Smlouva o zabezpeceni klinického hodnoceni

TATO SMLOUVA O ZABEZPECENI
KLINICKEHO HODNOCENI (,,smlouva“) nabyva
ucinnosti dnem  posledniho  podpisu  (,,datum
ucinnosti) a je uzaviena mezi:

Paratek Pharma, LLC.

Se sidlem na adrese 75 Kneeland Street, Boston, MA
02111 USA (,,zadavatel) zastoupeny a jednajici
spole¢nosti dle plné moci: PPD Czech Republic,
s.r.0. Se sidlem na adrese Bud&jovicka alej, Antala
StaSka 2027/79, Praha 4, 140 00 Czech Republic,
zapsand Vv obchodnim rejstiiku vedeném vedeném
Meéstskym soudem v Praze, ¢ast C, ¢. vlozky 37941
(vypis zOR a jednajici prostfednictvim MUDr.
Dariny Hrdlickové — jednatelky spole¢nosti (dale také
,»Zastupce zadavatele*)

a

Nemocnice Ttebic, prispévkova organizace,

se sidlem Purkyfiovo nam. 133/2, 674 01 Trebig,
Ceska republika, identifikator datové schranky (IDS):
tecrjqc, zapsana Vv obchodnim rejstiiku vedeném
Krajskym soudem v Brné pod sp.zn. Pr 1441 a
jednajici prostiednictvim feditele Ing. Evy Tomasové

ICO: 00839396
DIC:CZ00839396
(,,poskytovatel)

a

MUDr. Martin Radvan,
trvali'm bidli§tém

Datum nar.:
( “zkousejici™)

(jednotlivé jako ,,smluvni strana“ a spolecné jako
“smluvni strany”)

VZHLEDEM K TOMU, Ze zadavatel chce vyuZzit
sluzby poskytovatele a zkouSejiciho na provedeni
klinickeho hodnoceni sponzorovaného zadavatelem
s ndzvem ,A phase 3 Randomized, Double-Blind,
Multi-Center Study to Compare the Safety and
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Clinical Trial Agreement

THIS CLINICAL TRIAL AGREEMENT
(“Agreement”) is effective as of the last date of
signature (“Effective Date”) by and between:

Paratek Pharma, LLC.

with its principal place of business at 75 Kneeland
Street, Boston, MA 02111 USA (the “Sponsor”)
represented and acting in accordance with Power of
Attorney by: PPD Czech Republic, s.r.o. with
principal place of business at Budejovicka alej, Antala
Staska 2027/79, Prague 4, 140 00 Czech Republic,
registered in the Commercial Register at the
Municipal Court in Prague, Section C, Insert 37941
represented by MUDr. Darina Hrdlickova, executive
of the company (further as “Sponsor
representative”)

and

Nemocnice Tiebic, prispévkova organizace,

with its registered address at Purkyinovo nam. 133/2,
674 01 Tiebi¢, Czech Republic, data mailbox
identifier: tecrjqc, registered in the Commercial
Register at the Municipal Court in Brno under file
number Pr 1441 and represented by Ing. Eva
Tomasova

Company ID no.: 00839396
Tax ID no.: CZ00839396
(the “Medical Facility*)

and

MUDr. Martin Radvan,

iermanent residence at

DOB:
(the “Investigator*)

(each a “Party* and jointly, the “Parties*)

WHEREAS, Sponsor desires to engage the services
of the Medical Facility and Investigator for the
conduct of a clinical research study sponsored by
Sponsor entitled “A phase 3 Randomized, Double-
Blind, Multi-Center Study to Compare the Safety

{00083483-1 }
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Efficacy of to Moxifloxacin

IV/IPO for Treating Adult Subjects with
Community-Acquired Bacterial Pneumonia
(CABP)“ oznaceného (dale, i

se viemi dodatky jako ,protokol®“) (provedeni
protokolu ve vSech participujicich centrech jako
»,multicentrické klinické hodnoceni*);

VZHLEDEM K TOMU, Ze poskytovatel a
zkouSejici souhlasi stim, Ze se budou podilet na
provadéni multicentrického Kklinického hodnoceni
v souladu s protokolem (tento vykon zkousejiciho
a/nebo poskytovatele u poskytovatele je dale oznacen
jako ,,hodnoceni*);

PROTO NYNI, pii zohlednéni vzajemnych slibu a
zavazkl obsazenych v této smlouvé, jejichZ prevzeti a
dostateCnost jsou timto uznany, se smluvni strany
dohodly nasledovné:

l.
Predmét a ucel smlouvy

hodnoceni

1) Predmétem
humaéanniho

smlouvy je klinické
1é¢ivého  pripravku
(dale jen “hodnocené 1é¢ivo™”) na
zékladé protokolu. Ugelem této smlouvy je
stanovit prdva a povinnosti smluvnich stran a
pravidla a podminky, které se budou vztahovat na
provadéni hodnoceni.

3) Poskytovatel a zkouSejici prohladuji, Ze maji
zkuSenosti, schopnosti, licence/povéieni, v péci
ptiméfeny pocet odpovidajicich subjektt a zdroje,
véetn¢ persondlu a vybaveni, aby mohli pfesné,
ucelné a vcas provést klinické hodnoceni
profesiondlnim a kvalifikovanym zplsobem, a Ze
tyto zdroje budou trvale pouzivat tak, aby
hodnoceni takto provedli. Zadavatel zhodnotil
vhodnost zkousejiciho a poskytovatele za ti¢elem

jejich  ucdasti v multicentrickém  klinickém
hodnoceni.
1.
Zahjeni hodnoceni
Hodnoceni bude zahajeno na zakladé povoleni

Statniho ustavu pro kontrolu 1éCiv, souhlasného
stanoviska piislusné lokalni etické komise a/nebo
pfislusné multicentrické etické komise (dale
jednotlivé jako ,,SUKL" a ,etické komise®)

00089021-1
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and Efficacy of to
Moxifloxacin 1V/PO for Treating Adult Subjects
with Community-Acquired Bacterial Pneumonia
(CABP)” and coded
(together with any amendments thereto “Protocol”)
(the performance of the Protocol at all participating
sites the “Multicenter Trial”);

WHEREAS, Medical Facility and Investigator agree to
participate in the conduct of the Multicenter Trial in
accordance with the Protocol (such conduct of
Investigator and/or Medical Facility at Medical Facility
is defined as the “Study™);

NOW, THEREFORE, in consideration of the mutual
promises and covenants contained herein, the receipt
and sufficiency of which are hereby acknowledged, the
Parties agree as follows:

I
Subject and Purpose of the Agreement

1) The subject of the Agreement is the clinical
evaluation of the Study drug

(the “Study Drug”) pursuant to the
Protocol. The purpose of this Agreement is to set
forth the rights and obligations of the Parties and
the terms and conditions that will apply to the
conduct of the Study.

2) The Medical Facility and Investigator declare that
it and the Investigator have the experience,
capability, licensing/credentials, adequate number
of Study subjects and resources, including, but not
limited to, personnel and equipment to accurately,
efficiently and expeditiously perform the Study in
a professional, timely and competent manner and
Medical Facility and Investigator shall use these
resources at all times to so perform the Study.
Sponsor has evaluated the suitability of
Investigator and Medical Facility for participation
in the Multicenter Trial.

1.
Commencement of the Study

The Study will be commenced on the basis of a permit
from the State Institute for Drug Control and a
concurring opinion of the relevant local ethics
committee and/or multi-center ethical committee
(respectively, the “Regulatory Authority” and the
“Ethics Committee*™).
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1)

2)

3)

1.
Misto a poZzadavky provedeni hodnoceni

Hodnoceni bude provedeno u poskytovatele, (dale
jen ,,FeSitelské centrum™), se zkouSejicim MUDr.
Martinem Radvanem (,,zkousejici“) jako hlavnim
zkousejicim a dalSimi povétenymi zaméstnanci,
jednajicimi pod vedenim zkouSejiciho (dale jen
Lstudijni tym*). Poskytovatel i zkouSejici zajisti,
aby kazdy wvykondval jeho/jeji  pfislusné
povinnosti  vsouladu  stouto  smlouvou,
protokolem a platnymi zakony a pravnimi
ptedpisy. Poskytovatel a zkouSejici zarucuji, Ze
Clenové  studijniho tymu jsou dostatecné
kvalifikovani a zaskoleni na provadéni jejich
ukolt pti klinickém hodnoceni. ZkouSejici je
odpovédny za fizeni a opomenuti jakéhokoli ¢lena
studijniho tymu, vcCetné takového konani a
opomenuti, které je v rozporu s touto smlouvou.

Ke zméné tesitelského centra a ve jmenovani ¢i
doplnéni ¢lend studijniho tymu muze dojit jen po
dohodé¢ zadavatele, poskytovatele a zkouSejiciho.
Tato dohoda musi mit pisemnou podobu (za
pisemnou podobu je povaZovan email) abude
zahrnuto zkouSejicim do studijni dokumentace
v fesitelském centru.

Hodnoceni nebude zahajeno dfive, nez vejde v
platnost tato smlouva, a pokud nebudou splnény
vSechny dalSi podminky vyZadované zakonem pro
iniciaci klinického hodnoceni. Zadavatel nebo
zéstupce zadavatele se zavazuje informovat
zdravotnické zafizeni, jakmile budou pozadované
schvaleni etické komise a SUKL-u, nezbytné
k zah4jeni klinického hodnoceni ziskdna. Trvani
naboru pacientti do studie je odhadovano do Unora
2017. Provedeni celého hodnoceni je naplanovano
na obdobi od listopadu 2016 do srpna 2017. Dobu
provadéni hodnoceni muze zadavatel v jeho
prubéhu prodlouzit nebo zkratit. Zadavatel mize
také kdykoli pozastavit hodnoceni, coZz nebude
povazovano za poruSeni této smlouvy. Zadavatel
nebo jeho zastupce bude poskytovatele a
zkousejiciho pisemné informovat (na kontaktni
Udaje podle ¢lanku XVII) o vSech zménach, které
by se tykaly piredpokladané doby provadéni
hodnoceni. Zmény doby provadéni hodnoceni
zadavatelem nebudou vyzadovat dodatek k této
smlouve.

Place and Requirements for Conducting the Study

1)

2)

3)

4) Ukaze-li se v prubéhu hodnoceni, ze nebude 4)

00089021-1
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The Study shall be conducted at the Medical
Facility (the “Study Site”), headed by the
Investigator MUDr. Martin Radvan
(“Investigator®) as the principal investigator and
other authorized employees acting under the
Investigator’s supervision (the “Study Team?”).
Medical Facility and Investigator will ensure that
each performs his/her respective duties in
compliance with this Agreement, the Protocol and
applicable law and regulation. The Medical
Facility and Investigator warrants, that Study
Team members are sufficiently qualified and
trained to perform their tasks in Clinical Study.
Investigator takes responsibility for any Study
Team member*s actions and omissions, including
any such action or omission in breach of this
Agreement.

Changes to the Study Site or appointment or
addition of Study Team members can be made
only after agreement between Sponsor, the
Medical Facility and the Investigator. Such
agreement must be in writing (which writing may
be by email) and will be included by Investigator
in the on-site Study file.

The Study will not be started before this
Agreement becomes effective and any other
conditions required by law for such Study
initiation are fulfilled.  Sponsor or Sponsor
representative undertakes to inform Medical
Facility once required ethics committee and
regulatory authority approvals necessary to
initiate the Study have been obtained. The
enrolment period for Study subjects is estimated
to last until February 2017. The entire Study is
planned to be conducted from November 2016 to
August 2017. The term of the Study may be
extended or shortened by Sponsor during its
course. Sponsor may also suspend the Study at
any time, which suspension will not be considered
a breach of this Agreement. Sponsor or its
designee will inform the Medical Facility and the
Investigator in writing (to contact details in clause
XVII) of any changes related to the expected term
of the conduct of the Study. Changes to the term
of the Study by Sponsor will not necessitate an
amendment hereto.

If, during the Study, it becomes apparent that the
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mozné jej

ukoncit vcas v predpokladaném

terminu, zkouSejici je tuto skuteCnost povinen
neprodlené oznamit zadavateli nebo jeho zastupci.

V.
Podminky na provadéni hodnoceni
1) Plnéni:
a) Poskytovatel a zkouSejici jsou povinni a

b)

00089021-1

zajisti, ze Clenové studijniho tymu budou
dodrzovat  vSechny zakony, piedpisy,
vyhlasky, rozhodnuti, smérnice a natizeni
(vCetné v8ech relevantnich protikorup¢nich
zakont) vztahujicich se na vykon klinickych
hodnoceni, a to zejména  zakona
¢.378/2007 Sb., o 1éGivech, ve znéni
pozdéjsich predpist, zakona ¢. 372/2011 Sb.,
0 zdravotnich sluzbach, ve znéni pozdgjsich
predpist, vyhlasky ¢. 226/2008 Sb., kterou se
stanovi spravna Kklinickd praxe a bliZsi
podminky klinického hodnoceni 1é¢iv, ve
znéni pozdéjsich predpist

Poskytovatel a zkouSejici zabezpeci, aby bylo
hodnoceni provadéno v souladu s protokolem
a pozadavky vsech relevantnich kontrolnich
ufadi a etickych komisi a pisemnymi
instrukcemi zadavatele nebo jeho zéstupce.
Protokol miize byt zménén pouze s pisemnym
souhlasem  zadavatele a  naslednymi
pottebnymi souhlasy SUKLu/etické komise.
Odchylky od protokolu nejsou povoleny,
svyjimkou a pouze Vvrozsahu takovych
odchylek nezbytnych na ochranu zdravi,
bezpecnosti  nebo  dobrych  Zivotnich
podminek pacienta hodnoceni. ZkouSejici
zajisti, aby veSkeré odchylky od protokolu
byly fadné¢ zdokumentované a neprodlené
hldSeny zadavateli nebo jeho zastupci.
Zkousejici souhlasi, Ze podepise podpisovou
stranu protokolu.

Poskytovatel a zkouSejici zabezpeci, aby bylo
hodnoceni provedeno v souladu se zakony
uvedenymi v sub-sekci 1 a) tohoto ¢lanku TV,
podle spravné Kklinické praxe, vsouladu s
Helsinskou deklaraci Svétové 1ékarské
asociace avsouladu se Smérnici o spravné
klinické  praxi  pfijatou = Mezinarodni
konferenci 0 harmonizaci technickych
pozadavki na registraci farmaceutickych

{00083483-1 }
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Study will not be completed on schedule, the
Investigator must notify Sponsor or its designee
immediately.

V.
Conditions for Conducting the Study

1) Compliance.

a) The Medical Facility and the Investigator
shall and shall ensure that all Study Team
members shall comply with all laws, rules,
decrees, ordinances, regulations and
guidances  (including relevant data
protection, anti-corruption and anti-bribery
laws) applicable to the conduct of clinical
trials, in particular Act no. 378/2007 Coll.
on Pharmaceuticals, as amended, Act
no. 372/2011 Coll. on Medical Services, as
amended, Decree no. 226/2008 Coll. on
the Good Clinical Practice and Detailed
Conditions for Clinical Studies of
Pharmaceuticals, as amended.

b) The Medical Facility and the Investigator
shall ensure that the Study is conducted in
compliance with the Protocol and the
requirements of all relevant regulatory
authorities and ethics committees and the
written instructions of Sponsor or its
designee. The Protocol can be changed
only with the written consent of Sponsor
and following any necessary approvals by
the Regulatory Authority/Ethics
Committee. Deviations from the Protocol
are not allowed, except and only to the
extent such deviation is necessary to
protect the health, safety or welfare of a
Study subject. Investigator will ensure that
any deviations from the Protocol are
properly documented and promptly
reported to Sponsor or its designee. The
Investigator agrees to sign the Protocol
Signature Page.

¢) The Medical Facility and the Investigator
shall ensure that the Study is conducted in
accordance with the laws set forth in
Subsection 1 a) of this Section 1V, good
clinical practices, the World Medical
Association’s Declaration of Helsinki and
the Guideline for Good Clinical Practices
set by the International Conference for
Harmonization of Technical Requirements
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vyrobkit pro humanni pouziti (dale jen

»Smérnice ICH GCP*), antikorupénimi
zakony a zakony 0 Uplatkaistvi
aplikovatelnymi pro poskytovate,

zkousejiciho a ¢leny zkousejiciho tymu.

d) ZkouSejici zajisti, aby pfislusni clenové
studijniho tymu, vcetné vSech
spoluzkousejicich, vyplnili vSechny

s hodnocenim souvisejici kontrolni formulate
poskytnuté zadavatelem nebo jeho zastupcem,
véetné formuldfe na zvefejnéni financnich
udaju FDA 1572. Formulafe na zvetejnéni
finan¢nich udaja musi byt aktualizované po
dobu jednoho (1) roku po ukon¢eni hodnoceni.

e) Zadavatel bude dodrZovat vSechny platné
zakony a pravni predpisy tykajici se jeho tlohy
zadavatele klinického hodnoceni. Zadavatel,
vramci svych povinnosti a tak, jako je
vyzadované platnymi pravnimi piedpisy a
regulacemi zajisti pravidelny dohled nad
Klinickym hodnocenim (monitorovani
klinického hodnoceni) u poskytovatele. Krome
toho zadavatel prohlaSuje, Ze ma interni
ptredpisy a postupy za UCelem splnéni svych
povinnosti v souladu s platnymi  pravnimi
piedpisy a regulacemi souvisejicimi se
sledovanim bezpecnosti subjektd hodnoceni a
celkovym dodrZovanim protokolu.

2) Udaje hodnoceni

Zkousejici bude zaznamenavat vSechny Udaje ziskané
v disledku provadéni hodnoceni podle pozadavki
protokolu (,,udaje hodnoceni®) vcas, ptesné, Gplné
a citeln¢ a zptsobem dostatenym na to, aby
zkouSejici mohl poskytnout zadavateli UpIné a piesné
informace o vSech aspektech a vysledcich hodnoceni.
Zkousejici  zajisti, aby vSechny formulafe pro
zaznamy pacientt ("CRF") byly neprodlené a ptesné
dokon¢ené a s pomoci formulafe zpiistupnéné
zadavateli nebo jeho zastupci, a Ze jakékoli dotazy od
zadavatele nebo jeho zastupce budou vyteSené
neprodlené a ke spokojenosti zadavatele. Poskytovatel
vynalozi veskeré usili a prfijme veSkerd nezbytna
opatfeni, aby =zabranil ztrat€ nebo zméné udajd
hodnoceni. Poskytovatel bere na védomi a souhlasi
s tim, Ze zadavatel vlastni veSkeré udaje hodnoceni.

3) Biologické vzorky

Krev, tekutina, a / nebo vzorky tkané odebrané

00089021-1
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for the Registration of Pharmaceuticals for
Human Use (further the “ICH GCP
Guidelines™), and anti-corruption, anti-
bribery legislation applicable to Medical
Facility, Investigator and Study Team
members.

d) The Investigator will and will ensure
relevant Study Team members, including
any sub-investigtors, will complete all
Study-related regulatory forms provided
by Sponsor or its designee, including
financial disclosure forms and FDA Form
1572.  Such financial disclosure forms
shall be kept updated for a period of one
(1) year after Study completion.

e) Sponsor will comply with all laws and
regulations applicable to it in its role as
sponsor of aclinical trial. Sponsor, as
apart of his duties and as required
pursuant to applicable laws and regulation,
shall ensure that regular oversight of the
Study is performed (monitoring of the
Study) at the Medical Facility.In addition,
Sponsor represents that it has policies and
procedures in place to meet its obligations
under applicable laws and regulations in
connection with Study subject safety
monitoring  and  overall Protocol
adherence. .

2) Study Data

Investigator will record all data generated as a result
of conducting the Study as required by the Protocol
(the “Study Data”) in a timely, accurate, complete,
and legible manner and in a manner sufficient to
enable the Investigator to furnish the Sponsor with
complete and accurate information regarding all
aspects and results of the Study. Investigator will
ensure that all case report forms (“CRFs*) are
completed promply and accurately using the form
made available by Sponsor or its designee and that
any data queries by Sponsor or its designee are
resolved promptly and to Sponsor’s satisfaction. The
Medical Facility shall use its best efforts and take all
necessary precautions to prevent the loss or alteration
of the Study Data. The Medical Facility acknowledges
and agrees that Sponsor shall own all Study Data.

3) Biological Samples

Blood, fluid, and/or tissue samples collected from Study
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pacientim v ramci hodnoceni, které mohou byt
uvedeny v protokolu, a konkrétni materialy odvozené
pfimo nebo nepiimo z téchto vzorki ("biologické
vzorky") musi byt shromazdovany, uchovavany a /
nebo pouZivany poskytovatelem a zkouSejicim jen jak
je uvedeno v protokolu. Poskytovatel a / nebo
zkousejici poskytnou zadavateli potfebné mnozstvi
biologickych vzorkl, jak to vyZaduje protokol.
Zadavatel mize pouzit takové biologické vzorky, jak
je uvedeno v protokolu a jak je pfipustné podle
formulate informovaného souhlasu a platnych
pravnich predpist.

4) Pienos dat

Zkousejici a studijni tym mohou poskytnout osobni
Udaje zadavateli nebo jeho zastupci jak pied, tak i v
prubéhu hodnoceni. Tyto Udaje mohou zahrnovat
jména, kontaktni twdaje, bankovni ucet, pracovni
zkuSenosti,  kvalifikaci, publikace, Zivotopisy,
vzdélani, informace o vykonu, zafizenich, schopnosti
zaméstnancd, a dalsi informace tykajici se hodnoceni
("osobni  ddaje™).  ZkouSejici  souhlasi  se
zpracovavanim (véetné pouziti, zvefejnéni nebo
ptenosu) jeho / jejich osobnich udaji zadavatelem a
jeho zastupci, a jejich prisluSnymi zaméstnanci a
pobockami a narodnimi a zahrani¢nimi organy statni
spravy pro tyto ucely (dale jen "aéely"): (a) provadéni
Klinickych studii; (b) kontroly orgéany statni spréavy,
zadavatelem a jeho zdstupcem a jejich pfislusnymi
zameéstnanci a pobockami; a (c) splnéni zakonnych a
pravnich pozadavki; a (d) uchovavani v databazich
pouzitych pti vybéru zkousejicich a zdravotnickych
zafizeni pro budouci Klinické zkouSeni. Zkousejici
také souhlasi s pfenosem jeho / jejich osobnich tdaju
do zahrani¢i, i kdyz jsou takové osobni tudaje
preneseny do zemi, které nezajiStuji rovnocennou
uroven ochrany jako zemé, kde hodnoceni probiha.
Poskytovatel a zkouSejici prohlaSuji, Ze vSichni
¢lenové studijniho tymu souhlasili se zpracovanim
svych osobnich idajt pro tcely, vCetné pienosu tietim
zemim, které nezaruCuji rovnocennou uroven ochrany
jako zemé, kde hodnoceni probiha.

V.
Vybér subjektt hodnoceni pro hodnoceni a
informovany souhlas
1) Nabor subjektd hodnoceni je v hodnoceni
konkuren¢ni.

2) Subjekty hodnoceni mohou byt do hodnoceni

00089021-1
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subjects as may be set forth in the Protocol, and tangible
materials directly or indirectly derived from such
samples ("Biological Samples”) shall be collected,
retained and/or used by Medical Facility and
Investigator solely as set forth in the Protocol. Medical
Facility and/or Investigator will provide Sponsor with
quantities of Biological Samples as required by the
Protocol. Sponsor may use such Biological Samples as
specified in the Protocol, and as permitted in the
informed consent form and by applicable law.

4) Data Transfer.

Both prior to and during the course of the Study, the
Investigator and the Study Team may provide Sponsor
or its designees with personal data. Such data may
include names, contact information, bank account, work
experience, qualifications, publications, resumes,
educational background, performance information,
facilities, staff capabilities, and other information
relating to the Study (the “Personal Data”). The
Investigator consents to the processing (including use,
disclosure or transfer) of his/her Personal Data by
Sponsor and Sponsor’s designees, and their respective
agents and affiliates and national and foreign
governmental or regulatory agencies for the following
purposes (the “Purposes”): (a) the conduct of clinical
trials; (b) review by governmental or regulatory
agencies, Sponsor and Sponsor’s designees and their
respective agents, and affiliates; and (c) satisfying legal
or regulatory requirements; and (d) storage in databases
for use in selecting investigators and institutions for
future clinical trials. The Investigator also agrees to a
transfer of his/her Personal Data abroad, even if such
Personal Data is transferred to countries that do not
ensure an equivalent level of protection as in the
country where the Study is taking place. The Medical
Facility and the Investigator represent that all Study
Team members have consented to the processing of
their Personal Data for the Purposes, including the
transfer to third countries not proving for an equivalent
level of protection as the country where the Study is
taking place.

V.
Selection of Study Subjects for the Study and
Informed Consent

1) The enrolment of Study subjects in the Study is
competitive.

2) A Study subjects may be enrolled in the Study
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3)

4)

1)

2)
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zafazeny pouze po podepsani informovaného
souhlasu (osobn¢ nebo  prostiednictvim
zplnomocnéného zastupce), jejichz souhlas bude
ziskdn zkouSejicim a obsaZzen v souladu s
platnymi pravnimi piedpisy a zdokumentovany
pomoci formulafe informovaného souhlasu
schvaleného zadavatelem a podle potieby,
SUKLem a/nebo etickou komisi.

Zkousejici si ponecha kompletni a podepsané
informované souhlasy subjektd hodnoceni na
bezpecném misté¢ a zajisti zadavateli pristup k
témto formuldifim na pozddani, a to jak pii
provadeéni, tak i po ukonceni hodnocenti.

Subjekty  hodnoceni  budou zatazeny do
hodnoceni, pouze pokud splni kritéria pro zatazeni
a vyrazeni podle protokolu. Pokud zkousSejici v
pribéhu hodnoceni zjisti, Ze subjekt hodnoceni
zatazen do hodnoceni vice nespliuje tato kritéria,
je povinen neprodlen¢ informovat zadavatele nebo
jeho zastupce.

VI.

Sledovani (monitorovani) a kontrola provadéni

hodnocenf

Zadavatel a jeho zastupce budou moci sledovat,
provést inspekci a audit zatizeni, kde se provadi
hodnoceni, v&etné zafizeni, kde budou provadény
¢innosti v souvislosti s hodnocenim, a jakychkoli
studijnich zaznam vcetné, kromé jiného,
zdravotnich ~ zaznamt  subjektd  hodnoceni,
studijnich dat (véetné CRF / eCRF), jakékoliv jiné
zdrojové dokumentace, z niz byly vytvofeny
formulafe pro zaznamy subjektt hodnoceni, a
vSechny dalsi dulezité informace nezbytné pro
potvrzeni, Ze hodnoceni je provadéno v souladu s
protokolem a platnymi zakony a piredpisy. Pokud
je to mozZneé, zadavatel si naplanuje takove
navstévy se zkouSejicim piedem. Poskytovatel a
zkouSejici umozni zadavateli a jeho zéstupci
ptistup do jejich zafizeni a k zdznamum, které
jsou potiebné k uskute¢néni takovych navstév a
budou spolupracovat se zadavatelem a jeho
zéstupcem pii vykonu téchto navstév.

Poskytovatel a zkou$ejici souhlasi s tim, aby
zahraniéni nebo ceské organy statni spravy, které
maji pravomoc nad poskytovatelem nebo
zkousejicim nebo zkouSenim, provedly inspekci
zatizeni, kde se hodnoceni provadi, vcetné
zatizeni, kde se provadéji ¢innosti v souvislosti s
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3)

4)

only after he/she (or his/her authorized
representative) has provided his/her informed
written consent, which consent will be obtained
by Investigator and maintained in compliance
with applicable law and documented using the
informed consent form approved by Sponsor and,
as required, by the applicable Regulatory
Authority and/or Ethics Committee.

The Investigator will retain Study subject’s
completed and signed informed consent forms in
a safe and secure location and shall ensure that
Sponsor has acccess to such forms upon
Sponsor’s request, both during the conduct of the
Study and after.

Study subjects will only be enrolled into the
Study if they meet the inclusion and exclusion
criteria set forth in the Protocol. If the
Investigator discovers during the course of the
Study that a Study subject enrolled in the Study
no longer meets such criteria, the Investigator
shall immediately so inform the Sponsor or its
designee.

VI.

Monitoring and Inspection of the Conduct of the

2)

Study

1) Sponsor and its designees will be allowed to

monitor, inspect and audit the facilities where the
Study is being conducted, including those facilities
where activities in connection with the Study will
be performed, and any Study records, including but
not limited to the Study subjects’ medical records,
Study Data (including CRFs/eCRFs), any other
source documents from which case report forms
have been generated, and any other relevant
information necessary to confirm that the Study is
being conducted in conformance with the Protocol
and applicable laws and regulations. Sponsor will,
as practicable, schedule such visits with
Investigator in advance. Medical Facility and the
Investigator shall permit Sponsor and its designees
with access to its facilities and records as needed
for the completion of such visits and shall
cooperate with Sponsor and its designees in the
performance of such visits.

The Medical Facility and the Investigator agree to
allow any foreign or Czech governmental or
regulatory agencies having jurisdiction over
Medical Facility or Investigator or the Study to
inspect the facilities where the Study is being
conducted, including those facilities where
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3)

1)

2)
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hodnocenim, a v3ech studijnich Udaj, véetné,
mimo jiné, zdravotnich zaznama subjektd
hodnoceni, udaja hodnoceni (véetné CRF / eCRF),
veSkeré dal3i zdrojové dokumentace, z niz byly
vytvofeny formulafe pro zaznamy Subjektd
hodnoceni, a vSech dalSich dualezitych informaci
potfebnych  k potvrzeni, Ze hodnoceni je
provadéno v souladu s protokolem a platnymi
zakony a predpisy.

V ptipadé, ze poskytovatel nebo zkouSejici obdrZi
oznameni nebo se dozvi o tom, Ze on nebo

fesitelské centrum budou v souvislosti
s hodnocenim podrobeni inspekci nebo auditu ze
strany  kteréhokoli organu  statni  spravy,

poskytovatel nebo zkousejici zajisti neprodlené
informovani zadavatele nebo jeho Zzéstupce.
V rozsahu povoleném témto organim statni
spravy, zadavatel a jeho zastupce budou mit
pravo, ale ne povinnost, podilet se na takovém
auditu nebo kontrole a pfipravit odpovédi na
zadosti o informace nebo dokumenty témto
organam. Poskytovatel a zkouSejici zajisti, Ze
¢lenové studijniho  tymu budou pfiméfend
spolupracovat se zadavatelem a organy statni
spravy pii vykonu takového auditu nebo inspekce.

VII.
Dalsi ujednani

Zadavatel nebo jeho zastupce poskytne na néklady
zadavatele, poskytovateli a zkouSejicimu viechny
materidly (v€etn¢ hodnocen¢ho 1éCiva, vybaveni
atd.) jak jsou specifikovany v protokolu nebo jak
je dohodnuto pisemné mezi smluvnimi stranami,
které materialy jsou nezbytné K provadéni
hodnoceni. Zadavatel neposkytne zkouSejicimu
ani  poskytovateli hodnocené 1é¢ivo, dokud
neobdrzi  vSechny  podminujici  schvaleni
pozadované platnymi pravnimi piedpisy ha
poskytnuti hodnoceného 1éCiva na iniciaci
Klinického hodnoceni u poskytovatele..

Resitelské centrum, zkousejici a studijni tym
pouziji hodnocené 1é¢ivo a jiny material, ktery jim
poskytne zadavatel nebo jeho z&stupce (vCetné
ostatnich 1ékur), pouze jak je nezbytné k provadéni
hodnoceni. Po ukonéeni hodnoceni nebo na
pozadani zadavatele vrati feSitelské centrum a
zkouSejici vSechny zbylé materidly zadavateli na
zakladé instrukci zadavatele nebo jeho zastupce a
na naklady zadavatele.

Paratek_Czech Republic PI Radvan
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3)

1)

2)

activities in connection with the Study will be
performed, and any Study records, including but
not limited to the Study subjects’ medical records,
Study Data (including CRFs/eCRFs), any other
source documents from which case report forms
have been generated, and any other relevant
information necessary to confirm that the Study is
being conducted in conformance with the Protocol
and applicable laws and regulations.

In the event that the Medical Facility or
Investigator receives notice or otherwise learns
that they or the Study Site shall, in connection
with the Study, be the subject of an inspection or
audit by any governmental or regulatory authority,
the Medical Facility or Investigator will ensure
that Sponsor or its designee is informed
immediately.  To the extent not prohibited by
such governmental or regulatory authority,
Sponsor and its designees will have the right, but
not the obligation to participate in any such audit
or inspection and to prepare responses to requests
for information or documents by any such
authority. Medical Facility and Investigtor will
and will ensure that Study Team members
reasonably cooperate with Sponsor and the
governmental or regulatory authority in any such
authority’s performance of an audit or inspection.

VII.
Other Provisions

Sponsor or its designee shall, at Sponsor’s
expense, provide the Medical Facility and the
Investigator with all materials (including Study
Drug, equipment, etc.) as so specified in the
Protocol or as agreed in writing between the
Parties, which materials are necessary to conduct
the Study. The Study Drug shall not be provided
to Medical Facility or Investigator by Sponsor
unless all prerequisite approvals are obtained as
required by applicable law for such Study Drug
provision for initiaton of the Study at Medical
Facility.

The Study Site, Investigator and Study Team
shall use the Study Drug and other material
provided by Sponsor or its designee (including
other drugs), only as necessary to conduct the
Study. At the conclusion of the Study or at
Sponsor’s request, the Study Site and the
Investigator will return remaining materials to
Sponsor, pursuant to the instructions of Sponsor
or its designee and at Sponsor’s expense.
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3) Hodnocené 1éCivo mutze byt uchovavano a 3) The Study Drug may be kept and administered

4)

5)

00089021-1

subjektim hodnoceni podano pouze delegovanym
persondlem  poskytovatele  pod  dohledem
zkousejiciho, a to pouze vradmci vedeni tohoto
klinického hodnoceni. Hodnocené 1éCivo nesmi
byt poskytnuto jiné tfeti osobé mimo osob presné
stanovenych v protokolu nebo v pisemnych
instrukcich zadavatele a musi byt pouZito pouze
v souladu s podminkami protokolu a s pisemnymi
instrukcemi zadavatele. ZkouSejici zajisti, aby
byly piislusné evidence o pouzivani, skladovani a
uspotaddni hodnocené¢ho 1éCiva piesné a vcas
uchovavany, a to zpisobem pozadovanym
sponzorem. Pokud je to vhodné, zkousejici, po
dokonéeni hodnoceni nebo na Zadost zadavatele,
zni¢i nebo vrati zadavateli nebo jeho zastupci
vdechno nepouzité hodnocené 1é¢ivo, stejné jako
jakékoliv obaly (at’ uz s obsahem nepouzitého
hodnoceného 1é¢iva nebo ne), v souladu s pokyny
zadavatele nebo jako uvedeno v protokolu a na
ndklady zadavatele. Hodnocené IéCivo je a
zustava majetkem zadavatele.

Zkousejici  povéii  fadné  kvalifikovaného
zamestnance na funkci delegovaného farmaceuta,
aby po dobu uchovani 1éCiva v 1ékarné zajistil
spravné zachazeni s hodnocenym 1é¢ivem a jinym
1é¢ivem pouzivanym v souladu s provadénim
klinického hodnoceni (vCetné placeba,
komparatori a ostatnich 1éki uvedenych v
protokolu), vsouladu splatnymi  pravnimi
ptedpisy a pisemnymi instrukcemi dodanymi
zadavatelem nebo  jménem zadavatele.
Delegovany farmaceut je ¢lenem studijniho tymu.

Zkousejici a poskytovatel se zavazuji, ze
veSkerou dokumentaci o, nebo vyplyvajici z
provadéni hodnoceni zachovaji po dobu patnacti
(15) let ode dne dokonceni nebo predc¢asného
ukoncéeni hodnoceni Poskytovatel a zkouSejici
zajisti, aby vSechny tyto dokumenty byly k
dispozici zadavateli béhem této doby, a to i v
pripad€, ze zkousejici ukon¢i pracovni pomér u
poskytovatele. V zadném piipadé poskytovatel
nebo zkouSejici nezlikviduji jakékoliv takové
zaznamy, bez piredchoziho pisemného oznameni o
svém zameéru takto ucinit, které bude zaslano
zadavateli Sedesat (60) dni pfedem a o moznosti
pfeneseni zdznamu zadavateli nebo jeho zastupei,
na primerené naklady zadavatele.

Studijni Udaje jsou majetkem zadavatele a
vsechny origindly a kopie studijnich udaji
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4)

5)

only by Study Team members under the
supervision and control of the Investigator, and
only for the purpose of conducting the Study. The
Study Drug and materials may not be transferred
to any third party except as specifically provided
for in the Protocol or Sponsor’s written
instructions, and each may be used only in
accordance with the Protocol and Sponsor’s
written instructions. The Investigator will ensure
that applicable records regarding the use, storage
and disposition of the Study Drug are accurately
and timely kept, in the manner requested by
Sponsor. If applicable, Investigator will, upon
completion of the Study or Sponsor’s request,
destroy or return to Sponsor or its designee all
unused Study Drug, as well as any containers
(whether containing unused Study Drug or not), in
accordance with Sponsor’s instructions or as set
forth in the Protocol and at Sponsor’s expense.
The Study Drug is and remains the property of the
Sponsor.

Investigator  will authorize an employee
appropriately qualified to act as the “Delegated
Pharmacist” to secure proper handling of the
Study Drug and any related medication used in the
Study (including placebo, comparators and other
drugs as set forth in the Protocol), in accordance
with applicable law and any written instructions
furnished by or on behalf of Sponsor. The
Delegated Pharmacist will be a member of the
Study Team.

The Investigator and the Medical Facility agree to
preserve all documentation about or resulting
from the conduct of the Study for fifteen (15)
years from the date the Study is completed or
earlier terminated. Medical Facility and
Investigator  will ensure that all such
documentation is available to Sponsor during this
time, even if Investigator ceases to be affiliated
with the Medical Facility. In no event will
Medical Facility or Investigator dispose of any
such records without first giving Sponsor sixty
(60) days’ prior written notice of its intent to do
so and an opportunity to transfer the records to
Sponsor or its designee, at Sponsor’s reasonable
expense.

The Study Data is the property of the Sponsor and
all originals and copies of the Study Data will be
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budou doruceny zadavateli, s vyjimkou jedné (1)
kopie studijnich udaju, které mohou byt
uchovavany poskytovatelem pouze pro ucely
kontroly dodrZzovani této smlouvy. Zdravotni
dokumentace subjektd hodnoceni je majetkem
poskytovatele a bude uchovavana
poskytovatelem v souladu se viemi platnymi
zakony a  predpisy. Kopie  zdravotni
dokumentace subjektti hodnoceni muze byt, v
souladu s platnym pravem, poskytnuta
zadavateli.

6) Zadna strana nebude pouZivat nazev druhé strany
nebo zastupci povéfenych zadavatelem na
propagacni a reklamni ucely bez predchoziho
obdrzeni pisemného souhlasu dot¢ené strany nebo
zadavatelem povéfeného zastupce. Zadavatel
mize pouzit nazev poskytovatele a / nebo
zkousejiciho, pokud to vyZaduje zékon nebo
jakykoliv orgén statni spravy.

7) ZkouSejici a Elen(ové) studijniho tymu jsou na
pozadani zadavatele nebo jeho zastupce povinni
ucastnit se vSech Skoleni tykajicich se hodnoceni
zajistovanych bud’ v feSitelském centru i mimo
n¢j. Vsechny cestovni naklady na Skoleni
vyZadované zadavatelem hradi zadavatel nebo
jeho zéstupce.

VIIL.
Nezadouci prihody v pribéhu klinického
hodnoceni

Zkousejici ma v souladu s protokolem a instrukcemi
zadavatele nebo jeho zastupce neprodlené¢ informovat
zadavatele nebo jeho z&stupce o vSech zavaznych
nezadoucich piihodach a / nebo vSech neo¢ekavanych
zavaznych nezadoucich ucincich, ke kterym doslo v
souvislosti s hodnocenim. Zadavatel nebo jeho
zastupce se zavazuje informovat poskytovatele a
zkouSejiciho o v8ech zavaznych nezadoucich
piihodach a/nebo vSech neocekavanych zavaznych
nezédoucich ucincich, ke kterym doslo v souvislosti
s hodnocenim a jak je vyZzadovano platnymi pravnimi
predpisy.

IX.
Pojisténi a odSkodnéni

1) Zadavatel se zavazuje odSkodnit, hajit a kryt
poskytovatele,  jeho teditele, uredniky,
zaméstnance  (vCetné  zkouSejiciho),  Cleny
studijniho  tymu a zastupce poskytovatele
(souhrnn¢ "odSkodnéni poskytovatele") pred

00089021-1
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delievered to the Sponsor, excepting one (1) copy
of the Study Data that may be retained by Medical
Facility solely for the purpose of monitoring its
compliance with this Agreement. The Study
subject’s medical records are the property of the
Medical Facility and will be maintained by the
Medical Facility in accordance with all applicable
laws and regulations. A copy of Study subject’s
medical records may, in accordance with
applicable law be made available to the Sponsor.

6) No Party will use the name of the other or
Sponsor’s  designees for promotional or
advertising puposes without first obtaining the
written consent of the affected Party or designee.
Sponsor may use the name of Medical Facility
and/or Investigator as required by law or any
regulatory authority or listing agency.

7) The Investigator and Study Team Member(s) are
required to attend any training related to the
Study, whether provided at the Medical Facility or
outside, upon Sponsor’s or its designee's request.
All travel costs for training related to the Study
and required by Sponsor, will be paid by Sponsor
or its designee.

VIII.
Adverse Events in the Course of the Study

The Investigator shall, in accordance with the Protocol
and Sponsor’s instructions, promptly inform Sponsor
or its designee of any serious adverse events and/or
unexpected adverse drug reactions which occur in
connection with the Study. Sponsor or its designee
undertakes to inform Investigator and Medical Facility
about serious adverse events and/or unexpected
adverse drug reactions that occurred in connection
with the Study as required and in accordance with
applicable law and regulation.

I1X.
Insurance and Indemnification

1) Sponsor agrees to indemnify, defend and hold
harmless Medical Facility, its directors, officers,
employees (including Investigator), Study Team
members and Medical Facility’s agents
(collectively, the “Medical Facility
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2)

jakymikoli  ndaroky tfetich  stran, vcetné
pifiméfenych poplatkii za pravni zastoupeni pfi
obhajovani téchto narokd (pokazdé, "narok™), do
té miry, kdyZ néarok vznikl z, nebo se vztahuje k
(a) jakékoliv teorii o odpovédnosti za vyrobek,
ktera se tyka hodnoceného 1é¢iva; nebo (b)
jakémukoli vedlejsimu Uc¢inku nebo nezadouci
reakci, nemoci nebo Urazu vyplyvajiciho z (i) uziti
hodnoceného 1é¢iva v ramci hodnoceni nebo (ii)
postupu uvedeného v protokolu, kterému se
subjekt hodnoceni podrobil pouze v disledku
ucasti na tomto hodnoceni. Vy3e uvedené
odSkodnéni nebude platit v tomto rozsahu, pokud
narok vznikl z, nebo se vztahuje k (1) odskodnéni
poskytovatele (A) nedbalosti nebo Umysinému
pochybeni nebo (B), neschopnosti dodrZovat
podminky protokolu nebo jakychkoli pisemnych
pokynii od zadavatele nebo jeho zastupce; nebo
(2) neschopnosti poskytovatele nebo zkouSejiciho
dodrzovat podminky této smlouvy. Kromé toho,
zadavatel bude udrZovat v platnosti pojisténi za
ucelem kompenzace subjektd hodnoceni za Skodu
vyplyvajici z jejich tcasti na hodnoceni do miry
vyzadované platnymi pravnimi predpisy v Ceské

republice.  Zadavatel vsouladu a Vv mife
vyZadované uvedenymi  podminkami v ¢lanku
IX(1) odSkodni odskodnéné  poskytovatele

v souvislosti s provadénim klinického hodnoceni.

Poskytovatel souhlasi s tim, Ze odSkodni, bude
obhajovat a kryt zadavatele a jeho pobocky a
jejich vedouci, ufedniky, zaméstnance a zastupce
(souhrnn¢ "odSkodnéni zadavatele") proti
narokgm téetich stran jak je vyzadovano a
v souladu stouto smlouvou a platnymi pravnimi
predpisy. Bez omezeni wvySe uvedeného,
poskytovatel bude, v mife nezakdzané platnymi
pravnimi  predpisy, zodpovédny za sebe,
zkousejiciho a ¢leny tymu klinického hodnoceni
za (i) svoji a jejich nedbalost, hrubou nedbalost
nebo umyslné pochybeni pii vykonu klinického
hodnoceni (ii) svoji a jejich nedodrzZeni protokolu,
jakychkoli pisemnych instrukci zadavatele nebo
jeho zastupce (iii) nedodrZzeni této smlouvy
poskytovatelem nebo hlavnim zkouSejicim.

3) Zadavatel zajisti povinné pojisténi hodnoceni, které

00089021-1

je vyZadovano platnymi pravnimi piredpisy nebo
nafizeni. Zadavatel poskytne dikaz o tomto
pojisténi na pozadani.
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2)

3)

Indemnitees”) against any third party claims,
including reasonable attorney’s fees for
defending those claims (each, a “Claim”), to the
extent a Claim arises out of or relates to (a) any
theory of product liability concerning the Study
Drug; or (b) any side-effect or adverse reaction,
illness or injury directly resulting from (i) use of
the Study Drug in the Study, or (ii) a procedure
specified in the Protocol that the Study subject
would not have undergone but for such Study
subject’s participation in the Study. The
foregoing indemnity will not apply to the extent a
Claim arises out of or relates to (1) a Medical
Facility Indemnitee’s (A) negligence or willful
misconduct or (B) failure to adhere to the terms
of the Protocol or any written instructions from
Sponsor or its designee; or (2) Medical Facility
or Investigator’s failure to adhere to the terms of
this Agreement.  In addition, Sponsor will
maintain an insurance policy to compensate a
Study subject for damages arising from such
Study subject’s participation in the Study to the
extent required by and in accordance with
applicable law in Czech Republic. Sponsor, in
accordance with and to the extent required by the
terms and conditions in this Section 1X(1), shall
indemnify Medical Facility for third-party
damages incurred by Medical Facility
Indemnitees in connection with the conduct of
the Study.

Medical Facility agrees to indemnify, defend and
hold harmless Sponsor and its affiliates and its
and their respective directors, officers, employees
and agents (collectively, the “Sponsor
Indemnitees”) from and against third party
claims as required by and in accordance with this
Agreement and applicable legal regulations.
Without limiting the generality of the foregoing,
the Medical Facility will, to the extent not
prohibited by applicable law, for itself,
Investigator and Study Team members, be
responsible for (i) its and their negligence, gross
negligence, or willful misconduct in performing
the Clinical Trial and (ii) its and their failure to
adhere to the terms of the Protocol, any written
instructions from Sponsor or its designee; and
(iii) Medical Facility’s or Investigator’s failure to
adhere to the terms of this Agreement.

Sponsor shall execute the mandatory clinical trial
insurance, as required by the applicable law or
regulation.  Sponsor will provide evidence of
such insurance upon request.
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4)

5)

Poskytovatel prohladuje, Ze ma ve smyslu § 45,
odst. 2, pismeno n zakona ¢. 372/2011 Sh. o
zdravotnich  sluzbdch  uzaviené  pojisténi
odpovédnosti, kterd by mu pfi poskytovani
zdravotni pé¢e mohla vzniknout. Toto pojisténi je
v souladu s prisluSnymi zakony a nezahrnuje
povinné pojisténi odpovédnosti ve vztahu k
provadéni klinickych hodnoceni. Podle § 45, odst.
2 Zakona ¢. 372/2011 Sb. musi byt toto pojisténi
platné po celou dobu, po kterou poskytovatel
poskytuje zdravotni péci.

Zkousejici a poskytovatel se zavazuji zadavatele
nebo jeho zastupce pisemné informovat o kazdém
pripadé reklamace vad hodnoceného 1é¢iva nebo
jinych produkti pouzivanych v ramci hodnoceni
poskytnutych zadavatelem nebo jeho zastupcem.

X.
Ochrana duvérnych informaci

1) Vyrazem "diavérné informace” se pro ucely této

2)

3)

00089021-1

smlouvy rozumi jakékoli informace v jakékoliv
podob¢, zda jsou nebo nejsou oznaceny jako
davérné,  poskytnuté  jménem  zadavatele
poskytovateli nebo zkousejicimu nebo clenim
studijniho tymu, nebo generované jako vysledek
hodnoceni. Diavérné informace zahrnuji, bez
omezeni, protokol, pfirucku pro zkousejiciho,
studijni Udaje, biologické vzorky, informace
obsazen¢ v, nebo sestavajici z vynalezii, materidly
poskytnuté jménem zadavatele a finanénich
podminek této smlouvy. Z&kaz pouZivani,
povinnosti ml¢enlivosti stanovené v tomto ¢lanku
X jsou platné po dobu deseti (10) let od ukonceni
nebo predCasného ukonceni multicentrického
klinického hodnoceni.

Povinnosti mléenlivosti a zakazu pouZivani
uvedené v tomto clanku X se nevztahuji na
informace, které poskytovatel nebo zkouSejici
mohou prokazat pfisluSnym dokladem jako
vSeobecné znamé vefejnosti, nebo se stanou
obecné znamymi a to bez protipravniho jednani ze
strany poskytovatele nebo zkousSejiciho.

Pokud neni ve smlouvé vyslovné stanoveno jinak,
poskytovatel a zkouSejici nemohou (a zajisti, aby
¢lenové studijniho tymu nemohli) zpfistupnit
davérné informace tfetim stranam ani pouzit
dtvérné informace pro ucely jiné, nez je poticba
provadét hodnoceni. Davémé informace jsou

Paratek_Czech Republic PI Radvan
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4)

The Medical Facility declares that it has insurance
coverage in accordance with 8 45 par. 2 Itr. n) of
Act no. 372/2011 Coll., on Medical Services, with
respect to liability it may have while providing
medical care. This insurance coverage is in
correlation with the applicable laws and does not
include liability insurance with respect to
conducting a clinical study.  According to
8 45 par. 2 Itr. n) of Actno. 372/2011 Coll., on
Medical Services, this insurance coverage must be
valid for the entire length of the Medical
Facility’s provision of medical care.

5) The Investigator and the Medical Facility agree to

1)

2)

3)

inform Sponsor or its designee in writing about
any instance of recall of the Study Drug or other
products used in the Study provided by the
Sponsor or its designee.

X.
Protection of Confidential Information

“Confidential Information” for purposes of this
Agreement means any information, in whatever
form, whether or not marked as confidential,
provided by or on behalf of Sponsor to Medical
Facility or Investigator or members of the Study
Team, or that is generated as a result of the Study.
Confidential  Information includes, without
limitation, the Protocol, the Investigators’ Drug
Brochure, the Study Data, Biological Samples,
information contained in or comprised of
Inventions, materials provided by or on behalf of
Sponsor and the financial terms of this
Agreement. The non-use, non-disclosure
obligations set forth in this Section X shall
survive for a period of ten (10) years after
completion or early termination of the Multicenter
Trial.

The obligations of non-disclosure and non-use set
forth in this Section X do not apply to information
that Medical Facility or Investigator can
demonstrate by competent proof is generally
known to the public or becomes generally known
through no wrongful act on the part of the
Medical Facility or the Investigator.

Except as expressly provided otherwise in this
Agreement, the Medical Facility and the
Investigator may not (and will ensure that Study
Team members do not) disclose or make the
Confidential Information available to third parties,
or use Confidential Information for any purpose
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4)

5)

1)

00089021-1

vyluénym vlastnictvim zadavatele a poskytovatel
a zkousejici jsou povinni je uchovavat v tajnosti
na mist¢ ureném a vhodném pro takové
informace.

Pokud je potieba divémé informace zpiistupnit
na zéklad¢ platnych pravnich pfedpist (vCetné,
mimo jiné na zakladé rozhodnuti soudu pfislusné
jurisdikce nebo pfislusného organu statni spravy),
poskytovatel nebo zkouSejici jsou povinni o tom
neprodlené informovat zadavatele nebo jeho
zastupce a budou spolupracovat se zadavatelem
nebo jeho zastupcem pfi snaze minimalizovat
nebo zrusit poZzadavek zpfistupnéni. S ohledem na
vetejnopravni povahu poskytovatele zadavatel,
zastupce  zadavatele a hlavni  zkouSejici
bezvyhradn¢ souhlasi se zvefejnénim textu této
smlouvy, vCetné podpisit osob v registru smluv
dle a vmife vyzadované zakonem ¢&. 340/2015
Sb., o zvlastnich podminkach ucinnosti nékterych
smluv, uvefejiovani téchto smluv a o registru
smluv (zdkon o registru smluv). Zadavatel,
zastupce zadavatele a hlavni zkouSejici dale
bezvyhradné souhlasi s poskytovanim informaci o
tomto smluvnim vztahu a zvefejiiovani smlouvy,
véetné textu smlouvy a jejich podpist, fadnym
zpusobem podle a v mife vyzadované zakonem ¢.

106/1999  Sb., o  svobodném  pristupu
K informacim, ve znéni pozd&jsich predpist.
Zadavatel/PPD poskytne poskytovateli
redigovanou verzi Smlouvy na publikace

v souladu s timto ¢lankem, s protokolem a dal3imi
obchodnimi tajemstvimi redigovanymi.

Poskytovatel a zkousejici se zavazuji, Ze po
skonCeni hodnoceni nebo na zadost zadavatele
odevzdaji vSechny materidly, dokumenty a
informace, vcetné divérnych informaci pokud, a v
mife jak je to vyzadovano zakonem, nema
poskytovatel nebo zkouSejici povinnost ponechat
si tyto informace, materialy nebo dokumenty.

XI.

Vlastnictvi vysledka hodnoceni, jeho ochrana a

publikovani vysledku

Vsechny vynalezy ¢i objevy, inovace (vcetné
nového uZiti a zlepSeni hodnoceného 1éciva,
samostatné nebo v kombinaci), navrhy, napady a
zpravy, chranéné i nechranéné patentem, autorska

Paratek_zech Republic PI Radvan
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4)

5)

other than as necessary to conduct the Study.
Confidential Information shall belong exclusively
to Sponsor, and shall be maintained in secrecy by
the Medical Facility and the Investigator at a place
assigned and appropriate for such information.

If required to disclose Confidential Information by
applicable law (including but not limited to
pursuant to an order of a court of competent
jurisdiction ~ or  competent  administrative
/regulatory agency), the Medical Facility or the
Investigator shall inform Sponsor or its designee
of this without delay and will cooperate with
Sponsor and its designee in any efforts to
minimize  or  extinguish  the  disclosure
requirement. With regards to public nature of the
Medical Facility, Sponsor, Sponsor representative
and Investigator agree with the publication of the
text of the contract, including the signatures of the
signatories in the contract register to the extent
required and in accordance with Act no. 340/2015
Coll on special conditions for effectiveness of
certain agreements, publishing of the contract and
about register of the contracts (Act about contract
register). Sponsor, Sponsor representative and
Investigator further agree with providing
information about this contractual relationship and
publishing of this Agreement, including text of the
Agreement and its signatures to the extent
required and in accordance with Act no. 106/1999
on freedom of information as amended.
Sponsor/PPD shall provide the Medical Facility
with a redacted version of the Agreement for
publication in accordance with this provision,
with the Protocol and other business secrets
redacted.

The Medical Facility and the Investigator agree to
deliver to Sponsor or its designee, after
completion of the Study, or upon Sponsor’s
request, all materials, documents and
information, including Confidential Information,
unless and to the extent Medical Facility or
Investigator is required by law to retain such
information, materials or documents.

XI.

Ownership, Protection, and Publication of Study

1)

Results

Any inventions or discoveries, innovations
(including new uses and improvements of the
Study Drug, alone or in combination),
suggestions, ideas and reports, whether or not
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2)

3)

4)
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prava nebo jina prava duSevniho vlastnictvi,
vyplyvajici z, nebo v souvislosti s vykonem
hodnoceni, poskytovatelem a / nebo zkouSejici
samostatn¢ nebo spoletn¢ s jinymi (kazdy
"vynalez" spole¢né, "vynalezy"), musi byt
neprodlené a pln¢ zvetejnény zadavateli pisemné a
musi byt vyhradnim vlastnictvim zadavatele. Na
Zadost zadavatele, a na vlastni ndklady zadavatele
musi poskytovatel a zkouSejici piijmout a nafidit
¢lenum studijniho  tymu, aby pfijali takova
opatfeni, jakd zadavatel povazuje za nezbytné
nebo vhodné Kk zisk&ni patentu nebo jiné
majetkové ochrany jakéhokoliv vynalezu jménem
zadavatele.

Poskytovatel a zkouSejici souhlasi s tim, Ze
nezvefejni zadné vysledky hodnoceni dokud
nenastane jedno z nasledujicich: (a) zadavatel
zveiejnil vysledky multicentrického klinického
hodnoceni; nebo (b) uplynulo ¢tyfiadvacet (24)
mesicl od uzavieni nebo ukonceni
multicentrického klinického hodnoceni; nebo (c)
zadavatel pisemné potvrdi, Ze nebude mit zadnou
publikaci multicentrického klinického hodnoceni.
V pripadé, ze poskytovatel nebo zkousejici chtéji
zveiejnit vysledky hodnoceni, mohou tak uéinit
jen v souladu s témito podminkami: (1) Ani
poskytovatel ani zkouSejici nemohou publikovat
vysledky hodnoceni bez pifedem udéleného
pisemného souhlasu zadavatele; rozhodnuti o
publikacnich  moznostech spadaji pln¢ do
odpovédnosti zadavatele; (2) Poskytovatel a
navrhovanych publikaci nebo vcetn¢ ustnich
prezentaci, odbornych rukopisu, abstrakti, plakata
nebo vizualnich dél o pribéhu a vysledcich
hodnoceni prodiskutuji se zadavatelem, a to
nejméné Sedesat (60) dnt pred zamyslenym
pfedanim takovych navrhovanych publikaci; (3)
Zadavatel mize odstranit z kazdé navrhované
publikace veSkeré informace, které povaZuje za
davérné a / nebo vlastnické (jiné neZ studijni udaje
a vysledky); (4) Na Zadost zadavatele,
poskytovatel a zkouSejici zdrzi navrhovanou
publikaci na dalSich az devadesat (90) dnt po
obdobi Sedesati (60) dnt kontroly, aby umoznili
zadavateli ziskat patent nebo jina vlastnicka
ochrany.

Kromé¢ toho, zadavatel ma pravo pozadovat, aby
kterdkoli publikace nebo prezentace tykajici se
prace vykonané na zdkladé¢ této smlouvy

obsahovala pfesné ocenéni podpory zadavatele.

Poskytovatel, ani zkousejici nebudou zvetejnovat

Czech Republic Pl Radvan

{00083483-1 }

2)

3)

4)

protectable under patent, copyright or other
intellectual property law, arising out of or in
connection with the performance of the Study by
Medical Facility and/or Investigator, alone or
jointly with others (each a ,,Invention* together,
»Inventions®), shall be promptly and fully
disclosed to Sponsor in writing, and shall be the
exclusive property of Sponsor. Upon Sponsor's
request, and at Sponsor’s sole expense, Medical
Facility and Investigator shall take and shall cause
Study Team members to take such actions as
Sponsor deems necessary or appropriate to obtain
patent or other proprietary protection of any
Invention in Sponsor's name.

Medical Facility and Investigator agree that no
publication of the Study results will be made by
Medical Facility or Investigator until after one of
the following occurs: (a) Sponsor has published
the results of the Multicenter Trial; or (b) twenty-
four (24) months have passed from the conclusion
or termination of the Multicenter Trial; or (c)
Sponsor confirms in writing that there will be no
Multicenter Trial Publication. In the event
Medical Facility or Investigator wish to publish
the results of the Study, each shall only do so in
accordance with the following conditions: (1)
Neither the Medical Facility nor the Investigator
shall publish the results of the Study without the
Sponsor’s prior written consent; decisions about
publication  opportunities  fully  within the
Sponsor’s discretion; (2) The Medical Facility
and the Investigator agree that they will discuss
any proposed publications involving the Study
results, including any oral presentations, expert
manuscripts, abstracts, posters, or visual works
with the Sponsor at least sixty (60) days prior to
any proposed submission date for such proposed
publication; (3) Sponsor may remove from any
proposed publication any information that it
considers confidential and/or proprietary (other
than Study Data and results); (4) Upon Sponsor’s
request, Medical Facility and Investigator will
delay aproposed publication for up to an
additional ninety (90) days beyond the sixty (60)
day review period in order to allow Sponsor to
seek patent or other proprietary protections.

In addition, the Sponsor shall have the right to
require that any publication or presentation
concerning the work performed hereunder
accurately acknowledge the Sponsor’s support.

Neither Medical Facility nor Investigator will
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zadné publikace tykajici se hodnoceni jinym
zpusobem, neZ jaky je vyslovné stanoven v této
smlouvé nebo nepouZiji ndzev zadavatele nebo
jeho zastupce v jakékoliv tiskové zprave, clanku
nebo nebudou jinym zptisobem komunikovat s
vefejnosti, bez  vyslovného  predchoziho
pisemného souhlasu strany, jejiz jméno je
predmétem mozného zptistupnéni.

XII.
Cisté trestni rejst¥iky / Bez vyloudeni

Oba, zkousejici i poskytovatel, prohladuji a garantuji,
Ze jim, ani zadnému z ¢lent studijniho tymu, nebyla
nikdy zakazéna cCinnost poskytovat zdravotni péci
nebo se ucastnit klinickych hodnoceni, véetné toho, ze
Zadny z poskytovatele, zkousejici a studijniho tymu
nebyli nikdy vylouéeni nebo diskvalifikovani
jakymkoli orgnem statni spravy v jakékoli zemi, ani
nikdo z poskytovatele, zkousejici a studijniho tymu
nebyli nikdy souzeni za spachani trestného ¢inu v
souvislosti s poskytovanim zdravotni péce nebo
sluzeb. Podle nejlepsiho védomi poskytovatel a
zkousSejici, po priméfeném zvazeni, nemaji zadné
takové vylou€eni, diskvalifikaci ¢&i trestni fizeni
¢ekajici na proces ve véci poskytovatele, zkousejiciho
nebo jakéhokoli ¢lena studijniho tymu. Poskytovatel a
zkouSejici  nebudou pouZivat sluzby Zadného
jednotlivee, ktery byl nebo je predmétem takového
vylouceni, diskvalifikace ¢i odsouzeni v souvislosti
s hodnocenim. Poskytovatel nebo zkou3ejici budou
béhem hodnoceni a po dobu dvou (2) let po ukonéeni
nebo predCasném ukonceni hodnoceni neprodlené
informovat zadavatele, pokud zjisti, Ze se zménily
nekteré z jejich vyjadreni v této Casti.

X1,
Reseni spori

1) Smluvni strany se dohodly, tato smlouva se fidi
platnymi zékony a predpisy Ceské republiky.

2) Smluvni strany se zavazuji, ze si pfi provadéni
klinického hodnoceni budou vzajemné pomahat a
piipadné spory a rozdilnost nazori na postup a
zpusob praci budou piednostné FeSit smirnym
jednanim obvyklym u smluvnich stran.

3) Nebude-li smirné jednani smluvnich stran
uspésné, budou spory feSeny prostiednictvim
soudti. Smluvni strany se dohodly, Ze pfislusSnym

00089021-1
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make any Publication related to the Study other
than as expressly provided for in this Agreement
or use the name of Sponsor or its designees in any
press release, article or other method of
communication with the general public, without
the express prior written approval of the party
whose name is the subject of the potential
disclosure.

XII.
Clean Criminal Records/No Debarment

The Investigator and Medical Facility each represents
and warrants that neither it/he/she nor any other
member of the Study Team was ever prohibited from
providing healthcare services or participating in the
conduct of clinical trials, including that none of
Medical Facility, Investigator and Study Team has
ever been debarred or disqualified by any regulatory
authority in any country, nor has Medical Facility,
Investigator or any Study Team member ever been
convicted of a criminal offense related to the
provision of health care items or services. To the best
of Medical Facility and Investigator’s knowledge,
following reasonable inquiry, no such debarment,
disqualification or criminal proceeding is pending
against the Medical Facility, the Investigator or any
Study Team member. Medical Facility and
Investigator will not use the services of any individual
who has been or is subject to any such debarment,
disqualification or conviction in connection with the
Study. Medical Facility or Investigator will during the
Study and for aperiod of two (2) years following
completion or early termination of the Study, notify
Sponsor immediately if it learns that any of its
representations in this Section have changed.

XII.
Dispute Resolution

1) The Parties have agreed that this Agreement shall
be governed by the valid laws and regulations of
the Czech Republic.

2) The Parties agree to assist each other in
conducting the Study and to try to resolve any
disputes or differences of opinion about work
procedures and methods in preference through
their usual good faith negotiations.

3) In case of failure of amicable negotiation, the

disputes shall be solved in court. The Parties agree
that District court in Trebic shall be applicable for
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1)

2)

3)

soudem pro feseni sportt mezi smluvnimi stranami
je Okresni soud v Tiebi¢i, bude-li pfisluSnym
k projednani v prvnim stupni okresni soud, a
Krajsky soud v Brng, bude-li pfislusny
k projednani véci v prvnim stupni krajsky soud.

XIV.
Finanéni vyrovnani

Za platby schvalenym tfetim stranam a za thrady
svych vlastnich nakladt spojenych s hodnocenim
nese plnou odpovédnost poskytovatel.

Poskytovatel a zkouSejici berou na védomi a
souhlasi, Ze od zadavatele nebo jeho zastupce
mize byt vyzadovano, ve smyslu pfislusnych
pravnich piedpist, hlasit urcité informace tykajici
se plateb provedenych na zakladé této smlouvy, a
poskytovatel a zkouSejici oba souhlasi, ze
zadavatel nebo jeho zastupce mohou tak ucinit, a
dale souhlasi, ze budou Vv rozumné mife
spolupracovat pii poskytnuti informaci za timto
ucelem vyzadovanych zadavatelem nebo jeho
zastupcem.

Platba za sluzby poskytovatele dle této smlouvy
se uskutec¢ni podle ptilohy ¢. 1 této smlouvy.

4) Zadavatel prohlasuje, Ze byla se zkouSejicim a/nebo

1)

2)

00089021-1
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Clenem studijniho tymu uzaviena smlouva
0 provedeni hodnoceni, na jejimz zakladé bude
zkousejici a/mebo  studijni tym odmeénén.
Zkousejici ani €lenové studijniho tymu nejsou
prijemci plateb podle této smlouvy.

XV.
Doba platnosti smlouvy

Tato  smlouva nabyva  UCinnosti  dnem
nasledujicim po dni zvefejnéni v registru smluv a
trvd do ukonceni cili hodnoceni, pokud nebude
pfedcasné€ ukoncena na zaklad¢ ¢lanku XV.

Tato smlouva muaze byt predcasné¢ ukoncena
zadavatelem pisemnym oznamenim poskytovateli
tiicet (30) dni pfedem v piipad¢, ze poskytovatel
nenapravi napravitelné poruseni, v pfipad¢, ze to
zadavatel ozndmi poskytovateli a porudeni neni
napraveno do tficeti (30) dnd.

Czech Republic Pl Radvan

1)

2)

3)

4)

resolving any disputes between Parties, in case the
first instance district court is competent and
Regional court in Brno in case the first instance
regional court is competent.

XIV.
Financial Provisions

The Medical Facility is fully responsible for
payments to permitted third parties and paying its
own expenses connected with the Study

The Medical Facility and the Investigator
acknowledge and agree that Sponsor or its
designee may be required, pursuant to applicable
law, to report certain information regarding
payments made on the basis of this Agreement.
Medical Facility and Investigator each consent
that Sponsor or its designees may do so, and
further agree that they will reasonably cooperate
in providing information requested by Sponsor or
its designee for this purpose.

Payment for Medical Facility services will be
made as set out in the Payment Schedule attached
as Appendix no. 1 hereto.

Sponsor intends to have executed a separate
Agreement with the Investigator and/or Study
Team members regarding this Study, on the basis
of which the Investigator and/or Study Team
members will be separately remunerated. Neither
Investigator nor Study Team members will be
payees under this Agreement.

XV.
Term of the Agreement.

1) This Agreement is effective from the the day after

2)

{00083483-1 }

the date the Agreement was published in contract
register (,,Effective Date*) and until completion
of the Study objectives, unless earlier terminated
pursuant to this Section XV.

This Agreement may, upon thirty (30) days
advance written notice to the Medical Facility be
earlier terminated by Sponsor if Medical Facility
or Investigator fails to cure acurable breach,
provided that Sponsor notifies Medical Facility
and such breach is not cured within the thirty (30)
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5) Thned po pfijeti

00089021-1
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3) Tato smlouva mize byt ukoncena kteroukoliv ze

stran neprodlen¢ po pisemném oznameni ostatnim
stranam, pokud je tato strana, v dobré vife,
presvédcena, ze toto dokonceni je nezbytné pro
ochranu zdravi, bezpe¢nost nebo dobré Zzivotni
podminky subjektti hodnoceni, za predpokladu, ze
poskytovatel a zkouSejici budou jednat se
zadavatelem, v dobré vife, pfed uplatnénim
takového ukoncovaciho prava.

4) Tato smlouva muze byt vypovézena zadavatelem

okamzit¢ pisemnou vypovédi jinym stranam,

pokud:

a) je zamitnuto povoleni nebo souhlas k
provedeni hodnoceni pfisluSnym organem,
véetn¢ Americké potravinové a Iékové
agentury (FDA) nebo SUKL / Etické komise.

b) Zadavatel rozhodne, na =zakladé¢ svého
vlastniho uvéZeni, Ze zkouSejicimu se
nepodafilo nabrat nebo zafadit dostatecny
pocet pacientii do hodnoceni, aby se zvysila
pravdépodobnost, Zze  budou  splnény
statistické  poZadavky vztahujici se k
hodnoceni.

C) Zadavatel zastavil nabor pacientd do
hodnoceni.

d) Zadavatel rozhodne, Ze existuji obavy tykajici
se bezpecnosti a UCinnosti v souvislosti s
hodnocenym 1é¢ivem nebo s pokracovanim
hodnoceni.

e) Zadavatel zjisti, Ze poskytovatel, zkouSejici
nebo kterykoli ¢len studijniho tymu byli nebo
jsou predmétem vylouceni, diskvalifikace
nebo odsouzeni za trestny Cin, jak je uvedeno
v ¢lanku XIII.

f) Zadavatel neni schopen pokracovat v
hodnoceni z opera¢nich, administrativnich a
organizac¢nich duvodu

vypovédi poskytovatel a

hodnoceni; v mife pfijatelné z 1ékaiského hlediska
ukon¢i provadéni procedur u subjektt hodnoceni,
které jiz byly do hodnoceni zafazeny, a v
maximalni mozné mife se zdrzi vytvareni dalsich

{00083483-1 }
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day notice period.

This Agreement may be terminated by any Party
immediately upon written notice to the other
Parties if such Party, in good faith, believes that
such termination is necessary to protect the health,
safety or welfare of Study subjects, provided that
Medical Facility and Investigator will confer with
Sponsor, in good faith, prior to invoking any such
termination right.

4) This Agreement may be terminated by Sponsor

5)

immediately upon written notice to the other
Parties if:

a) Authorization or approval to conduct the
Study by any competent authority,
including the US Food and Drug
Administration or the Regulatory
Authority/Ethics Committe is withdrawn.

b) Sponsor determines, in its sole and
absolute discretion, that Investigator has
failed to recruit or enroll a sufficient
number of subjects for participation in
the Study to make it likely that the
statistical requirements applicable to the
Study will be met.

c) Sponsor ceases enrolling subjects into the
Study

d) Sponsor determines that there are safety
or efficacy concerns related to the Study
Drug or the continued conduct of the
Study.

e) Sponsor learns that Medical Facility,
Investigator or any Study Team members
have been or are subject to debarment,
disqualification or criminal conviction as
set forth in Section XIII.

f) Sponsor, for operational, administrative
or organisational reasons is unable to
continue the conduct of the Study

Immediately upon receipt of a notice of
termination, the Medical Facility and the
Investigator shall cease entering Study subjects
into the Study; cease conducting procedures to
the extent medically permissible on subjects
already entered into the Study, and refrain from
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6)

7)

1)

nakladd a vydajt.

Ihned po skonceni hodnoceni nebo po jeho
pred¢asném ukonceni poskytovatel a / nebo
zkousSejici vypracuji a pfedaji zadavateli nebo jeho
zastupci zavéreCnou zpravu obsahujici vSechny
relevantni informace o hodnoceni, jak jsou
charakterizovany v protokolu, vcetné vSech dat a
vysledkti hodnoceni, kromé toho vrati zadavateli
nebo jeho zastupci veSkery material, data a
informace, vcetn¢ divérnych informaci, na
zaklad¢ instrukei zadavatele nebo jeho zastupce a
to na naklady zadavatele.

Thned po skonéeni hodnoceni nebo po jeho

pfedcasném ukonCeni bude vSe mnepouzité
hodnocené 1éc¢ivo, latky, zafizeni a studijni
materidl, zaslany poskytovateli a / nebo

zkousejicimu zadavatelem nebo jeho jménem,
vracen zadavateli nebo jeho zastupci.

XVI. Etické chovani

Poskytovatel a zkou3ejici se zavazuji, Ze nebudou,
at’ pfimo ¢i nepiimo, prostfednictvim jakékoli
treti strany poskytovat, nabizet nebo slibovat
zadnou platbu, dar nebo jinou cennou véc zadné
osobé, aby tak tuto osobu nepatfiéné ovlivnili,
nebo aby tato osoba byla poskytovateli a
zkouSejicimu, zadavateli nebo jeho zastupci
napomocna pii ziskavani nec¢estného zvyhodnéni.

2) Poskytovatel a zkouSejici se zavazuji, Ze nebudou,

3)

1)

00089021-1

at’ pfimo ¢i nepiimo prostiednictvim jakékoli tieti
strany prijimat, schvalovat, ziskavat ¢i pozadovat
Zadnou platbu, dar nebo jinou cennou véc od
zadné osoby, ktera jim bude nabidnuta ¢i pfedana
jako odména za nepatfiéné ovlivnéni nebo se
zamérem nepatfiéné ovlivnit poskytovatele a
zkouSejiciho, zadavatele nebo jeho zastupce.

Poskytovatel a zkouSejici zajisti, Ze se ¢lenové
zkousejiciho tymu nebudou podilet na chovani
zakdzaném timto ¢lankem.

XVII.
Zavéreéna ustanoveni

Poskytovatel a zkouSejici jsou na zadavateli
nezavisli dodavatel¢, takze zadny ze zaméstnancti
poskytovatele nebo zkouSejici nebudou mit narok
na za4dné vyhody vztahujici se na zaméstnance
zadavatele. Zadna strana neni opravnéna nebo
zmocnéna jednat jako zastupce jakékoli jiné strany

Paratek_Czech Republic PI Radvan
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6)

7)

1)

2)

3)

1)

incurring additional costs and expenses to the
extent possible.

Upon completion of the Study or earlier
termination thereof, Medical Facility and/or
Investigator shall prepare and forward a final
report containing all relevant information for the
Study as described in the Protocol, including all
Study Data and Study results to Sponsor or its
designee, and shall return to Sponsor or its
designee all materials, data and information,
including Confidential Information according to
Sponsor or its designee’s instructions, at
Sponsor’s expense.

Upon completion of the Study or early
termination thereof, all unused Study Drug,
compounds, devices and related Study materials
furnished to Medical Facility and/or Investigator
by or on behalf of Sponsor will be returned to
Sponsor or its designee.

XVI. Ethical Conduct

Medical Facility and Investigator undertake that
Medical Facility and Investigator shall not,
directly or indirectly through any third party, give,
offer or promise any payment, gift or other thing of
value to any person in order to improperly
influence them or otherwise assist Medical
Facility, Investigator, Sponsor or Sponsor’s
designees in obtaining an improper advantage.

Medical Facility and Investigator undertake that
Medical Facility and Investigator shall not,
directly or indirectly through any third party,
accept, agree or receive or request any payment,
gift or other thing of value from any person offered
or given as a reward for or with the intention of
improperly  influencing  Medical  Facility,
Investigator, Sponsor or its designees.

Medical Facility and Investigator will ensure that
Study Team members do not engage in the conduct
prohibited by this Section.

XVII.
Closing Provisions

Medical Facility and Investigator are independent
contractors for Sponsor and, as such, none of
Medical Facility’s employees or Investigator will
be entitled to any benefits applicable to
employees of Sponsor. No party is authorized or
empowered to act as agent for any other party for
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za jakymkoliv ucelem a nebude jménem jiné
strany uzavirat smlouvy, zaruky nebo zastoupeni,
pokud jde o jakékoli zaleZitosti. Zadna strana
nebude vazana jednanim nebo chovanim jakékoliv
jiné strany.

2) Kazdé pozadované nebo opravnéné sdéleni dané
podle této smlouvy kteroukoli stranou musi mit
pisemnou formu a musi byt povaZovano za
odevzdané v den pfijeti, je-li doruceno osobné
nebo prostiednictvim mezindrodné uznavané
kuryrni sluzby, nebo pét (5) dni po datu razitka v
ptipadé zaslani evidovanou nebo certifikovanou
postou, nebo doporucenou postou, piedplacenym
poStovnym, na adresu:

Poskytovateli:

Nemocnice Trebic, prispévkova organizace,
Lucie Jandova,

oddeéeleni ucetnictvi,

Purkynovo nam. 133/2,

674 01 Trebic

IDS (datova schranka poskytovatele): tecrjgc

Telefon:

Fax: (feditelstvi
Ptijemce:
e-mail

Zkousejicimu:
MUDr. Martin Radvan,

Interni oddélent

Nemocnice Trebic, prispévkova organizace,
Purkynovo nam. 133/2,

674 01 Trebic¢

tel.:

Zadavateli
PARATEK PHARMA, LLC
75 Kneeland Street

Boston, MA 02110 USA

Prijemce:

Zastupce zadavatele:
PPD Czech Republic, s.r.o.
Antala Staska 2027/79
Praha 4, 140 00

Kazda smluvni strana mtize zménit svou kontaktni
adresu a kontaktni osobu tim, Ze o tom informuje
stejnym zpisobem, jak je stanoveno v tomto
¢lanku.

00089021-1
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any purpose and will not, on behalf of another
party, enter into any contract, warranty or
representation as to any matter. No party will be
bound by the acts or conduct of any other party.

2) Any notice required or permitted to be given
hereunder by any Party hereto shall be in writing
and shall be deemed given on the date received if
delivered personally or by internationally
recognized overnight courier, or five (5) days
after the date postmarked if sent by registered or
certified mail, return receipt requested, postage
prepaid, to the following address:

If to Medical Facility:

Nemocnice Trebic, prispévkova organizace,
Lucie Jandova,

Accounts department

Purkynovo nam. 133/2,

674 01 Trebic¢

IDS (Medical Facility data mailbox): tecrjqc

If to Investigator:

MUDr. Martin Radvan,

Department of internal medicine
Nemocnice Trebic, prispévkova organizace,
Purkynovo nam. 133/2,

674 01 Trebi¢

tel.:

If to Sponsor:
PARATEK PHARMA, LLC

75 Kneeland Street

Boston, MA 02110 USA
Telephone:
Facsimile:

Sponsor representative:

PPD Czech Republic, s.r.o.
Anstala Staska 2027/79
Prague 4, 140 00

Any Party may change its notice address and
contact person by giving notice of same in the
manner herein provided.

{00083483-1 }
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3) Tato smlouva nemuzZe byt provedena, postoupena
nebo prenesena poskytovatelem nebo zkousejicim
bez predchoziho pisemného souhlasu zadavatele.
Zadavatel muZze postoupit nebo pievést tuto
smlouvu bez predchoziho pisemného souhlasu
poskytovatele nebo zkouSejiciho. Poskytovatel
nebo zkouSejici mohou uzaviit na zakladé
pisemného souhlasu zadavatele subdodavatelskou
smlouvu pro vykon néckterych jeho / jejich
¢innosti v ramei této smlouvy, vcetn¢ naptiklad,
laboratornich sluzeb, s kvalifikovanymi tfetimi
stranami; za predpokladu, ze poskytovatel nebo
zkouSejici zajisti, aby povolené tieti strany byly
vazany, a pracovaly v souladu s podminkami této
smlouvy, podle poteby, véetn¢ vSech pozadavkl
mlcenlivosti a kontrolnich pozadavkd, prav
zadavatele na inspekci a audit, a vlastnickych prav
zadavatele. Pro vylouéeni pochybnosti, vSechny
povolené tieti strany, které se budou podilet na
hodnoceni, jsou zahrnuty v definici studijniho
tymu. Tato smlouva je zdvazna pro ob¢ strany,
jejich dédict, nastupct a povolenych nabyvateld.

4) Zadné zieknuti se prava nebo shovivavost ze
strany kterékoli smluvni strany ve vztahu k
poruseni kteréhokoli ustanoveni této smlouvy
nelze povaZovat za takové, Ze by zakladalo
zieknuti se prava ve vztahu k jakémukoli dalSimu
poruseni nékterého z ustanoveni této smlouvy.

5) Smluvni strany se zavazuji, Zze budou dodrZovat
vSechna ustanoveni této smlouvy, jejichz ti¢innost
by méla byt delsi nez doba trvani smlouvy, a to i
po zruseni nebo ukonceni hodnoceni. Konkrétné
Clanky TIII-VII (v€etngé) a IX-XVII (vcetng)
zistanou v platnosti i po ukonCeni nebo
pfedc¢asném ukonceni platnosti této smlouvy.

6) Tato smlouva se vyhotovuje ve tiech stejnopisech,
po jednom pro poskytovatele, zkouSejiciho a
zadavatele.

7) Tato smlouva, spolu se vSemi pfilohami,
pfedstavuje uplnou dohodu mezi smluvnimi
stranami a hahrazuje vSechny piedchozi smlouvy
v pisemné, Ustni nebo v jiné formé tykajici se
stejné zalezitosti. Zmény této smlouvy lze provést
pouze formou pisemnych dodatku k ni.

8) V piipad¢ jakychkoliv rozpori mezi ¢eskym a
anglickym znénim smlouvy ma pfednost Ceské
znéni.

00089021-1 {00083483-1 }
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3)

4)

5)

6)

7)

8)

This Agreement may not be assigned, delegated or
transferred by Medical Facility or Investigator
without the prior written consent of Sponsor.
Sponsor may assign or transfer this Agreement
without the prior written consent of Medical
Facility or Investigator. Medical Facility or
Investigator may, upon Sponsor’s written consent,
subcontract the performance of certain of its/their
activities under this Agreement, including for
example, laboratory services, to qualified third
parties; provided, that Medical Facility or
Investigator causes such permitted third parties to
be bound by and comply with the terms of this
Agreement, as applicable, including all
confidentiality and regulatory  obligations,
Sponsor inspection and audit rights, and Sponsor
ownership rights. For the avoidance of doubt, all
permitted third parties used to perform the Study
are included in the definition of Study Team.
This Agreement shall be binding upon the Parties,
their heirs, successors, and permitted assigns.

Any waiver or forbearance by any Party with
respect to a breach of any provision of this
Agreement shall not be deemed to constitute a
waiver with respect to any subsequent breach of
any provision hereof.

The Parties agree that they will observe all the
provisions of this Agreement intended to last
longer than the term of the Agreement, even after
termination or expiration of the Study.
Specifically, Sections I11-VII (inclusive) and 1X-
XVII (inclusive) will survive expiration or early
termination of this Agreement.

This Agreement is made in three counterparts, of
which the Medical Facility, the Investigator and
Sponsor shall each receive one.

This Agreement, together with any attachments
constitutes the entire agreement between the
Parties and supersedes all prior agreements
whether written, oral or otherwise pertaining to
the same subject matter. Changes and supplements
to this Agreement may be made only by written
amendment hereto.

In the case of any discrepancy between the Czech

and the English versions of the Agreement, the
Czech version shall prevail.
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Na diikaz souhlasu se znénim smlouvy pripojuji In witness of their consent to this Agreement, the
smluvni strany své podpisy. Parties have signed below.

Zadavatel / Sponsor: PARATEK PHARMA, LLC
Podepsano prostrednictvim zastupce zadavatele: PPD Czech Republic, s.r.0. na zdakladé zplnomocnéni | signed
by Sponsor representative PPD Czech Republic, s.r.o. based on the Power of Attorney )

Podpis / By:

Jméno / Name:

Funkce / Title:

Datum / Date:

Medical Facility / Poskytovatel:

Podpis / By:

Jméno / Name: Ing. Eva TomaSova
Funkce / Title: feditelka / director

Datum / Date:

Zkousejici / Investigator

Podpis / By:

Jméno / Name:

Funkce / Title:

Datum / Date:

Seznam piiloh k této smlouvé: List of appendices to this Agreement:
Piiloha €. 1: Rozpis plateb Appendix no. 1:Payment Schedule
Ptiloha ¢. 2: Plna moc pro zastupce zadavatele Appendix no. 2: Power of attorney for Sponsor

representative

00089021-1 {00083483-1 }
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Piiloha €. 1 — Rozpis Plateb
ke smlouvé mezi:
Paratek Pharma, LLC.
Poskytovatel: Nemocnice Tiebi¢

MUDr. Martin Radvan

Zadavatel Paratek

Protokol (D

Platby: Platby se budou poukazovat na tucet
piijemce plateb (dale jen ,,pFijemce plateb®):

Appendix no. 1 — Payment Schedule
to an Agreement between:

Paratek Pharma, LLC.
Medical Facility: Nemocnice Trebic
MUDr. Martin Radvan

Sponsor: Paratek

protoco! (D

Payments: Payments should be made to the
following account of the payee (further, the
“Payee”):

Piijemce plateb/Payee Name: Nemocnice Ttebic, piispévkova organizace

DIC/Tax ID no.: CZ00839396

Nézev a adresa banky/Bank name and address: (| | | | [ GTcNGGD

Cislo u¢tu/Acct. no.:

VS/Reference no.: vs uvedeny na faktuie

Faktury: VSechny origindly faktur tykajici se
klinického hodnoceni musi byt piedloZzeny
k proplaceni spole¢nosti PPD (a jako platce na
nich musi byt uvedena spole¢nost PPD) na niZe
uvedenou adresu amusi obsahovat piesny
rozpis  vSech  poplatki,  doprovodnych
dokumentt a referen¢ni fakturacni ¢islo daného
fesitelského centra. Splatnost faktur je Sedesat
(60) dni ode dne obdrzeni faktury spole¢nosti
PPD.

Fakturacni adresa/Invoicing address:

Invoices: All original invoices pertaining to the
Clinical Study must be submitted for
reimbursement to PPD (and must reference PPD
as the invoicee) at the following address and
shall include a correct itemization for all fees,
supporting documentation, and a site invoice
reference number. The invoice due date is sixty
(60) days from the day the invoice is received
by PPD.

Paratek Pharma, LLC
c/o PPD Investigator Services LLC
929 North Front Street

Wilmington

NC 28401

USA
Zasilatelska adresa/Shipping address:

PPD Czech Republic, s.r.o.
Do rukou / Attn.: Financéni oddéleni / Finance Department

Budéjovicka alej

Antala Staska 2027/79

140 00 Praha 4

Ceskd republika / Czech Republic

Paratek_CZE PI Radvan Hospital budget 1/6
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DIC/Tax ID no.: CZ63671077

N&bor: Poskytovatel a zkouSejici berou na
védomi, 7e se jedna o Kklinické hodnoceni
vypracované pro vyhodnoceni daného poétu
subjektt hodnoceni. Oc¢ekava se, ze zkouSejici
vynaloZi veskeré Usili k ndboru, jak je uvedeno
ve smlouvé. Jakmile bude dokoncen nabor
cilového poctu subjekta hodnoceni pro celé
klinické hodnoceni, budou o tom poskytovatel a
zkousejici informovani a budou instruovani, aby
jiz  neprovadéli nabor dalSich  subjekth
hodnoceni.

Platby v ramci klinického hodnoceni budou
realizovany nasledovné:

Naklady na subjekt hodnoceni: Piijemci
plateb bude poskytnuta platba za dokonceny a
hodnotitelny  subjekt hodnoceni, jak je
definovano nize, a sice na =zakladé plateb
uvedenych v tabulkach plateb niZe sniZzenych o
deset procent (10%), navySenych o DPH. Platby
se budou provadét mési¢né v ¢eskych korunach
abudou se zakladat na poctu dokoncenych

navstev, potvrzenych v elektronickych
zdznamech  subjektu  hodnoceni  (eCRF)
a doruceni spravné vyplnéné faktury
S rozepsanymi polozkami. Dokonceny

a hodnotitelny subjekt hodnoceni je definovan
nasledovné: (i) vSechny postupy musi byt
provedeny v souladu s protokolem a smérnicemi
ICH GCP, (ii) pacient bude zafazen pouze na
zakladé kritérii pro zafazeni/vyfazeni a (iii)
veskeré 0daje budou presné a Uplné
zdokumentovany.  V piipadé, ze  subjekt
hodnoceni nedokon¢i viechny navstévy tak, jak
je uvedeno v protokolu, spole¢nost PPD bude
povinna uhradit za takovy subjekt hodnoceni
pouze pomérnou ¢ast dokon¢enych navstév dle
eCRF.

Neuspésné skreeningy: Piijemci plateb bude
uhrazena castka za kazdy neuspéSny skrining
dle uvedeni v tabulkéach plateb niZze, maximalné
jeden (1) netspé&sny skreening na kazdy jeden
(1) zatazenych subjektd hodnoceni. Pro tucely
této smlouvy se za neuspé$ny skreening bude
povaZovat kaZzdy pacient, ktery zjevné splni
kritéria pro skreening, podepiSe formulaf
informovaného souhlasu, absolvuje

Paratek PTK0796-CABP-1200 CZE Pl Radvan Hospital budget

Enrollment: The Medical Facility and
Investigator acknowledge that this is a Clinical
Study designed to evaluate a set number of
Clinical Study subjects. The Investigator will be
expected to apply best efforts for enrollment as
provided for under the Agreement. When
enrollment of the target number of Clinical
Study subjects for the entire Clinical Study is
complete, the Medical Facility and Investigator
will be notified and instructed not to continue
enrolling Clinical Study subjects.

The Clinical Study shall be payable as
follows:

Cost Per Subject: The Payee will be paid per
completed and evaluable Clinical Study subject
as defined below based on the rates set forth in
the Tables of Payments below, less ten percent
(10%) withholding, plus VAT. Payments will be
made on a monthly basis in CZK and will be
based on completed visits verified in the subject
electronic case report forms (eCRFs) and receipt
of correct and itemized invoice. A complete and
evaluable Clinical Study subject is defined as
follows: (i) all procedures must be performed
according to the Protocol and ICH GCP
guidelines, (ii) a patient will only be included
according to the inclusion/exclusion criteria, and
(iii) all data are documented accurately and
completely. In the event that a Clinical Study
subject does not complete all visits as specified
in the Protocol, PPD shall only be obligated to
make payment for such Clinical Study subject
on a pro-rated, completed visit, and eCRF basis.

Screen Failures: The Payee will be reimbursed
for each Screen Failure per the Tables of
Payments below up to a maximum of one (1)
Screen Failures for every one (1) Clinical Study
subjects enrolled. For purposes of this
Agreement, a Screen Failure shall mean any
patient, who initially appears to meet the criteria
for screening, signs the informed consent form,
completes the screening visit but is not enrolled
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skreeningovou navstévu, av8ak nebude do
klinického hodnoceni zafazen. Platba za
neuspé$ny skrining se bude vySe uvedenému
pfijemci plateb hradit na zakladé doruceni
spravné  vyplnéné faktury s rozepsanymi
polozZkami.

Lékarenske poplatky

Pausalni Iékarensky poplatek: Piijemci plateb
bude proplacen pausalni lékarensky poplatek za
obdobi kazdych Sesti (6) mésicti poskytovani
Iéké&renskych sluZeb, proplaceny po dobu trvani
klinického hodnoceni (nebo v pomérné vysi za
krat§i obdobi), pocinaje zafazenim prvniho
subjektu hodnoceni,  ve vysi uvedené
v tabulkach plateb nize bez ohledu na pocet
zafazenych subjekti hodnoceni. Platba bude
provedena na zakladé doruCeni spravné
vyplnéné faktury s rozepsanymi polozkami.

Neplanované navstévy: Neplanovand navstéva
se definuje jako takova navstéva subjektu
hodnoceni, kterd neni vyslovné uvedena
v protokolu, jejiz absolvovani je v3ak v ramci
klinického hodnoceni nutné. Neplanované
navstévy budou uhrazeny c¢astkou uvedenou
v tabulkach plateb niZze, na zakladé doruceni
spravné  vyplnéné  faktury s rozepsanymi
polozkami.

DPH a jiné dané: Je-li vyZadovana platba
véetn¢ dané z ptidané hodnoty, PPD provede
Ghradu pouze na zakladé doruceni platné
faktury s vycislenou DPH. Doruceni faktury
nebo pfislusnych podkladd pro platby se
vyZaduje i vsituacich, vnichz se DPH
neuplatfiuje, pied provedenim Ghrady dle této
smlouvy.

Treti strany: Piijemce plateb je plné
zodpovédny za Ghrady tfetim stranam a za Kryti
vlastnich  nakladd  souvisejicich s timto
klinickym hodnocenim, a to véetné nakladd na
1é¢bu v pripad€ vyskytu ijmy na zdravi subjektd
hodnoceni vzniklé v disledku jejich ucasti v
klinickém hodnoceni, s vyjimkou nakladu, které
jsou hrazeny na zakladé této smlouvy nebo
jejiho pisemného dodatku.

Poplatek etické komisi: Poplatek etické komisi

Paratek PTK0796-CABP-1200 CZE Pl Radvan Hospital budget

into the Clinical Study. Payment for Screen
Failures will be payable to the above listed
Payee based upon the receipt of correct and
itemized invoices.

Pharmacy Fees

Flat Pharmacy Fee: The Payee will receive
reimbursement of a Flat Pharmacy Fee for every
six (6) month period of provision of pharmacy
related services, payable for the duration of the
Clinical Study (or pro-rated for shorter time
period), beginning with the enroliment of the
first Clinical Study subject, in the amount listed
in the Tables of Payments below, regardless of
the number of enrolled Clinical Study subjects.
Payment will be made upon receipt of a correct
and itemized invoice.

Unscheduled Visits: An Unscheduled Visit is
defined as a Clinical Study subject visit which is
not expressly set forth in the Protocol, but is
otherwise required for the Clinical Study.
Unscheduled Visits will be reimbursed in the
amount listed in the Tables of Payment below
upon receipt of a correct and itemized invoice.

VAT and Other Taxes: Where a VAT invoice
is required, payments will only be made once
PPD has received a valid VAT invoice. In
situations where VAT is not applicable, an
invoice or relevant payment request form will still
be required before any payment is made under
this Agreement.

Third Parties: The Payee is fully responsible for
payments to third parties and paying its own
expenses connected with the Clinical Study,
including costs for therapy in the event of injury
to health of the Clinical Study Subjects resulting
from their participation in the Clinical Study, with
the exception of expenses reimbursed on the basis
of this Agreement or a written amendment to it.

Ethics Committee Fee: The Ethics Committee
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uhradi PPD mimo tuto smlouvu.

Administrativni poplatek: Jednordzova platba
v klinickém hodnoceni fakturovana piijemcem
po podpisu této smlouvy.

Poplatky centralni laboratori: Poplatky
centralni laboratofi budou hrazeny zadavatelem
mimo tuto smlouvu.

Zavérecna platba: Zavérecna platba doplnéna
0 snizenych deset procent (10%) bude
realizovana po dokonceni zavére¢né navstévy a
obdrZeni nasledujicich dokumentti spole¢nosti
PPD: (i) veSkeré dokumentace ke klinickému
hodnoceni, (ii) piehledu veSkerého neuZitého
hodnoceného 1é¢iva, (iii) vSech vyplnénych a
spravnych eCRF/dotazi a (iv) veSkerych
doplnénych pozadavkia K vysvétleni ze strany
PPD ¢i zadavatele, tykajicich se (daja nebo
zaznama Klinického hodnoceni. Na vzneseni
namitek vaéi  jakymkoliv  nesrovnalostem
v platbach realizovanych v prubéhu klinického
hodnoceni bude mit piijemce plateb lhutu tficeti
(30) dni od doruceni zavérecné platby.

Zadavatel nebo jeho zastupce muiZe navysit

rozpoCet  pisemnym  ozndmenim. Takové
zvySeni  bude podléhat podminkam této
smlouvy.

Parate_ZE PI Radvan Hospital budget

Fee will be paid by PPD apart from this
Agreement.

Administrative Fee: A one-time non-
refundable fee invoiced by the Payee after
execution of this Agreement.

Central Laboratory Fees: Central Laboratory
costs will be paid by the Sponsor apart from this
Agreement.

Final Payment: The final payment, including
the ten percent (10%) withholding will be
payable upon completion of the close-out visit
and upon PPD’s receipt of the following: (i) all
Clinical Study documentation, (ii) the
accountability of all unused Study Drug, (iii) all
completed and correct eCRFs/queries, and (iv)
any clarification requests made by PPD or
Sponsor regarding Clinical Study data or
records. The Payee will have thirty (30) days
from the receipt of final payment to dispute any
payment discrepancies during the course of the
Clinical Study.

The Sponsor or its designee may increase the
budget by written notice. Any such increase
will be subject to the terms and conditions of
this Agreement.
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Tabulky plateb / Tables of Payments

Popis Navstév / Visit Description

Platby za jeden subjekt
hodnoceni v K¢ / Amount
per subject per visit in CZK

Baseline / Navstéva baseline 3050
Day1/Denl 1073
Day 2/ Den 2 1572
Day 3/ Den 3 1332
Day 4/ Den 4 1745
Day5/Den5 1332
Day 6 / Den 6 1332
Day 7/Den7 1745
Day 10/ Den 10 1745
End of Treatment / Kone¢na navstéva 1962
PTE 2138
Final follow up / Finalni nasledné navstéva 593

CELKEM ZA SUBJEKT HODNOCENI/ TOTAL PER 19619

SUBJECT

Dalsi plaby / Additional Payments

Platby za ukon nebo dle
uvedeni v K¢ / Payments per
unit or as indicated in CZK

Navstéva pred¢asn¢ho ukonceni / Early Termination 7578

Neplanovana navstéva / Unscheduled Visit 600

Neuspésny skrining -/ Screening Failure 2715

Lékarensky poplatek / Pharmacy Fees 5000

Administrativni poplatek / Administrative fee 30000

Popis procedur / Procedure Description Platby za ukon v K¢ /
Payments per procedure in

CzK

Urine pregnancy test / Téhotensky test z moci 33

Serum pregnancy test / T€hotensky test z krve 63

ECG with interpretation and report / EKG s popisem a 437

reportem

Pharm discpesing per visit 272

IV infusion up to 1 hour 117

Paratek_ZE PI Radvan Hospital budget
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Single Drug Level/PK; Any Source 127
Spec. Handling (use w/PK) 127
Respiratory Sample Collection 145
Respiratory Culture and Gram Stain 97
Blood Culture 218
Blood Culture Collection 50
Dispense Patient Medication Diary 146
Review Patient Medication Diary 97
Oral Dispensation 91
Single View, Frontal Chest X-ray 363
Chest X-Ray Interpretation Only 243
Local Labs (for Inclusion') 182
CT Scan — chest 1750

Parate_CZE PI Radvan Hospital budget
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