Institution and/or Principal Investigator may terminate
this Agreement immediately upon written notification
to Sponsor if Sponsor materially breaches this
Agreement and Sponsor fails to cure the breach within
thirty (30) days after receipt of written notice from the
terminating party specifying in detail the nature of the
breach. If Institution and/or Principal Investigator are
concerned about the health and safety of Trial
Subjects, Institution and/or Principal Investigator may
suspend enrollment of Trial Subjects in the Trial upon
written notice to Sponsor and CRO. If such concern is
not resolved to Institution’s or Principal Investigator’s
satisfaction within thirty (30) days of such notice,
Institution and/or Principal Investigator may terminate
this Agreement upon written notice.

3)

Ukonceni platnosti smlouvy zdravotnickym zafizenim a
nebo hlavnim zkouSejicim.  Zdravotnické zafizeni
a/nebo hlavni zkousejici muize smlouvu okamzité
ukoncit pisemnou vypovédi zaslanou zadavateli, pokud
je o to pozadano piislusnou NEK. Kromé toho mize
zdravotnické zafizeni a/nebo hlavni zkousSejici tuto
smlouvu okamzité ukoncit pisemnou vypovedi zaslanou
zadavateli, pokud zadavatel hrub& porusi tuto smlouvu a
toto poruseni nenapravi do tficeti (30) dnii po obdrzeni
pisemné vypovédi strany ukoncujici smlouvu, v niz je
podrobné vyliCena povaha poruSeni. Pokud ma
zdravotnické zafizeni a/nebo hlavni zkousejici obavu o
zdravi a bezpeCnost subjekti hodnoceni, mize
pozastavit nabor subjektd hodnoceni do hodnoceni po
pisemném vyrozuméni zadavatele a CRO. Pokud
takovd obava neni vyfeSena ke spokojenosti
zdravotnického zafizeni a/nebo hlavniho zkousejiciho
do tficeti (30) dnd od takového vyrozumeéni, mize
zdravotnické zatfizeni a/nebo hlavni zkousSejici tuto
smlouvu ukon¢it pisemnou vypovedi.

18.2 Payment upon Termination. If the Agreement is | 18.2  Zavére¢na platba pii ukonéeni. Pokud je platnost
terminated early in accordance with this Agreement, smlouvy piredCasné ukonéena v souladu s touto
Sponsor or CRO, on Sponsor’s behalf, will be smlouvou, bude mit zadavatel nebo CRO jménem
obligated to pay Institution solely for those items set zadavatele povinnost uhradit  zdravotnickému
forth in Attachment B and Attachment D that have zafizeni vyhradné ty polozky, které jsou uvedeny
been incurred prior to the date of termination, less v priloze B a priloze D a které byly vynaloZzeny pted
payments already made in accordance with datem ukonceni, po odecteni jiz uhrazenych castek
Attachment B, as well as any non-cancelable vsouladu s piilohou B, a rovnéz veskeré
expenses, other than future personnel costs, so long nezruSitelné vydaje vyjma budoucich personalnich
as they were properly incurred and prospectively nakladt, pokud byly tyto fadné vynaloZeny a
approved by Sponsor, and, only to the extent such predbézné schvaleny zadavatelem, pouze vsak do té
costs cannot reasonably be mitigated. If the Trial miry, do niz nelze tyto naklady rozumnym zptisobem
was never initiated because of disapproval by the omezit. Pokud hodnoceni nebylo nikdy zahajeno
IEC, Sponsor will reimburse Institution for IEC fees vzhledem k nesouhlasu NEK, zadavatel uhradi
and for any other expenses that were prospectively zdravotnickému zafizeni poplatky pro NEK a
approved, in writing, by Sponsor. Institution will jakékoli dalsi néaklady, které zadavatel predem
promptly refund to Sponsor all unearned payments pisemné  schvalil. Zdravotnické  zafizeni
(if any) made by Sponsor or by CRO, on Sponsor’s bezodkladné zadavateli vrati vSechny nezaslouzené
behalf, under Attachment D. Castky (jsou-li né&jaké), které zadavatel nebo CRO

jménem zadavatele uhradil/a podle p¥ilohy D.
18.3 Return of Materials. Unless CRO instructs | 18.3  Navraceni materialu. Pokud CRO neuré¢i pisemné

otherwise in writing, Institution and Principal
Investigator will promptly return all materials
supplied by Sponsor, at Sponsor’s expense, for
Trial conduct, including eCRFs, and any Sponsor
supplied Equipment. Institution will return and/or
destroy, as applicable and in accordance with
Sponsor’s instructions and at Sponsor’s expense,
any unused Investigational Drug.

jinak, zdravotnické zafizeni a hlavni zkousejici
bezodkladné navrati na naklady zadavatele veskery
materidl ~ dodany  zadavatelem  k provadéni
hodnoceni, véetné¢ formulaiGt eCRF a ptipadného
vybaveni dodaného zadavatelem.  Zdravotnické
zafizeni vrati a/mebo piipadné zni¢i veskery
nepouzity hodnoceny pfipravek podle pokynt
zadavatele a na naklady zadavatele.
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19.

Insurance. The Principal Investigator will secure and
maintain in full force and effect throughout the
performance of the Trial (and following termination of
the Trial to cover any claims arising from the Trial)
insurance coverage for medical professional liability
with limits in accordance with local standards for all
medical professionals conducting the Trial. Principal
Investigator and Institution will provide to Sponsor a
certificate evidencing such insurance coverage upon
request. Institution has insurance coverage for medical
professional liability with limits in accordance with
local standards for all medical professionals
conducting the Trial which will not cover any claims
arising from clinical trials.

Sponsor ensures, that before the Trial is initiated,
liability insurance covering Sponsor and Principal
Investigator will be concluded, pursuant to the 8 52
paragraph. 3 point. f) of the Act on Pharmaceuticals,
through which compensation will be made in the event
of death or injury to the health of the Trial Subject as a
result of the conduct of the Trial. The insurance
certificate is attached to this Agreement as Attachment
H.

19.

Pojisténi. Zdravotnické zatizeni a hlavni zkousejici
zajisti a bude po dobu provadéni hodnoceni (i po
jeho ukonceni k pokryti pifipadného souvisejiciho
plnéni) pln€ udrzovat pojisténi odpovédnosti vSech
Iékaitt provadéjicich hodnoceni, a to v souladu
S mistnimi standardy. Zdravotnické zafizeni a hlavni
zkousejici poskytne zadavateli na vyzadani potvrzeni
dokléadajici toto pojistné kryti.Instituce ma pojistné
kryti 1ékatské profesni odpovédnosti s limity v
souladu s mistnimi normami pro vSechny
zdravotnické pracovniky provadéjici klinického
zkouseni, které se ale nebude vztahovat na veskeré
naroky vyplyvajici z provazeni klinického zkouseni.

Zadavatel zajistil, Ze pfed zahajenim Studie bude pro
né¢ho jako Zadavatele a Hlavniho zkousejiciho
uzavieno pojisténi odpovédnosti za Skodu ve smyslu
§ 52 odst. 3 pism. f) zadkona o léCivech, jehoz
prostfednictvim bude zajisténo 1 odSkodnéni
Vv pfipad¢ smrti subjektli hodnoceni nebo v piipade
Skody wvzniklé na zdravi subjektdl hodnoceni
v dtsledku provadéni Studie. Potvrzeni o uzavieném
pojisténi je ptilohou této smlouvy jako Ptiloha H.

20.

Debarment and Exclusion. Institution and Principal
Investigator each certify that he is not debarred or
restricted from conducting clinical research and will not
use in any capacity the services of any person or entity
debarred or restricted from conducting clinical research
under Applicable Law with respect to services to be
performed under this Agreement. Institution and
Principal Investigator each also certify that it/he/she is
not excluded from participation in any governmental
health care program Institution and Principal
Investigator further certify that it/she/he is not subject
to a government mandated corporate integrity
agreement, and it has not violated any applicable anti-
kickback or false claims laws or regulations. During
the term of this Agreement and for three years after its
termination, Institution and Principal Investigator will
notify Sponsor promptly in writing [to the extent
possible, within two (2) business days] if either of
these certifications needs to be amended in light of
new information or if Institution or Principal
Investigator becomes aware of any material issues
related to the medical licensure of any Research Staff
or the Principal Investigator. Institution and Principal
Investigator will cooperate with Sponsor regarding any
responsive action necessary.

20.

Zéakaz a vyloueni. Zdravotnické zafizeni a hlavni
zkousSejici potvrzujia, ze nemaji zakaz ani omezeni
podilet se na Kklinickém vyzkumu a nebudou
k pInéni sluzeb podle této smlouvy vyuZzivat osoby
nebo subjekty, kterym bylo zakazano nebo
omezeno provadéni klinického vyzkumu podle
platnych pravnich ptedpisid. Zdravotnické zafizeni
a hlavni zkouSejici rovnéz potvrzuji, Ze nejsou
vylouceni z Gcasti v jakémkoli statnim programu
zdravotni péce. Zdravotnické zatizeni a hlavni
zkousSejici dale potvrzuji, ze neuzavieli se statnimi
organy dohodu o napravé etickych pochybeni a
neporu$ili  pfislusné antikorupéni a podobné
zakony. Po dobu platnosti této smlouvy a tii let po
jejim ukonceni bude zdravotnické zatizeni a hlavni
zkousejici informovat zadavatele neprodlen¢ a
pisemné (v maximalnim mozném rozsahu a do
dvou (2) pracovnich dnt), pokud nékteré z téchto
prohlaseni bude ve svétle novych informaci treba
zménit nebo pokud se zdravotnické zafizeni a
hlavni zkousejici dozvi o vyznamném zpochybnéni
profesiondlni ~ odbornosti  n¢kterého  ¢lena
vyzkumného personélu nebo hlavniho
zkouSejiciho.  Zdravotnické zafizeni a hlavni
zkouSejici ve spolupraci se zadavatelem zajisti
ptipadné potfebné kroky.
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21. Assignment and Delegation. Sponsor may at any time | 21. Postoupeni a delegovéni. Zadavatel mize kdykoli
and in writing assign this Agreement and any of its pisemn¢ bez omezeni postoupit tuto smlouvu a
rights or obligations arising hereunder without kterékoli ze svych prav ¢i zavazki podle této
restriction. None of the rights or obligations under this smlouvy. Zdravotnické zatizeni a hlavni zkousejici
Agreement will be assigned or subcontracted by nesmi postoupit nebo smluvné udélit zZadna z prav
Institution or Principal Investigator to another without a zavazkud podle této smlouvy jinym subjektim bez
the prior written consent of Sponsor. Principal predchoziho pisemného souhlasu zadavatele.
Investigator and/or Institution must notify Sponsor, in Zdravotnické zafizeni a hlavni zkouSejici musi
advance, prior to moving to another location. This informovat zadavatele pfedem o svém piipadném
Agreement will bind and inure to the benefit of the st¢thovani na jinou adresu. Tato smlouva je
successors and permitted assigns of each party. zavazna pro nastupce a povolené nabyvatele kazdé

smluvni strany a plati v jejich prospéch.

22. Equipment. It is not expected that Sponsor will 22, Vybaveni. Neodekava se, Ze zadavatel
provide any equipment to the Institution or Principal zdravotnickému nebo hlavnimu zkouSejicimu
Investigator for the purpose of the Trial. However in zafizeni poskytne n&jaké vybaveni pro ucely tohoto
rare instances, the Sponsor may agree to provide, or hodnoceni. Nicméné ve vzacnych ptipadech muze
arrange for a vendor to provide, certain equipment for zadavatel souhlasit s tim, ze poskytne ¢i pomoci
use by Institution and Principal Investigator during the dodavatele zajisti ur€ité vybaveni, které bude
conduct of the Trial (“Equipment”), in which case the zdravotnické zafizeni a hlavni zkousejici pouzivat
Equipment use, ownership and disposition terms béhem provadéni hodnoceni (dale jen ,,vybaveni*).
outlined in Attachment C will apply. V takovém piipadé¢ budou platit podminky pro

pouzivani, vlastnictvi a zavérecné predani Cci
likvidaci popsané v piiloze C.

23. Survival of Obligations. Obligations relating to | 23. Pietrvani zavazka. Zavazky tykajici se sdélovani
Financial Disclosures, Personal Health Information, finanénich  informaci, osobnich zdravotnich
Confidential Information, Trial Data, Records, informaci, davérnych informaci, udaju
Inspections and Audits, Inventions, Publications, z hodnoceni, zaznamul, inspekci a auditt, vynalez,
Publicity, Indemnification, Payment Upon publikaci, publicity, odskodnéni, zavérecné platby
Termination, Return of Materials, Debarment and pti ukonceni, navraceni materidlu, zdkazu a
Exclusion, and Survival of Obligations, survive vylouCeni a pretrvani zavazki pietrvaji i po
termination or expiration of this Agreement, as do any ukonéeni nebo uplynuti platnosti této smlouvy,
other provisions in this Agreement or its Attachments stejné jako jakakoli dal§i ustanoveni v této smlouvé
that by their nature and intent remain valid after the nebo jejich piilohach, ktera diky své povaze a
term of the Agreement. zaméru zistavaji v platnosti po vyprseni smlouvy.

24. Entire Agreement. This Agreement contains the | 24. Uplnost smlouvy. Tato smlouva obsahuje GpIné

complete understanding of the parties and will, as of
the Effective Date, supersede all other agreements
between the parties concerning the Trial.  This
Agreement may only be extended, renewed or
otherwise amended in writing, by the mutual consent
of the parties. Waiver or forbearance by a party hereto
of any of its rights under this Agreement or Applicable
Law in any one or more instances must be in writing
and signed by the waiving party and will not be
deemed to constitute a waiver or forbearance of any
other right or a further or continuing waiver of such
rights. If any one or more provisions of this
Agreement will be found to be illegal or unenforceable
in any respect, the validity, legality, and enforceability
of the remaining provisions will not in any way be
affected or impaired thereby, provided the surviving
agreement materially comports with the parties’
original intent. The parties will make a good faith
effort to replace any such provision with a valid and
enforceable one such that the objectives contemplated
by the parties when entering this Agreement may be
realized

ujednani smluvnich stran a od data ucinnosti
nahradi vSechny ostatni smlouvy mezi smluvnimi
stranami ohledné tohoto hodnoceni.  Platnost
smlouvy mize byt prodlouzena, obnovena nebo jeji
obsah pozménén pouze pisemné, po vzajemném
souhlasu smluvnich stran.  Zieknuti se nebo
prominuti smluvni stranou kteréhokoli ze svych
prav podle této smlouvy nebo platnych pravnich
ptedpistt v jakémkoli jednotlivém nebo ve vice
ptipadech musi byt u€inéno pisemné a podepsano
ziikajici se stranou a nebude predstavovat zieknuti
se ¢i prominuti jakéhokoli dal$iho prava nebo dalsi
¢i pretrvavajici zieknuti se takovych prav. Pokud
bude jedno ¢i vice ustanoveni této smlouvy
shledadno v jakémkoli ohledu nelegalnim nebo
nevymahatelnym, nebude tim nijak ovlivnéna ¢i
narusena platnost, legdlnost a vymahatelnost
zbyvajicich ustanoveni za predpokladu, Ze je
pretrvavajici smlouva ve shod¢ s puvodnim
zamérem smluvnich stran. Smluvni strany v dobré
vife vynalozi usili na nahrazeni takového
ustanoveni platnym a vymahatelnym ustanovenim,
aby bylo mozné realizovat cile, se kterymi smluvni

Page / Strana 20 z/of 32




Confidential/Davérné

strany tuto smlouvu uzaviraly.

25.

Conflict with Attachments. To the extent that terms or
provisions of this Agreement conflict with the terms
and provisions of the Protocol, the terms and
provisions of this Agreement will control as to legal
and business matters, and the terms and provisions of
the Protocol will control as to technical research and
scientific matters unless expressly agreed otherwise in
writing between the parties.

25.

Rozpor s prilohami. Pokud dojde k rozporu mezi
pojmy, resp. ustanovenimi této smlouvy a
podminkami, resp. ustanovenimi protokolu, tato
smlouva bude rozhodujici v pravnich a obchodnich
otdzkach, zatimco protokol v zaleZitostech
odborného vyzkumu a védeckych, pokud neni mezi
smluvnimi stranami vyslovné a pisemné dohodnuto
jinak.

26.

Relationship of the Parties. The relationship of
Institution and Principal Investigator to Sponsor is one
of independent contractor and not one of partnership,
agent and principal, employee and employer, joint
venture, or otherwise.

26.

Vztah smluvnich stran. Zdravotnické zafizeni a
hlavni zkousSejici jsou nezavislymi dodavatelmi
zadavatele, nikoli jeho spolec¢nikem, zastupcem,
zmocnitelem, zaméstnancem, zaméstnavatelem,
partnerem ve spole¢ném podniku atd.

217.

Force Majeure. No party will be liable for delay in
performing or failure to perform obligations under this
Agreement if such delay or failure results from

circumstances outside its reasonable  control
(including, without limitation, any act of God,
governmental action, accident, strike, terrorism,

bioterrorism, lock-out or other form of industrial
action) promptly notified to the other parties (“Force
Majeure”). Any incident of Force Majeure will not
constitute a breach of this Agreement and the time for
performance will be extended accordingly; however, if
it persists for more than thirty (30) days, then the
parties may enter into discussions with a view to
alleviating its effects and, if possible, agreeing on such
alternative arrangements as may be reasonable in all of
the circumstances.

217.

Vy88i moc.  Smluvni strany neodpovidaji za
zpozdéni v plnéni nebo neplnéni povinnosti podle
této smlouvy, jestlize takové zpozdéni nebo selhani
vyplyva z okolnosti mimo jejich pifiméfenou
kontrolu (mimo jiné napf. vy$§i moc, opatieni
statnich organt, nehody, stavky, teroristické a
bioteroristické Ciny, vyluka nebo jind forma
pramyslové akce), pokud postizena strana tuto
skute¢nost neprodlen¢ oznami stran¢ druhé (dale
jen ,,vy$§i moc®). Zasah vys§i moci nebude
povazovan za poruseni této smlouvy a lhita
k plnéni bude pfiméfené prodlouzena. Pokud v§ak
tyto okolnosti trvaji déle nez tficet (30) dnd,
smluvni strany mohou zahajit jednani s cilem
zmirnit jejich dopad, a vramci moZnosti se
dohodnout na vhodnych alternativnich opatfenich.

28.

Governing Law; Language. This Agreement including
its Attachments shall be governed by and construed in
accordance with the laws of Czech Republic. This
Agreement is entered into in the Czech language,
which language shall govern its interpretation. In case
of any discrepancy between the English and Czech
language versions of this Agreement, the Czech
language version shall prevail.

28.

Rozhodné pravo; jazyk. tato smlouva, véetné jejich
priloh, se fidi a je vykladana v souladu se zakony
Ceské republiky. Tato smlouva je uzavirana
v Ceském jazyce a timto jazykem se bude fidit jeji
vyklad.

V ptipadé rozporu mezi anglickou a ¢eskou verzi
této smlouvy ma pirednost a je rozhodujici verze
Ceska.

29.

Anti-Bribery. Principal Investigator and Institution
represent and warrant that neither they nor any of their
personnel are officials, agents, representatives or
employees of any government or political party or any
international public organization where they may be in
positions of official government authority able to use
that position to help CRO or Sponsor obtain or
maintain business or obtain a business advantage.
Principal Investigator and Institution further represent
and warrant that they have not and agree that they
shall not make any payment or any offer or promise
for payment, either directly or indirectly, of money or
other assets, to government or political party officials,
officials of international organizations, candidates for
public office, or representatives of other businesses or
persons acting on behalf of any of the foregoing for
the purpose of influencing decisions or actions or
where such payment would constitute violation of any
law, including but not limited to the U.S. Foreign
Corrupt Practices Act, U.K. Bribery Act 2010, and

29.

Ustanoveni proti uplatkaistvi. Hlavni zkousejici a
Zdravotnické zafizeni prohlasuji a zarucuji, ze ani
ono samo ani nikdo zjejich personalu neni
ufednikem, agentem, zastupcem ¢i zaméstnancem
jakékoli vladni ¢i politické strany nebo jakékoli
mezinarodni vetfejné organizace, v niZ by mohl byt
v pozici oficiélni vladni autority a mohl tuto pozici
vyuzit na pomoc CRO nebo zadavateli ziskat nebo
udrzet obchod nebo ziskat obchodni vyhodu.
Zdravotnické zatizeni a hlavni zkouSejici dale
prohlasuji a zaruduji, Ze neprovedli a zavazuji se,
ze neprovedou zadnou platbu ¢i nabidku ¢i prislib
platby, pfimo ¢i nepiimo, penézni ¢i ve formé
jinych aktiv, zadnym statnim tfednikim ci
funkcionaiim  politickych  stran, ufednikim
mezinarodnich organizaci, kandidatim na vefejny
ufad nebo zastupcim jinych podnikd ¢i osobam
jednajicim jménem kterékoli z vySe zminénych
osob za ucelem ovlivnéni jejich rozhodovani ¢i
jednéni, nebo pokud by takovd platha
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other applicable anti-bribery/anti-corruption laws.

predstavovala poruseni jakéhokoli zékona, vcetné
mimo jiné protikorupéniho zakona USA (U.S.
Foreign Corrupt Practices Act), protiuplatkarského
zakona Spojeného kralovstvi (U.K. Bribery Act
2010) a jinych ptislusnych
protiuplatkarskych/protikorup¢nich zékont.

30. Notices. All notices required under this Agreement
will be in writing and be deemed to have been given
when delivered if hand delivered or sent by reputable
express international courier or on the date transmitted
if sent via fax (with confirmation of receipt generated

by the transmitting machine), provided that all urgent

30. Vyrozuméni a vypovédi. Veskera vyrozuméni a
vypoveédi pozadované podle této smlouvy budou
poskytnuty v pisemné formé a budou povazovany
za dorucené, kdyz jsou doruceny osobné€, nebo
zaslany ovéfenou mezindrodni kuryrni sluzbou

nebo v den pienosu, pokud jsou zaslany faxem (s

matters, such as safety reports, will be promptly potvrzenim  piijeti  vyti§ténym  pienasejicim
communicated via telephone, and confirmed in ptistrojem). To za predpokladu, ze vSechny
writing: naléhavé zalezitosti, jako napiiklad bezpecnostni
hlaseni, budou neprodlen¢ oznameny telefonicky a
potvrzeny pisemn¢ na adresu:
SPONSOR: ZADAVATEL.:

Theravance Biopharma Antibiotics, Inc.

Theravance Biopharma Antibiotics, Inc.

c/o Theravance Biopharma US, Inc.

c/o Theravance Biopharma US, Inc.

901 Gateway Boulevard

901 Gateway Boulevard

South San Francisco, California 94080

South San Francisco, California 94080

USA

USA

Attention: Senior Manager, Clinical Operations

K rukam: Senior Manager, Clinical Operations

l
!

TBPH IP:

TBPH IP:

Theravance Biopharma Antibiotics IP, LLC

Theravance Biopharma Antibiotics IP, LLC

c/o Theravance Biopharma US, Inc.

c/o Theravance Biopharma US, Inc.

901 Gateway Boulevard

901 Gateway Boulevard

South San Francisco, California 94080

South San Francisco, California 94080

USA

1 C
(%]
1)

With a copy to:

S Kopii na adresu:

INC Research, LLC

INC Research, LLC

3201 Beechleaf Court, Suite 600

3201 Beechleaf Court, Suite 600

Raleigh, NC 27604-1547 USA

Raleigh, NC 27604-1547 USA

140 59, Praha 4, Kr¢, Czech Republic

Institution: Zdravotnické zatizeni:
Néamestek pro LP Naméstek pro LP
Thomayerova nemocnice Thomayerova nemocnice
Videnska 800 Videnska 800

140 59, Praha 4, Kr¢&, Ceska republika

Principal Investigator:

Hlavni zkouSejici:
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[SIGNATURE PAGE FOLLOWS]

[NASLEDUJE STRANA S PODPISY]
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This Agreement is executed in 4 originals, and each party shall
receive 1 original.

An integral part of this Agreement are following Attachments:

Attachment A- Protocol/ provided to Principal Investigator in
electronic form

Attachment B- Payment Terms

Attachment C- Equipment use, ownership & disposition
Attachment D - Budget

Attachment E — SUKL approval

Attachment F — Ethics committee approval

Attachment G — ICF template

Attachment H- Insurance certificate copy

Tato smlouva je podepsana ve 4 paré, kdy kazda strana
obdrzi po jednom.

Nedilnou soucasti této smlouvy jsou nasledujici ptilohy:

Piiloha A — protokol/ elektronicky u hlavniho zkousejiciho
Piiloha B — platebni podminky

Priloha C — pouziti, vlastnictvi a zavéreéné predani nebo
likvidace vybaveni

Ptiloha D — rozpocet

Piiloha E - povoleni SUKL

Ptiloha F — souhlasné stanovisko etické komise

Ptiloha G — vzor formulafe informovaného souhlasu
Piiloha H — kopie pojistného certifikatu

Agreed to and Accepted:

Souhlasi a prijima:

INSTITUTION/ ZDRAVOTNICKE ZARIZENI

By: / Jméno:
Signature/ Podpis

doc. MUDr. Zdenék Benes§, CSc.
Printed Name/ Jméno hiillkovym pismem

Reditel/ Director
Title/ Pozice

Date/ Datum

THERAVANCE BIOPHARMA
ANTIBIOTICS IP, LLC

By: Theravance Biopharma Antibiotics, Inc.,/
Jméno: Theravance Biopharma Antibiotics, Inc.,
its Managing Member/ jeji fidici ¢len

By: / Jméno:
Signature/ Podpis

Printed Name/ Jméno hilkovym pismem

Title/ Pozice

Date/ Datum

THERAVANCE BIOPHARMA
ANTIBIOTICS, INC.

By: / Jméno:
Signature/ Podpis

Printed Name/ Jméno hilkovym pismem

Title/ Pozice

Date/ Datum

PRINCIPAL INVESTIGATOR

By: / Jméno:
Signature/ Podpis

Printed Name/ Jméno hilkovym pismem

Principal Investigator / Hlavni ZkouSejici
Title/ Pozice

Date/ Datum
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Attachment A Priloha A
Protocol Protokol

The Trial to be performed pursuant to this Agreement shall be
that set forth in the Protocol dated and
incorporated into this Agreement attached hereto by reference
in addition to all current and future amendments thereto, which
is incorporated into this Agreement by reference and entitled:
Protocol #

Hodnoceni provadéné podle této smlouvy se bude fidit
podminkami protokolu ze dne , ktery je do
smlouvy zaclenén odkazem vcetné vSech soucasnych i
budoucich dodatkil, a ma nazev:

Protokol ¢.
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Attachment B

Priloha B

PAYMENT TERMS

PLATEBNI PODMINKY

B-1.

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

B-1. VSeobecné podminky. Zdravotnické zafizeni (dale
jen ,prijemce plateb”) obdrzi za kazdy subjekt
hodnoceni, fadné zatazeny do hodnoceni, ¢astku za
subjekt hodnoceni ve vysi uvedené v ptiloze D
(Rozpocet). Tato ¢astka je uplnou odménou za prace
realizované hlavnim zkouSejicim a zdravotnickym
zafizenim, véetn¢ vSech praci a péce dle protokolu
hodnoceni, a také veskerych rezijnich a
administrativnich sluzeb. Za subjekty hodnoceni
zafazené do ¢i pokracujici v hodnoceni v rozporu
S protokolem nebude zadna odména poskytnuta.

B-2.

Payment Terms. The CRO (on behalf of Sponsor) will
reimburse Payee on the financial fulfillment in EUR on a
quarterly basis except for the supply of the Comparator
Drugs by Institution, which shall be monthly in CzZK
based on actual usage, in accordance with the following
payment schedule.

Payment schedule:

CRO will provide the payment overview covering all
visits completed by properly enrolled Trial Subjects and
all billable items/conditional procedures carried out as per
Protocol requirement for every quarter provided that
eCRFs have been properly completed and submitted for

such visits.

Institution will issue an invoice that will match this
payment overview. The invoice due date will be within
thirty (30) days of invoice issue date with the precondition
that Payee will fax or e-mail the invoice to CRO and will
send the original invoice to CRO on the invoice issue
date.

B-2._Platebni podminky. CRO jménem Zadavatele uhradi
prijemci platby finanéni plnéni kvartalné v eurech v
souladu s néasledujicim platebnim rozvrhem, s
vyjimkou dodavek srovndvaciho 1é¢iva ze strany
zdravotnického zafizeni, které budou uhrazeny

meésicné na zaklade skutecné spotieby.

Platebni

rozvrh:

CRO poskytne platebni
prehled zahrnujici veskeré provedené navstévy radné
zahrnutych subjekt hodnoceni, vSechny souvisejici

platby, fakturovatelné
procedury za kazdé Ctvrtleti.

polozKy/podmine¢né

zafizeni
vystavi danovy doklad, ktery bude odpovidat tomuto
platebnimu piehledu. Splatnost datiového dokladu
bude ¢init tficet (30) dni od data jeho vystaveni
s podminkou, Ze piijemce platby zasle fakturu CRO
faxem nebo e-mailem v den vydani faktury.

Zdravotnické

B-3. Pass-through payments from Sponsor. Payments due | B-3. Uhrada prefakturovavanych &astek zadavatelem.
under this Agreement are pass-through payments from Platboy splatné podle této  smlouvy jsou
Sponsor. prefakturovavané platby od zadavatele.

B-4. Pharmacy Costs Fees and Comparator Drugs Costs. | B-4. Platby 1ékarné. Platby 1ékarné jsou hrazeny v
Pharmacy Fees and Comparator Drugs shall be paid in Ceskych korunach (K&) na zakladé konverzniho
Czech Koruna (CZK) based on the conversion rate of the kurzu Ceské narodni banky k datu platby.

Czech National Bank at the date of payment.
B-5. Non-Procedural Costs. Payee will be paid for additional | B-5. Naklady mimo procedury. Piijemci plateb budou

non-procedural costs that are pre-approved by Sponsor, as
set forth in Attachment D. 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 Attachment D.

uhrazeny dodatecné naklady wvzniklé mimo
procedury, pokud jsou piedem  schvalené
zadavatelem, jak je uvedeno v priloze D. Pokud
pfijemce plateb hodla pozadat o proplaceni takovych
nakladd, zasle zadavateli nebo jim povéfené osobé
podrobné  rozepsanou  fakturu s ptislusnou
dokumentaci a vydajovymi doklady, kterymi tyto
dohodnuté a piefakturovavané vydaje dolozi. Tyto
vydaje vzniklé mimo procedury lze fakturovat pouze
ve skute¢né vynalozené vysi bez jakékoli prirazky, a
to do maximalni vySe uvedené v piiloze D.

B-6.

Final Payment. At the conclusion of the Trial, all eCRFs

B-6. Doplatek. P#i ukonéeni hodnoceni budou vSechny
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and Trial-related documents will be promptly made
available for Sponsor review. The final payment will be
paid once: all eCRFs have been completed and received;
data queries have been satisfied; all Investigational Drug
is returned; and all close out issues are resolved and
procedures completed, including final IEC notification.
All queries must be resolved within five (5) days of
receipt by Payee any time during the Trial. Sponsor or its
designee will perform final reconciliation of all payments
made to date against total amount due and will promptly
pay Payee the amounts remaining unpaid, if any. Payee
will promptly reimburse Sponsor amounts overpaid
within thirty (30) days of notification by Sponsor or
designee.

formulafe eCRF a dalsi dokumentace hodnoceni
neprodlené poskytnuty zadavateli k prezkoumani.
Doplatek bude poukdzan, jakmile budou: vyplnény a
obdrzeny vSechny formulafe eCRF; uspokojive
zodpovézeny vSechny dotazy ohledné udaji; vraceny
vSechny hodnocené ptipravky; vyfeSeny vsSechny
otazky souvisejici s ukonéenim a dokonéeny veskeré
procedury, vcetn¢ zaveéreCného informovani NEK.
Vsechny dotazy musi byt vyfeSeny do péti (5) dnti
od jejich ptijeti pfijemcem plateb, a to bez ohledu na
fazi hodnoceni. Zadavatel nebo jim povérena osoba
porovna celkovou hrazenou c¢astku s dosud
uhrazenymi platbami a bezodkladné piijemci plateb
poukédze ptipadny doplatek. Piijjemce plateb
neprodlen¢ vrati zadavateli veSkeré prteplatky,
nejpozdéji vSak do tficeti (30) dnd od upozornéni
zadavatelem nebo jim povérenou osobou.

B-7

Taxes.

B-7. Dané.

@

Payments shown in the Budget do not include Value
Added Tax (VAT). If the Payee is VAT registered, and if
VAT is required under the applicable legal 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.

(1) Platby, které jsou uvedeny vV rozpoctu, nezahrnuji
dan z pfidané hodnoty (DPH). Je-li piijemce plateb
platcem DPH, a pokud je DPH vyzadovédno podle
platnych pravnich ptedpisi, pfijemce plateb DPH
piidd a do faktury uvede pfislusnou sazbu DPH.
Pokud se na transakci vztahuje mechanismus
pfeneseni danové povinnosti DPH podle platnych
pravnich predpist, ptijemce DPH na fakturu uvadét
nebude.

)

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. CRO or 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 plateb potvrzuje a souhlasi, Ze nese
vyhradni zodpovédnost za placeni vSech prispévkl a
dani ulozenych pfislusnymi organy ve vztahu
k odméné vyplacené piijemci podle této smlouvy
nebo vyméfenych podle ni. CRO ani zadavatel
nebudou zodpovédni za zadrzeni nebo vyplaceni
takovych ptispévkli nebo dani. Pfijemce plateb
pfijimé plnou zodpovédnost za hlaSeni vSech plateb
piijatych podle této smlouvy pfislusSnym financnim
organiim podle mistnich predpisi.

B-8.

Screen Failures. Screen Failures (as such term is defined
in the Budget) will be reimbursed, if at all, as outlined in
Attachment D.

B-8. Vyfazeni pfi screeningu. Pfipadnd odména za
subjekty hodnoceni vyfazené pii screeningu (jak je
tento pojem definovan v rozpoc¢tu) bude poskytnuta

dle prilohy D.

B-9.

Necessary Procedures. Payee will be reimbursed for valid
necessary visits and procedures. Payment for any
necessary procedure due to patient safety will be
reimbursed at the agreed upon unit cost in the Budget, or
if there is no such unit cost in the Budget, at the
appropriate unit cost pre-approved by Sponsor or CRO in
writing, and will require a separate invoice with
documentation for the medical necessity of the procedure.
Where practicable, Sponsor's or CRO’s prior written
consent will be obtained, unless it will compromise the
integrity of the Trial or affect Trial Subject safety, in
which case Sponsor will be notified as soon as practicable
after the fact.

B-9. Nezbytné procedury. Pfijemce plateb bude odménén
za platné a potiebné navstévy a procedury.
Procedury nezbytné pro bezpe¢nost pacientd budou
hrazeny v jednotkové sazbé dohodnuté v rozpoctu a
pokud takova jednotkova sazba Vv rozpoétu neni,
bude pouzita pfiméfena jednotkova sazba predem
pisemné schvalena zadavatelem nebo CRO, a to po
predlozeni samostatné faktury s dokumentaci
dokladaji 1ékafskou nezbytnost této procedury.
Pokud je to prakticky mozné a nebude tim ohroZena
integrita hodnoceni nebo bezpecnost subjektu
hodnoceni, zajisti se pisemny souhlas zadavatele
ptedem. V opacném piipadé se tato skutecnost
zadavateli oznami co nejdiive po udalosti.

B-10.

Payee. The research grant payments will be made to
the following payee and address:

B-10. Piijemce plateb. Castky zvyzkumného grantu
budou hrazeny pfijemci plateb na nasledujici jméno
a adresu:
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Payee Name: Thomayerova nemocnice

Jméno prijemce plateb: Thomayerova nemocnice

Payee Address: Videnska 800, 140 59 Praha 4, Kr¢, Czech
Republic

Adresa prijemce plateb: Videniska 800, 140 59 Praha 4,
Kr¢, Ceska republika

Payee Tax ldentification Number: CZ00064190

Danové identifikacni ¢islo pfijemce plateb: CZ00064190

Payee Bank Account Details:

Udaje o bankovnim G&tu pfijemce plateb:

Bank Name: Ceska narodni banka

Néazev banky:

Bank Account Number:

Cislo bankovniho U¢tu:

IBAN Number:

Cislo IBAN:

SWIFT Code:

Kod Swift:

Email address for remittance information:
In case of changes in the Payee’s bank account details, Payee is
obliged to inform CRO in writing, but no amendment to this

Agreement shall be required.

zaslani aviza o

adresa

E-mailova platbé:

pro

V piipadé zmény bankovnich udajich piijemce plateb, je
pfijemce povinen pisemné informovat CRO, neni vSak
nutné vyhotovit dodatek k této smlouve.

B-11. Invoices. All invoices must be issued to Sponsor (name
Sponsor as recipient on the invoice) in the details seen
below:

B-11. Faktury. VsSechny faktury musi byt vystaveny
zadavateli (jako pifijemce musi byt na faktuie
uvedeno jméno zadavatele) dle nize uvedenych
udaji:

Theravance Biopharma Antibiotics, Inc.

Theravance Biopharma Antibiotics, Inc.

c/o Theravance Biopharma US, Inc.

c/o Theravance Biopharma US, Inc.

901 Gateway Boulevard

901 Gateway Boulevard

South San Francisco, California 94080

South San Francisco, Calinfornia 94080

USA

USA

c/o INC RESEARCH UK LIMITED

c/o INC RESEARCH UK LIMITED

Riverview, The Meadows Business Park, Station Riverview, The Meadows Business Park, Station
Approach Approach
Blackwater Blackwater
Camberley Camberley

Surrey GU17 9AB, UK

Surrey GU17 9AB, UK

All invoices must be forwarded to the following as instructed::

Vsechny faktury musi byt zaslany dle pokyni na
nasledujici adresu:

Attn. Grants Department

Attn. Grants Department

INC RESEARCH UK LIMITED

INC RESEARCH UK LIMITED

Riverview, The Meadows Business Park, Station Approach

Riverview, The Meadows Business Park, Station

Approach
Blackwater Blackwater
Camberley Camberley

Surrey GU17 9AB, UK

Surrey GU17 9AB, UK

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

-
h:

Kazda faktura musi obsahovat: (1) jméno zadavatele, (2)
¢islo protokolu, (3) kod projektu, (4) souhrn nakladu,
které maji byt proplaceny v souladu s rozpoétem, a (5) je-
li pfijemce plateb platcem DPH, daiové identifikacni
¢islo, (6) poznamku ,,rezim preneseni danové povinnosti
(VAT reverse charge applicable)®, jestlize se vztahuje
mechanismus pieneseni danové povinnosti DPH.

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.

Pijemci plateb nebudou zadné
prefakturovavané naklady, pokud neposkytne kopie
pfislusnych faktur nebo jinou dokumentaci jasné
dokladajici, Ze vzniklé naklady byly skute¢né, ptimétené a
ovétitelné v rozsahu odpovidajicim pozadované Castce.

proplaceny

Any invoices submitted by the Payee more than 45 days after
the database lock will not be reimbursed.

Veskeré faktury predlozené piijemcem plateb vice nez 45
dnti po uzamceni databaze nebudou uhrazeny.
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Attachment C Piiloha C
EQUIPMENT USE, OWNERSHIP & DISPOSITION POUZITI, VLASTNICTVI A ZAVERECNE
PREDANi NEBO LIKVIDACE VYBAVENI
C-1. No equipment will be provided in the Trial. C-1. Pouziti. Po dobu zkouseni nebude poskytnuto zadné
zarizenl.
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Attachment D Priloha D
BUDGET ROZPOCET

B. Screen Failure Subjects.

B. Subjekty vyfazené pii screeningu.

The fixed amount payable for Trial Subjects who sign an
Informed Consent Form and undergo screening procedures but
fail to qualify for randomization (such Trial Subjects, “Screen
Failure Subjects”) will be a flat rate of per Screen
Failure Subject, provided that the number of Screen Failure
Subjects compensated for hereunder is capped at a

Fixni c¢astkou splatnou za subjekty hodnoceni, které
podepiSou informovany souhlas a podstoupi procedury
screeningu, avSak nesplni podminky pro randomizaci
(takové subjekty hodnoceni se dale oznacuji ,,subjekty
vyFazené pii screeningu®), bude pausalni sazba
- za kazdy subjekt vyfazeny pfi screeningu, pficemz
pocet subjektii vyfazenych pfi screeningu, za které bude
tato thrada provadéna, bude omezen

, is randomized, and receives Trial
medication).
ktery splni vstupni kritéria,
bude randomizovéan a obdrZi hodnoceny piipravek ).
Notwithstanding the foregoing, Institution will not be | Nehled¢ na vySe uvedené, zdravotnické zafizeni

compensated for any Trial Subject who would not qualify for
enrollment in the Trial pursuant to the Protocol, or does not
qualify to be enrolled in the Trial, due to violations of the Trial
requirements by Principal Investigator (e.g., Principal
Investigator did not have a reasonable basis to believe that the
applicable Trial Subject would satisfy the exclusion/inclusion
criteria set forth in the Protocol).

nedostane zZadnou nahradu za subjekt hodnoceni, ktery by
nespliioval podminky zatazeni do hodnoceni podle
protokolu nebo nespliiuje podminky zafazeni do
hodnoceni v dusledku poruseni pozadavki hodnoceni
hlavnim zkousejicim (napi. hlavni zkouSejici nemél
rozumny divod se domnivat, Ze pfislusny subjekt
hodnoceni bude spliiovat kritéria pro vylouceni/zarazeni
uvedena v protokolu).
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Attachment E- SUKL Approval / P¥iloha E - povoleni SUKL

Attachment F — Ethics committee approval / Priloha F — souhlasné stanovisko etické komise
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