Az
N

PRAHEALTHSCIENCES

Confidential

AGREEMENT FOR CONDUCT OF NON-
INTERVENTIONAL STUDY

This AGREEMENT (the “Agreement”) is
effective on date of last signature hereof (the
“Effective Date”), by and between:

Pharmaceutical Research Associates
CZ, s.r.o. located at Jankovcova 1569/2c, 170 00,
Praha 7, Czech Republic, company ID number:
276 36 852, TAX ID number: CZ276 36 852,
represented by MUDr. Andrea KI¢, proxy (“PRA”)
acting as an independent contractor for B. Braun
Melsungen AG, located at Carl-Braun-Str. 1,
34212, Melsungen, Germany (the “Sponsor”), and

Fakultni nemocnice Brno located at
Jihlavska 20, Brno, 625 00, Czech Republic,
company ID number: 65269705, Tax ID number:
CZ65269705, represented by MUDr. Roman
Kraus, MBA, director (the “Institution™) and

MUDr. Igor Sas, with resident address at
I C:<ch Republic, Head
of Anesthesiology, Resuscitation and Intensive
Care Medicine Clinic, an employee of the
Institution acting within the scope of his/her
employment, shall serve as the “Investigator”
(“Investigator”) for the Study as defined below.

(Individually a “Party” and together the
“Parties”).

Sponsor agrees with Agreement publication by the
Institution to meet the obligations imposed by
valid and effective legislation, specifically by Act
106/1999 Coll., on free access to information, as
amended, by Act 340/2015 Coll., on register of
contracts, as amended, and by guidelines and
decisions of the Ministry of Health of the Czech
Republic.

1. STATEMENT OF WORK.

(@) The Institution will permit the
Investigator to conduct the non-
interventional, observational,
retrospective study entitled
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SMLOUVA O PROVEDENI
NEINTERVENCNI STUDIE

Tato SMLOUVA (dale jen ,,.Smlouva®)
nabyva platnosti a G¢innosti ke dni podpisu vSemi
smluvnimi stranami (dale jen ,,Datum uéinnosti*)
a je uzaviena mezi nasledujicimi stranami:

Pharmaceutical Research Associates
CZ, s.r.o., se sidlem Jankovcova 1569/2c, 170 00,
Praha 7, Ceska republika, IC: 276 36 852, DIC:
CZ276 36 852, zastoupena MUDr. Andreou KI¢,
prokuristkou (dale jen ,PRA*) jednajicim jako
nezavisly dodavatel pro B. Braun Melsungen AG
se sidlem v Carl-Braun-Str. 1, 34212, Melsungen,
Germany (dale jen ,,Zadavatel) a

Fakultni nemocnice Brno se sidlem
Jihlavska 20, Brno, 625 00, Ceska republika, IC:
65269705, DIC: CZ65269705, zastoupena MUDT.
Romanem Krausem, MBA, feditelem (dale jen
,.Zdravotnické zatizeni®) a

MUDr. Igor Sas, bytem | G
B Coska republika, primai  Kliniky
anesteziologie, resuscitace a intenzivni mediciny
Fakultni nemocnice Brno, zamestnanec
zdravotnického zatizeni, ktery/a jednd v mezich
svého zaméstnadni bude jednat jako ,,Zkousejici
(dale jen ,,Zkousejici*) pro studii specifikovanou
nize.

(individualné jako ,smluvni strana“ a
spole¢né¢ jako ,,smluvni strany*).

Zadavatel souhlasi se zvefejnénim Smlouvy a
jejich nalezitosti Zdravotnickym zafizenim za
ucelem splnéni povinnosti ulozenych mu platnou a
ucinnou pravni Gpravou, a to zejména zakonem ¢.
106/1999  Sb.,, o  svobodném  pfistupu
k informacim, ve =znéni pozdé&jSich predpist,
zakonem ¢. 340/2015 Sb., o registru smluv, ve
znéni pozdgjsich predpisti, a dale pokyny a
rozhodnutimi - Ministerstva zdravotnictvi Ceské
republiky.

1. PROHLASENIi O NAPLNI PRACE.

(@) Zdravotnické zatizeni umozni
Zkous$ejicimu  provést  neintervenéni
observacni retrospektivni studii s nazvem
»Retrospektivni studie pouziti 1éku ke

Version dated:
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“Retrospective Drug Utilisation Study
to investigate the routine use of
Hydroxyethyl Starch (HES)-containing
Infusion Solutions of B. Braun
Melsungen AG in Hospitals” (the
“Study”), in strict compliance with (i)
protocol number HC-O-H-1408 (the
“Protocol™), the provisions of which are
incorporated herein by reference, and (ii)
all applicable laws and regulations.

The Institution shall provide appropriate
resources and facilities so the Investigator
can conduct the Study in a timely and
professional manner and according to the
terms of this Agreement. The Institution
shall ensure that only individuals who are
appropriately trained and qualified will
assist in conducting the Study. The
Institution is responsible for ensuring that
all personnel participating in the Study
(“Study Team Participants™) comply with
the terms of this Agreement, excluding
personnel supplied by PRA or Sponsor.

PAYMENT.

PRA will pay the Institution according to
the Budget & Payment Terms attached
hereto as Exhibit A. Institution shall
submit to PRA all necessary tax forms
before any payment is made hereunder.
Institution will complete and return a
supplier information form to PRA as a
precondition to receiving payments under
this Agreement.

Institution agrees that clinical care
decisions for individual patients will not
be affected by the compensation received
under this Agreement, that such
compensation shall not exceed the fair
market value of the services provided
under this Agreement, and that payments
are not provided as an inducement to
purchase, use, or prescribe any drugs,
devices, or products.

(b)
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zjisténi rutinniho pouZivani infuznich
roztoku obsahujicich hydroxyetyl§skrob
(HES) spolecnosti B. Braun Melsungen
AG Vv nemocnicich® (dale jen ,,Studie®),
ato vptisném souladu s (i) protokolem
¢islo HC-0O-H-1408 (dale jen
»Protokol), jehoz podminky jsou timto
odkazem zaclenény do této Smlouvy,
a(il) vsouladu se vsemi platnymi
pravnimi ptedpisy.

Zdravotnické zafizeni poskytne
Zkousejicimu vhodné zdroje a zafizeni
tak, aby ZkouSejici mohl vcas
a dostatecné odborné provést tuto Studii
v souladu s podminkami této Smlouvy.
Zdravotnické zafizeni zajisti, aby se na
provadéni Studie podilely pouze tadné
vyskolené a kvalifikované osoby.
Zdravotnické zafizeni odpovida za to, aby
veskery persondl, ktery se bude ucastnit
Studie (dale jen ,,Clenové studijniho

tymu*), dodrZoval podminky této
Smlouvy, svyjimkou personalu, ktery

zajisti spole¢nost PRA nebo Zadavatel.

2. PLATBY.

(a)

(b)

Spole¢nost PRA zaplati Zdravotnickému
zafizeni podle rozpoCtu a platebnich
podminek, které tvoii Pfilohu A této
Smlouvy. Pted provedenim jakychkoli
plateb podle této Smlouvy poskytne
Zdravotnické zatizeni vSechny nezbytné
danové formulafe spoleCnosti PRA.
Podminkou pfijmu plateb podle této
Smlouvy je, ze Zdravotnické zafizeni
vyplni formulaf informaci o dodavateli
a vrati jej spole¢nosti PRA.

Zdravotnické zafizeni souhlasi stim, ze
rozhodnuti o klinické péc¢i pro jednotliveé
pacienty nebudou ovlivnéna odménami
obdrzenymi podle této Smlouvy, ze tyto
odmény nepiekroci spravedlivou trzni
hodnotu sluzeb poskytnutych podle této
Smlouvy a Ze platby nebudou provadény
jako podnét knakupu, pouzivani ¢i
predepisovani  konkrétnich  pfipravkd,
prostiedktl nebo produkti.
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3. RECORDKEEPING, AUDIT &
INSPECTION.

(@) Institution will maintain adequate and
accurate  records relating to the
performance of all required Protocol
procedures, including but not limited to,
written source documents, medical
records, charts pertaining to individual
patients participating in the Study, “Case
Report Forms” (“CRFs”), accounting
records, notes, reports, and data.
Institution will retain these documents for
the longer of (i) fifteen (15) years after the
Sponsor has notified the Institution that
the Study has been discontinued or
completed; (ii) such other minimum
retention period requirements as required
by applicable law; or (iii) as otherwise
agreed by the Parties.

(b) Authorized representatives of Sponsor
and/or PRA have the right, upon
reasonable advance notice, and at
mutually agreed times, to audit the
Institution’s  facilities  required  for
performance of the Study and review all
data, records and work products directly
relating to the Study.

(c) The Institution will promptly notify
Sponsor and PRA if any regulatory
authority notifies the Institution of a
pending inspection relating to the Study,
and will promptly forward to Sponsor and
PRA any written communication or
documentation related to the Study
received or given as a result of such
inspection.

4. CONFIDENTIALITY.

All  information, data, reports or
documents disclosed to or generated by the
Institution, the Investigator, or any Study Team
Participants under this Agreement which relate to
this Study (“Confidential Information”) belong to
Sponsor and shall not be disclosed by the
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3. UCHOVAVANI ZAZNAMU., AUDIT
A KONTROLA.

(d) Zdravotnické zafizeni bude uchovavat

dostatecné a presné zaznamy tykajici se
provadéni vSech pozadovanych postupti
Protokolu, zejména pisemné zdrojové
dokumenty, zdravotni zaznamy, Karty
jednotlivych pacienti UCastnicich se
Studie, ,,zaznamy subjektu hodnoceni®
(dale jen ,,CRF*), tucetni z&znamy,
poznamky, zpravy a Udaje.
Zdravotnické  zafizeni  bude  tyto
dokumenty uchovavat po  nejdelsi
z nasledujicich obdobi: (i) patnact (15) let
od chvile, kdy Zadavatel oznamil
Zdravotnickému zafizeni, ze Studie byla
zastavena nebo dokoncena, (ii) po jinou
podobnou minimalni dobu uchovavani
pozadovanou  pfislusnymi  pravnimi
ptedpisy, nebo (iii) v souladu s jinou
dohodou mezi Smluvnimi stranami.

(b) Opravnéni zastupci Zadavatele a/nebo
spoleCnosti  PRA  maji pravo po
vzajemném predchozim oznameni a ve
vzajemné dohodnutou dobu provést audit
zatizeni Zdravotnického zafizeni
pozadovanych k provadéni Studie
a kontrolovat vsSechny udaje, zaznamy
avysledky prace pifimo souvisejici se
Studii.

(c) Zdravotnické zatizeni bez prodleni
ozndmi Zadavateli a spolecnosti PRA,
pokud jakykoli kontrolni ufad uvédomi
Zdravotnické zafizeni 0 nadchazejici
kontrole souvisejici se Studii, abez
prodleni pfeposle Zadavateli a spolecnosti
PRA veskeré pisemné komunikace nebo
dokumenty souvisejici se Studii, které
obdrzi po provedeni takové kontroly.

4, DUVERNOST UDAJU.

Vsechny informace, udaje, hlaseni nebo
dokumenty zpiistupnéné Zdravotnickému
zafizeni, ZkouSejicimu nebo clenim studijniho
tymu nebo jimi vytvoiené podle této Smlouvy,
které se tykaji této Studie (dale jen ,,Divérné
informace”) nalezi Zadavateli a Zdravotnické
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Institution to any third party or be used for any
purpose other than the performance of the Study
without the prior written consent of Sponsor,
during a period of fifteen (15) years after the
termination of the performance of the Agreement,
provided, however, that such obligations of
confidentiality shall not apply to Confidential
Information:

(a) that is or becomes, through no fault of the

Institution, part of the public knowledge;

(b) that the Institution can demonstrate was
already lawfully in the Institution’s
possession on the date of disclosure to the
Institution;

(c) acquired by the Institution from any third
party without restrictions on disclosure;

(d) that the Institution developed
independently, without the use or benefit
of Confidential Information hereunder, as
evidenced by competent written records;
or

(e) which the Institution is required by law to
disclose, provided the Institution
promptly notifies Sponsor of such a
requirement prior to disclosure to allow
Sponsor the opportunity to oppose the
requirement or seek an appropriate
protective order.
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zafizeni je nesmi zpfistupnit zadné tieti strané ani
je pouzit kzadnému jinému ucelu, nez je
provadéni Studie, bez predchoziho pisemného
souhlasu Zadavatele po dobu patnéacti (15) let po
ukonceni plnéni smlouvy, a to za ptedpokladu, ze
se tyto povinnosti zachovéavat davérnost
nevztahuji na Divérné informace:

(@) které jsou vetejné znamé nebo se bez
zavinéni Zdravotnického zafizeni stanou
vefejné zndmymi;

(b) ukterych mlze Zdravotnické zafizeni
prokazat, ze je jiz opravnéné vlastnilo
k datu jejich zptistupnéni Zdravotnickému
zafizeni;

(c) které Zdravotnické zaiizeni ziskalo od

jakékoli tfeti strany bez omezeni
zptistupnéni;

(d) které Zdravotnické =zaiizeni vyvinulo
nezavisle, bez pouziti nebo vyhod

plynoucich z Duvérnych informaci podle
této Smlouvy, jak je dolozeno tadnymi
pisemnymi zaznamy; nebo

(e) které Zdravotnické =zafizeni musi ze
zakona zpfistupnit, za ptredpokladu, Zze

Zdravotnické  zafizeni bez  prodleni
uvédomi Zadavatele o takovém
pozadavku pied tim, nez informace

zptistupni, aby mél Zadavatel moznost
vznést vuci tomuto pozadavku namitku
nebo ziskat  piislusné ochranné
rozhodnuti.
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5. PUBLICATION.

Publication by the Institution of the Institution’s
results of the Study shall be in accordance with the
Protocol. If the Protocol does not contain terms
and conditions for such publication, then any
publication of the Study results by the Institution
shall require Sponsor’s prior written consent.

6. OWNERSHIP.

All documents, protocols, data, know-how,
methods, operations, formulas, Confidential
Information and Materials (as defined below)
provided to the Institution pursuant to this
Agreement are and shall remain Sponsor’s
property. The completed CRFs and other results of
the Study shall also be owned by Sponsor. Sponsor
shall not own patient medical records.

7. INVENTIONS.

The entire right, title and interest in and to
any inventions, discoveries, or other intellectual
property that are conceived, developed, or reduced
to practice (including all improvements or
modifications) arising from this Study or which
rely, wuse, or incorporate any Confidential
Information, shall be the exclusive property of
Sponsor (collectively referred to as “Sponsor
Inventions™).

The Institution shall promptly disclose in writing
to Sponsor each such Sponsor Invention and shall
assign and shall require all Study Team
Participants to assign to Sponsor all rights, title and
interest, if any, in and to each such Sponsor
Invention.

Institution agrees to provide, at Sponsor’s expense,
reasonable assistance to Sponsor to enable Sponsor
to perfect and enforce its rights in such Sponsor
Inventions.

8. PATIENT INJURY & LIABILITIES.

The Parties agree that the Study is non-
interventional and as such presents minimal risk to
patients participating in the Study; therefore, Study
related injuries are neither anticipated nor
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5. PUBLIKACE.

Zdravotnické zafizeni miZze publikovat vlastni
vysledky Studie v souladu s Protokolem. Pokud
Protokol neobsahuje podminky takové publikace,
vyzaduje jakakoli publikace vysledkti Studie
Zdravotnickym zafizenim ptedchozi pisemny
souhlas Zadavatele.

6. VLASTNICTVI.

Vsechny dokumenty, protokoly, tudaje,
know-how, metody, operace, vzorce, Duvérné
informace a Materialy (jak jsou definovany nize)
poskytnuté Zdravotnickému zafizeni podle této
Smlouvy jsou a ziistanou vlastnictvim Zadavatele.
Vyplnéné zaznamy CRF a jiné vysledky Studie
budou téz vlastnictvim Zadavatele. Zadavatel
nebude vlastnit zdravotni zaznamy pacientd.

7. VYNALEZY.

Veskera  prava,  vlastnické  tituly
a subjektivni prava tykajici se vSech vynalezi,
objevi. nebo  jiného duSevni  vlastnictvi
pochéazejiciho ztéto  Studie, které budou
vymySleny, vyvinuty nebo uvedeny do praxe
(v€etné vSech zlepSeni ¢i uprav) nebo které
vychazi  zjakychkoli Duvérnych informaci,
pouzivaji je nebo je zahrnuji, budou vylu¢nym
vlastnictvim  Zadavatele (abudou souhrnné
oznacované jako ,,Vynalezy zadavatele®).
Zdravotnické zafizeni bez prodleni pisemné
oznami Zadavateli kazdy takovy Vyndlez
zadavatele, postoupi Zadavateli a bude vyzadovat,
aby vichni Clenové studijniho tymu postoupili
Zadavateli veSkera existujici prava, vlastnické
tituly a subjektivni prava na kazdy takovy Vynalez
zadavatele.
Zdravotnické zafizeni souhlasi, ze na naklady
Zadavatele poskytne Zadavateli pfiméfenou pomoc
pfi potvrzeni a vymahani prav na takové Vynalezy
zadavatele.

8. UJMA PACIENTA A ODPOVEDNOST
ZA SKODU.

Smluvni strany souhlasi, ze Studie je
neintervencni a jako takova predstavuje minimalni
riziko pro pacienty, ktefi se ji Ucastni; proto
Zadavatel nepfedpoklada, ze v souvislosti se Studii
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compensated by Sponsor.

The Institution is and shall remain liable for any
harm, claims, actions or expenses (including legal
expenses) resulting from or connected to the
negligence, omission or fault on the part of the
Institution, Investigator or any Study Team
Participants.

9. PRIVACY & DATA PROTECTION.

The parties agree that each will comply
with their respective obligations as required under
applicable privacy and data protection laws.

Unless the Study is being conducted
under an approved waiver of patient informed
consent, the Institution will ensure that the
Investigator obtains the consent of each patient,
and Study Team Participants provide their own
consent with regard to their own personal data, to
the use, processing, holding and transfer of their
data to countries other than their own, that may not
have the same level of data protection as their own
country.

For any personal information received
from either patients participating in the Study, or
the Study Team Participants, the Sponsor will be
the data controller where the Study is within the
European Union. The Investigator and Study Team
Participants have the right to access and correct
their personal data. In order to exercise this right,
the requests should be addressed to the Sponsor
and PRA.

PRA NIS Agreement — EU template — Institution only
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vznikne Ujma, ani za ni
nahradu.

Zdravotnické zatizeni nese a ponese odpovédnost
za veskeré Skody, pravni ndroky, Zaloby nebo
vydaje (v€etné pravnich vydaji) vzniklé
vdisledku nebo  vsouvislosti s nedbalosti,
opomenutim nebo chybou na strané
Zdravotnického zatizeni, ZkouSejictho nebo

kteréhokoli Clena studijniho tymu.

nebude poskytovat

9. OCHRANA SOUKROMI A UDAJU.

Smluvni strany souhlasi, Ze kazda z nich
bude plnit své piislusné povinnosti podle platnych
zakontl na ochranu soukromi a daju.

Pokud neni provadéni Studie zprosténo
povinnosti obdrzet informovany souhlas pacienta,
Zdravotnické zafizeni zajisti, aby ZkousSejici
obdrzel souhlas kazdého pacienta a Clenové
studijniho tymu poskytnou sviij vlastni souhlas
ohledné¢ pouzivani, zpracovavani, uchovavani
a ptenosu svych osobnich tdaji do jinych zemi,
které nemusi mit stejnou urovein ochrany udajii
jako jejich zemé.

V ptipadech, kdy je Studie provadéna
v Evropskeé unii, bude Zadavatel vykonévat dohled
nad jakymikoli osobnimi informacemi obdrzenymi
bud’ od pacientll ucastnicich se Studie, nebo od
Clenti studijniho tymu. Zkousejici a Clenové
studijniho tymu maji pravo pfistupu ke svym
osobnim udajiim a pravo na jejich opravu. Zadosti
na uplatnéni tohoto je tfeba adresovat Zadavateli
a spole¢nosti PRA.
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TERM; TERMINATION.

This Agreement shall commence on the
Effective Date and shall continue in force
until the Study has been completed at the
Institution (with approximate timeframe
of November 2017), or for one vyear,
whichever is longer.

Subject to the foregoing, this Agreement
may be terminated by PRA or Institution
upon thirty (30) days written notice.

Upon the effective date of termination of
this Agreement, PRA will pay for all
services properly rendered and expenses
properly incurred by the Institution, which
have not yet been paid by PRA and in
accordance with Exhibit A below.

GENERAL PROVISIONS.

Sponsor is an intended third-party
beneficiary under this Agreement.

Institution may not assign any of its rights
or delegate any performance under this
Agreement, voluntarily or involuntarily,
whether by merger, consolidation,
dissolution, operation of law, or any other
manner except with the prior written
consent of PRA, and any purported
assignment or delegation without PRA’s
written consent is void.

The Institution warrants and promises
that, in connection with this Agreement,
(i) it has not and will not (directly or
indirectly) make any improper payment or
offer (or authorizing another to pay or
offer) money or anything of value to a
government official or any other person
connected with the provision of services
under this Agreement, in order to
improperly influence any act or decision
of such official or person, to induce such

PRA NIS Agreement — EU template — Institution only
MUDr. Igor Sas / Fakultni nemocnice Brno

HC-0-H-1408

10. DOBA __ UCINNOSTI;  UKONCENI
SMLOUVY.

(@) Tato Smlouva vstoupi v téinnost k Datu

(b)

(©)

ucinnosti a ztstane v uéinnosti po delsi
z nasledujicich obdobi: do dokonceni
Studie  Zdravotnickym zafizenim (v
predpokladaném terminu do listopadu
2017) nebo po dobu jednoho roku.

Za vySe uvedenych podminek muze
spoleénost PRA nebo Zdravotnické
zafizeni pisemné vypovédét tuto smlouvu
s vypovédni lhitou o délce triceti (30)
dni.

Kdatu, kdy vypoved této Smlouvy
nabyde tcinnosti, spole¢nost PRA zaplati
v souladu s Prilohou A nize za vSechny
dosud  nezaplacené  sluzby  fadne
poskytnuté  Zdravotnickym  zafizenim
afadné¢ vzniklé vydaje Zdravotnického
zatizeni.

11. OBECNA UJEDNANI.

(a)

(b)

(©)

Zadavatel je podle této Smlouvy
zamySlenou osobou opravnénou ze
smlouvy ve prospéch tieti strany.

Zdravotnické zafizeni nesmi postoupit
zadna ze svych prav podle této Smlouvy

ani  delegovat plnéni této Smlouvy
dobrovoln¢ ani nedobrovolné, at jiz
sloucenim, konsolidaci, likvidaci,
pusobenim prava ¢i jinym zplsobem bez
predchoziho pisemného souhlasu
spolecnosti  PRA;  jakékoli  udajné
postoupeni  nebo  delegovani  bez
ptedchoziho pisemného souhlasu PRA je
neplatné.

Zdravotnické zafizeni timto zaruCuje a
slibuje, ze v souvislosti s touto Smlouvou,
(i) neposkytl ani neposkytne, nenabidl ani
nenabidne (pfimo ani nepiimo) Zadnou
nedovolenou platbu (ani nedovoli jinym
osobam, aby ji poskytly nebo nabidly),
penize ani jiné hodnotné plnéni statnimu
ufednikovi, s cilem nedovolené ovlivnit
ukon nebo rozhodnuti takové tredni
osoby, pfimét ufedni osobu, aby v rozporu
se svymi povinnostmi provedla urcity
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(d)

official or person to do or omit to do any
act in violation of his or her relevant duty,
to obtain any improper advantage, to
procure improper performance of a
function or activity associated with this
Agreement or in the case of a government
official, to induce such official to use his
or her influence improperly to affect or
influence any act or decision of a
government and (ii) it has not and will not
(directly or indirectly) request, accept or
receive money or anything of value to
procure improper performance of a
function or activity associated with this
Agreement.

All notices related to this Agreement shall
be in writing and shall be delivered to the
parties’ and Sponsor’s addresses as stated

below:

If to PRA:

Pharmaceutical Research Associates, CZ

S.r.o.
C/O Pharm Research Associates (UK) Ltd

500 South Oak Way, Green Park Reading,

Berkshire, RG2 6AD
United Kingdom
Attention: Director of Global Contracts

If to the Institution:
Fakultni nemocnice Brno
Jihlavskéa 20

Brno 625 00

Czech Republic
Attention: Director

If to the Investigator:
Fakultni nemocnice Brno
Anesthesiology,
Intensive Care Medicine Clinic
Jihlavska 20

Brno 625 00

Czech Republic

Attention: MUDr. Igor Sas

If to the Sponsor:
B. Braun Melsungen AG
Carl Braun Stralle 1

Resuscitation and

(d)

PRA NIS Agreement — EU template — Institution only
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ukon nebo se jej zdrzela, ziskat
neopravnénou vyhodu, anebo podnitit
statniho ufednika k nedovolenému pouziti
jeho vlivu ke zméné nebo ovlivnéni
Ukonu nebo rozhodnuti statniho organu a
(i) nebude (pfimo ani nepifimo) Zzadat,
pfijimat penize nebo cokoliv hodnotného
s cilem nespravného vykonu funkce nebo
¢innosti souvisejici s touto Smlouvou.

Vsechna ozndmeni souvisejici s touto
Smlouvou budou ucinéna pisemné
adoruCena na niZze uvedené adresy

Smluvnich stran a Zadavatele:

Oznameni pro spolecnost PRA:
Pharmaceutical Research Associates, CZ
S.I.0.

C/O Pharm Research Associates (UK) Ltd
500 South Oak Way, Green Park
Reading, Berkshire, RG2 6AD

Velka Britanie

K rukam: Director of Global Contracts

Oznameni pro Zdravotnické zarizeni:
Fakultni nemocnice Brno

Jihlavska 20

Brno 625 00

Ceska republika

K rukam: feditele

Oznameni pro Zkousejiciho:
Fakultni nemocnice Brno
Klinika anesteziologie,
intenzivni mediciny
Jihlavska 20

Brno 625 00

Ceska republika

K rukam: MUDr. Igor Sas

resuscitace

Oznameni pro Zadavatele:
B. Braun Melsungen AG
Carl Braun StraRe 1
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34212 Melsungen
Germany

No party shall use the name, symbols
and/or trademarks of another, or the
Sponsor, in any form of publicity in
connection with the Study unless
explicitly approved by such other party,
or the Sponsor, in advance.

No waiver of any term or condition of this
Agreement whether by conduct or
otherwise in any one or more instances
shall be deemed to be or construed as a
further or continuing waiver of such term
or condition, or of any other term or
condition of this Agreement. If any terms
or conditions of this Agreement are held
to be invalid, illegal or unenforceable, the
remaining terms and conditions contained
herein shall not be affected.

This document, together with the Exhibits
attached hereto, constitutes the full
understanding of the parties with respect
to the subject matter hereof, and a
complete and exclusive statement of the
terms of their agreement, and no terms,
conditions, understanding or agreement
purporting to amend, modify, vary or
waive the terms of this Agreement shall
be binding unless made in writing and
signed by an authorized representative of
each party hereto.

This Agreement and any amendment
hereto may be executed in several
counterparts, each of which shall be
deemed an original but taken together
shall constitute one and the same
instrument.

Except as otherwise specifically provided
herein, termination of this Agreement
shall not relieve any party hereto from
any obligation under this Agreement that
accrued or arose from facts and
circumstances in existence prior thereto.

In addition, the provisions of this
Agreement that by their nature
contemplate continuing obligations shall

(€)

(f)

(9)

(h)
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34212 Melsungen
Némecko

Zadna Smluvni strana nepouZije v zadné
formé publicity v souvislosti se Studii
nazev, symboly ani obchodni znacky jiné
Smluvni strany ani Zadavatele bez
predchoziho vyslovného souhlasu doty¢né
Smluvni strany nebo Zadavatele.

Zadné zieknuti se jakékoli smluvni
podminky této Smlouvy, at’ jiz skutkem,
nebo jakkoli jinak pii jedné nebo vice
ptilezitostech nebude povazovano za
v budoucnu platné nebo trvajici zieknuti
se této nebo jakékoli jiné smluvni
podminky této Smlouvy. Pokud budou
jakékoli smluvni podminky této Smlouvy
povazovany za neplatné, nezakonné nebo
nevymahatelné, ostatni smluvni podminky
této Smlouvy tim nebudou dotceny.

Tento dokument spolu s pfiloZzenymi
Piilohami pftedstavuje uplnou dohodu
mezi Smluvnimi stranami Vv pfedmétné
zéalezitosti této Smlouvy, jakoz i Uplné
a vyluéné vyjadieni ptislusnych
smluvnich podminek, aZadné smluvni
podminky, umluvy ani dohody udajné
doplnujici, upravujici, ménici nebo rusici
smluvni podminky této Smlouvy nebudou
zavazné, pokud nebudou vyvedeny
V pisemné podobé a podepsany
opravnénym zastupcem kazdé Smluvni
strany této Smlouvy.

Tato Smlouva a jakykoli dodatek k ni
mohou byt vyhotoveny v nékolika
stejnopisech,  znichz kazdy bude
povazovan za original, ale spole¢né
predstavuji tentyZ pravni instrument.

S vyjimkou piipadi, kdy je vtéto
Smlouvé vyslovné ujednano jinak,
ukonCeni  uCinnosti  této  Smlouvy
nezbavuje zadnou z prislusnych

Smluvnich stran zadnych zavazkd podle
této Smlouvy, které vzesly ¢i vznikly ze

skutecnosti a okolnosti predchazejicich
tomuto ukonceni.
Ujednani této Smlouvy, kterd svou
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survive expiration or termination of this
Agreement.

(i) This Agreement shall be governed by the
laws of the Czech Republic.

(1)) The priority language of this Agreement
will be Czech language.

SIGNATURES WILL APPEAR ON
FOLLOWING PAGE

PRA NIS Agreement — EU template — Institution only
MUDr. Igor Sas / Fakultni nemocnice Brno
HC-0-H-1408

povahou ptedstavuji pokracujici zavazky,
budou trvat i po vyprSeni nebo ukonéeni
této Smlouvy.

(i) Rozhodnym pravem pro tuto Smlouvu je
pravo Ceské republiky.

() Rozhodnym jazykem této Smlouvy je
Cesky jazyk.

PODPISY JSOU NA NASLEDUJICI
STRANE
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IN WITNESS WHEREOQOF, the parties
have caused this Agreement to be executed by their
duly authorized representatives on the date(s)
indicated below, but effective for all purposes as of
the Effective Date.

PHARMACEUTICAL RESEARCH
ASSOCIATES CZ,S.R.O.

By/Podepsan/a:
Authorized Signature / Podpis opravnéné osoby

Name/Jméno: MUDr. Andrea KI¢

Title/Funkce: proxy / prokuristka

Date/Datum:

MUDR. IGOR SAS

By/Podepsan/a:

Name/Jméno: MUDr. Igor Sas

Title/Funkce: Investigator / Zkousejici

Date/Datum:

PRA NIS Agreement — EU template — Institution only
MUDr. Igor Sas / Fakultni nemocnice Brno
HC-0-H-1408

NA DUKAZ CEHOZ smluvni strany
uvedly tuto Smlouvu v platnost prostiednictvim
svych opravnénych zastupci v den uvedeny (ve
dnech uvedenych) nize, sucinnosti pro vSechny
ucely k Datu ucinnosti.

FAKULTNI NEMOCNICE BRNO

By/Podepsan/a:
Autorized Signature / Podpis opravnéné osoby

Name/Jméno: MUDr. Roman Kraus, MBA

Title/Funkce: Director / feditel

Datum/Datum:
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EXHIBIT A PRILOHA A
BUDGET & PAYMENT TERMS ROZPOCET & PLATEBNI PODMINKY

Sponsor: B. Braun Melsungen AG Zadavatel: B. Braun Melsungen AG
Protocol HC-0-H-1408 C. protokolu: HC-0O-H-1408
No:
PRA BBEH1408-HC1408 Identifika¢ni ¢islo | BBEH1408-HC1408
Project Id: projektu PRA:

I. PAYMENT TERMS I. PLATEBNI PODMINKY

1. Subject Enrollment. PRA anticipates that
the Institution will identify approximately 75
subjects whose data will be entered into the
database, but makes no guarantees regarding
this number. Institution shall not enroll
additional subjects without the prior written
approval of PRA or Sponsor, and neither
PRA nor Sponsor will be liable for
compensation for unauthorized subjects in
excess of the number specified above. PRA
will advise on enrollment progress and

1.

Nébor subjekti hodnoceni. PRA ocekava, ze
Zdravotnické zafizeni identifikuje piiblizné 75
subjektt klinického hodnoceni, jejichz data
budou zaddna do databaze, ale neposkytuje
zadné zaruky sohledem na tento pocet.
Zdravotnickeé zafizeni nesmi provadét nabor
nebo zatrazovat dalsi subjekty hodnoceni bez
ptedchoziho pisemného souhlasu PRA nebo
zadavatele a PRA ani zadavatel neruéi za
odménu za neschvalené subjekty hodnoceni nad
vySe uvedeny pocet. PRA bude informovat o

notify Institution when enrollment is prubéhu ndboru a upozorni Zdravotnické
complete. zatizeni, az bude nabor subjektd ukoncen.

2. Payments and Payment Timing. PRA will 2. Zpusob platby. PRA bude provadét platby
make payments by electronic bank transfer v korunéach Ceskych prostednictvim

in local currency as per Exhibit A. The
Budget attached as Exhibit A includes all
fees payable. PRA will not make any
additional payments to Payee pursuant to
this Agreement without the prior written
approval of PRA or Sponsor, and any such
requests for payment must be in accordance
with the terms noted herein. Neither PRA
nor Sponsor will pay for any activities in
violation of the Protocol, or applicable laws
or regulations unless approved in writing by
PRA or Sponsor.

(a) Subject Data Entry Payments. PRA
will make one payment within forty-
five (45) days of completion of all of
the following by Institution:

(i) Retrieval or receipt by PRA
of satisfactorily completed
eCRFs for all Study subjects;

of all

(i) Resolution queries

elektronického bankovniho pievodu v souladu s
ptipojenou Pfilohou A. Rozpocet uvedeny
v Piiloze A obsahuje veskeré splatné platby.
PRA neuhradi piijemci plateb zadné dodate¢né
platby podle této Smlouvy bez piedchoziho
pisemného souhlasu PRA nebo zadavatele a
veskeré takové zZadosti o platby musi byt
podany v souladu s kritérii uvedenymi ve
Smlouvé. PRA neuhradi ani Zadné vykonané
aktivity poskytnutd v rozporu s protokolem
nebo plathymi  prdvnimi  piedpisy bez
ptedchoziho pisemného schvéleni PRA nebo
zadavatele.

(@) Platby za zpracovani dat pacienta.
PRA uhradi jednordzovou platbu do
Ctyficeti-péti (45) dnd od splnéni nize
uvedeného Zdravotnickym zafizenim:

(i) potvrzeni uspokojivé vyplnénych
elektronickych Zaznamu subjektu
hodnoceni ke vSem Subjektim
hodnocenti;

(if)zodpovézeni

vSech dotazu
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made by PRA to Institution odeslanych PRA Zdravotnickému
concerning Study data or zafizeni, ve vztahu k Gdajim nebo
records. zdznamum ke Studii;

(b) Other Payments. All  other (b) Ostatni platby.  Vsechny ostatni

payments will be made within forty-
five (45) days of receipt by PRA of a
valid invoice, in the amounts
specified in the Budget, and
according to the following criteria.

(i) Independent Ethics
Committee Fees or Other
Regulatory Bodies— PRA
directly pay the relevant
Regulatory Body or Ethics
Committee in accordance
with an invoice issued to
PRA by the Regulatory Body
or Ethics Committee.

3. Invoicing. Payments will be paid on issued
invoices. Invoice will be issued by the
Institution based on request for invoices
(“RFT”) prepared by PRA. Date of taxable
supply is the date of RFI delivery to the
Institution. All invoices must contain the
Protocol title and number, a detailed
summary of the payment to be made,
supporting documents (if any), and be
addressed to the following:

PRA Office | Pharmaceutical

Name: Research Associates
CZ, s.r.o.

PRA Jankovcova 1569/2c,

Mailing Praha 7, 170 00,

Address: Czech Republic

Attn: Accounts Payable /
Investigator
Payments Group
Protocol: HC-O-H-
1408

* Invoices missing any of the above
information may result in delayed payment.

All invoices should be received by PRA within
forty-five (45) days following the incurrence of
the applicable expense or database lock,
whichever is earlier. Institution understands
once PRA has reconciled and closed Study

platby budou hrazeny ve lhaté
Ctyficeti-péti (45) dni poté, co PRA
obdrzi platnou fakturu, a to v ¢astkach
specifikovanych v Rozpo¢tu a Vv
souladu s nasledujicimi kritérii.
Q) Poplatky Etické komise nebo
jiné regulatorni poplatky -
PRA zaplati poplatky piimo
ptislusné IRB nebo etické
komisi v souladu s fakturou
vystavenou IRB nebo etickou
komisi pro PRA.

3. Fakturace. Platby budou provadény na zakladé

faktury. Faktura bude vystavena Zdravotnickym
zatizenim na zakladé kalkulace vytvorené PRA
(,,request for invoice®, dale jen ,,RFI*). Datem
uskute¢néni zdanitelného plnéni je den doruceni
kalkulace do Zdravotnického zafizeni. VSechny
faktury musi obsahovat ndzev a ¢islo protokolu,
podrobné shrnuti platby a pfipadné podptrné
dokumenty a budou fakturovany nésledujicim
prijemcim:

PRA jméno: | Pharmaceutical
Research Associates
CZ,s.r.o.

PRA Jankovcova 1569/2c,

adresa: Praha 7, 170 00,
Czech Republic

K rukam: Accounts Payable /

Investigator
Payments Group
Protocol: HC-O-H-
1408

* Uhrada faktur s netiplnymi informacemi mitize
byt zpozdéna.

Vsechny faktury by méla PRA obdrzet do
Ctyficeti péti (45) dna od vzniku pfislusnych
vydaji nebo uzavieni databadze, podle toho,
ktery z termint nastane diive. Zdravotnické
zafizeni chéape, ze jakmile PRA interné
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internally that PRA reserves the right to no
longer accept invoices.

4. Final Payment. PRA will perform a
reconciliation of the Institution’s payments
before issuing a final payment to the Payee
to account for all previous Study payments,
remaining payments due and if applicable
this shall include the withholding from Visit
Payments. The reconciliation will result in
either a final payment due to the Payee
(“Final Payment”) or a request for
reimbursement due to PRA
(“Reimbursement”).

5. Taxes. Payments shown in the Exhibit B
Budget do not include tax of any type. If the
Payee is VAT/GST registered, and if VAT/
GST or other applicable taxes are required
under the Payee’s country law, the
applicable tax should be added and shown
on the invoice at the local applicable VAT
rate. The Institution and Payee each
acknowledge and agree that Payee shall be
solely responsible for paying the appropriate
amount of any applicable federal, state, and
local taxes with respect to all payments
made pursuant to this Agreement, and PRA
shall have no responsibility whatsoever for
withholding or paying any such taxes on
behalf of the Institution or Payee.

6. Payment Dispute. Payee and Institution will
have thirty (30) days from the receipt of
final payment to dispute any payment
discrepancies.

platby  piijemci  plateb

. Sporné

sesouhlasi platby a uzavie studii, vyhrazuje si
pravo nepfijimat zadné dalsi faktury.

Kone¢na platba. Pred uhrazenim konecné
provede PRA
sesouhlaseni plateb Zdravotnického zatizeni k
ovéfeni v8ech piedchozich plateb provedenych
v rdmci studie, zbyvajicich plateb k thradé, a ty
budou ptipadné zahrnovat zadrzené platby za
navstévy subjektd, a trzni cenu vybaveni
poskytnutého dle této smlouvy, které
Zdravotnickeé zatizeni zakoupi. Po sesouhlaseni
bude bud’ vyplacena konec¢na platba piijemci
(,,kone¢na platba“), nebo bude uplatnén
pozadavek na vraceni ¢astky dluzné spole¢nosti
PRA (,,refundace).

Dané. Platby uvedené v Piiloze B Rozpocet
neobsahuji Zadné dané. Je-li piijemce platby
platcem DPH / dané¢ ze zbozi a sluzeb a
pozaduje-li se odvedeni DPH / dané ze zbozi a
sluzeb podle zakont v zemi piijemce platby, je
tieba pfipocitat a uvést DPH na faktufe v platné
sazb& pro danou zemi. Zdravotnické zafizeni a
ptijemce platby potvrzuji a souhlasi, ze
ptijemce platby bude vyhradné odpovidat za
platbu ptislusné castky jakychkoli platnych
federalnich, narodnich a mistnich dani
souvisejicich se vsemi platbami provedenymi
podle této Smlouvy a PRA nenese Zadnou
odpovédnost za srazku nebo  zaplaceni
jakychkoli takovych dani za Zdravotnické
zatizeni nebo prijemce platby.

platby.  Pfijemce  platby a
Zdravotnického zafizeni budou mit tficet (30)
dni od pfijeti kone¢né platby na zpochybnéni
jakychkoli rozdila v platbach.

7. Institution’s bank details 7. Bankovni Udaje Zdravotnického zatizeni

Bank account Fakultni nemocnice Brno Nazev Gctu Fakultni nemocnice Brno
Account 71234621/0100 Cislo Gétu 71234621/0100

number

IBAN CZ5501 0000 0000 0071234621 IBAN ¢&islo  |[CZ5501 0000 0000 0071234621
Payment 12302016 or invoice number Variabilni 12302016 nebo &islo faktury
identification symbol

Bank name  Komer¢ni banka a.s., Néazev banky Komer¢ni banka a.s.
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Bank Address Namésti Svobody 21, Brno, 631 Adresa banky Némésti Svobody 21, Brno, 631 31,
31, Czech Republic Ceska republika

Swift Code = | KOMBCZPP Swift Code = KOMBCZPP

Bank fees: PRA accounts payable pays the fees of
PRA’s bank, Payee and Institution pays the
beneficiary bank fees, i.e. intermediary banks.

Bankovni poplatky: SHA — PRA plétce hradi
poplatky banky platce PRA, Zdravotnické
zafizeni (pfijemce) hradi poplatky banky
ptijemce, popt. zprostiedkujicich bank.
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Il. BUDGET 1. ROZPOCET
B. Braun Melsungen
HC-O-H-1408
BBEH1408-HC1408
Final Protocol v.1.1 dated 24July2015
Investigator MUDr. Igor Sas
Study Center Fakultni nemocnice Brno
Country Czech Republic
Currency CZK
Overhead 0%
Terms Defined
Per Patient Budget - The items in the Budget include all fees payable and will be paid in accordance with the Payment Terms attached to the Agreement.
Section 1. Administrative Costs: costs incurred regardless of patient enrollment or activity
Section 2 Cost Per Visit: costs incurred due to patient activity while participating in the Study and in accordance with the Protocal.
1. Administrative Costs, Per Invoice
UnitCost  Unit Type Total Cost
Initial Administrative Cost
One time fee at
Archiving/Document Storage / per patient 15,000 Final Payment
Estimated Total Administrative Costs: 15,000
*Item will be paid upon reciept of actual invoice without increase for administrative andlor overhead fees.
2. Costs Per Visit
Expected
Number of
UnitCost  UnitType  Overhead SubTotal Instances Total Cost
Data Collection 602 each 0 602 1 602
Estimated Total Visit Cost per Patient: 602
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