NON INTERVENTIONAL STUDY
AGREEMENT

This NON INTERVENTIONAL STUDY Agreement
(hereafter the ‘“Agreement”) is made this
........................ and entered into by and between
Hospira UK Limited of Queensway, Royal
Leamington Spa, Warwickshire CV31 3RW,
England (hereafter the “Sponsor”), represented by
UBC Late Stage (UK) Limited located at 26-28
Hammersmith Grove, W6 7HA London, United
Kingdom together with its Affiliates (hereafter
collectively referred to as “UBC”), in relation to
Sponsor’s Inflectra (“STUDY Product”), with UBC
acting as agent pursuant to a letter of authorization
between the Sponsor and UBC dated 6™ November
2014,

And

The institution Fakultni nemocnice Hradec Kralove,
located at Sokolska 581, 500 05 Hradec Kralove —
Novy Hradec Kralove, Czech Republic VAT no:
CZ00179906 and Tax no: 00179906herewith
represented by prof. MUDr. Roman Prymula, CSc.,
Ph.D, (hereafter the “Institution”)

And

the investigator | NN

B (ocated at II. interni gastroenterologickd
klinika Fakultni nemocnice Hradec Kralové
(hereafter the “Investigator”)

the Institution and the Investigator are (hereafter
collectively referred to as the “Site”,

with the Site and the Sponsor being referred to
individually as a “Party” and collectively as the
“Parties”).

And with UBC representing the Sponsor for the
purposes of this Agreement.

SMLOUVA O NEINTERVENCNI STUDII

Tato smlouva o NEINTERVENCNI STUDII (déle
jen ,smlouva®) se uzavird dne
mezi spoleCnosti Hospira UK Limited of
Queensway, se sidlem v Royal Leamington Spa,
Warwickshire CV31 3RW, Anglie (dile jen
»~zadavatel), zastoupenou spolecnosti UBC Late
Stage (UK) Limited, se sidlem na adrese 26-28
Hammersmith Grove, W6 7HA Londyn, Velka
Britanie, spolu se svymi pobockami/partnery (déle
souhrnn¢ jen ,UBC*), ve vztahu k produktu
zadavatele Inflectra (,,HODNOCENY piipravek®),
kde bude spole¢nost UBC jednat jako zdstupce podle
plné moci mezi zadavatelem a spolecnosti UBC ze
dne 6. listopadu 2014%),

a

poskytovatelem sluzebFakultni nemocnici Hradec
Kralové, se sidlem Sokolska 581, 500 05 Hradec
Krilové — Novy Hradec Kralové, Ceskd republika,
DIC: CZ00179906 a IC: 00179906, zastoupenym
prof. MUDr. Romanem Prymulou, CSc., Ph.D.,,
(dale jen ,,poskytovatel sluzeb*)

a

hodnotitelern |

se sidlem II. interni gastroenterologicka
klinika Fakultni nemocnice Hradec Kralové (dile jen
,,hodnotitel*).

Poskytovatel sluzeb a hodnotitel budou dale souhrnné
ozna¢ovani jako ,,misto provadéni‘

amisto provadéni azadavatel budou jednotlive
oznacovani jako ,.smluvni strana“ a souhrnné jako
,,smluvni strany“.

Spole¢nost UBC pro ucely této smlouvy zastupuje

zadavatele.

Vychozi ustanoveni

Whereas - Zadavatel se zabyvd vyzkumem
- The Sponsor is engaged in research and a vyvojem humannich 1éCivych
development of human pharmaceutical ptipravki. Mezi tyto aktivity patii
products, including the NON i NEINTERVENCN{ STUDIE
INTERVENTIONAL STUDY Post- Postregistracni  pozorovaci  kohortni
authorization  Observational  Cohort studie  u pacientii  se  zdnétlivym
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Study of Patients with Inflammatory
Bowel Disease Treated with Inflectra in
Usual Clinical Practice bearing protocol
number (hereafter the
“STUDY” or “Study”);

- The scope and nature of the STUDY is as
defined in accordance with Protocol
Number [N 7o
authorization ~ Observational  Cohort
Study of Patients with Inflammatory
Bowel Disease Treated with Inflectra in
Usual Clinical Practice and all
amendments thereto (the “Protocol”)
which is attached to this Agreement at
Exhibit A.

- The Sponsor has retained UBC to
perform certain duties and functions in
relation to the above named STUDY,
including but not limited to study
monitoring and project management, in
accordance  with  the Letter of
Authorization;

- The Site has the capability, qualified
personnel, appropriate facilities,
resources, subject population, equipment
and experience to conduct the STUDY
effectively and in a competent manner;

- The Site desires to participate in the
STUDY on the terms and subject to the
conditions of this Agreement as set forth
below.

The Parties have agreed as follows:

1. Conduct of STUDY

1.1 The Site shall ensure that the STUDY is
carried out in strict adherence to the Protocol (including
its amendments, if relevant), authorization obtained
from the State Institute for Drug Control, if applicable, a
concurring opinion of the Ethical Commission, the
terms of this Agreement, all applicable laws, rules,
ordinances, regulations and guidelines including, but
not limited to, Act No. 3782007 Coll., on
Pharmaceuticals, as amended (“Act on
Pharmaceuticals”); Decree of the Ministry of Health
and the Ministry of Agriculture of the Czech Republic

onemocnenim stiev lécenym pripravkem
Inflectra v obvyklé  klinické  praxi
oznateni ¢&islem protokolu ||| G

Bl dile jen ,STUDIE“ nebo
,studie®).

- Rozsah apovaha této  STUDIE
odpovidaji vymezeni v souladu
s protokolem
Postregistracni  pozorovaci  kohortni
studie  u pacientii  se  zdnétlivym

onemocneni strev lécenym pripravkem
Inflectra v obvyklé klinické praxi a vSemi
jeho dodatky (ddle jen ,,protokol), ktery
je pripojen k této smlouvé jako piiloha
A.

- Zadavatel kprovadéni urcitych tkolu
a funkci v souvislosti s vySe uvedenou
STUDII vyuZivd sluZeb spole&nosti
UBC. Jde mimo jiné o monitorovani
studie afizeni projektu v souladu
s povétovaci listinou.

- Misto provddéni ma  k dispozici
kvalifikované spolupracujici osoby na
sluzbach, vhodna zafizeni, zdroje,
populaci subjektl, vybaveni a zkusenosti
pottebné k efektivnimu a kompetentnimu
provedeni STUDIE.

- Misto provddéni se chce tcastnit
STUDIE podle podminek této smlouvy,
které jsou uvedeny niZe.

Smluvni strany se dohodly takto:

1. Provadéni STUDIE

1.1 Misto provadéni zajisti, aby STUDIE byla
provadéna v piisném souladu s protokolem (véetné
jeho pripadnych dodatkl), s piipadnym opravnénim
ziskanym od Statniho udstavu pro kontrolu 1éCiv, se
souhlasnym stanoviskem etické komise,
s podminkami této smlouvy, se vSemi platnymi
zdkony, ptedpisy, vyhldSkami, nafizenimi a pokyny,
mj. vcetné zdkona ¢. 378/2007 Sb. o lécivech
v platném znéni (,,zakon o léfivech®), s vyhlaskou
ministerstva zdravotnictvi a ministerstva zemé&délstvi
Ceské republiky & 226/2008 Sb., o spravné
NEINTERVENCNI praxi abliz§ich podminkich
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No. 226/2008 Coll., on good NON
INTERVENTIONAL practice and the detailed
conditions of NON INTERVENTIONAL STUDYs
on medicinal products; Act No. 372/2011 Coll., on
Health care services, Commission Directive
2005/28/EC of 8 April 2005 laying down the
principles and detailed guidelines for good NON
INTERVENTIONAL practice regarding
investigational medicinal products for human use, as
well as the requirements for the authorisation of the
manufacturing or importation of such products; Act
No. 101/2000 Coll., on the Protection of Personal
Data, the World Medical Association’s Declaration of
Helsinki, Good Clinical Practices of the International
Conference on Harmonisation (ICH) (“Law”) and the
Sponsor’s and/or UBC’s written instructions related to
the STUDY and its performance. In furtherance of the
foregoing obligations, the Institution shall ensure that an
Institutional Review Board (“IRB”) and/or Independent
Ethics Committee (“IEC”) as applicable, established
and constituted in accordance with the Law(s), oversees
the conduct of the Study and is fully compliant with
such Law(s), as applicable. Institution shall comply
with the directives of the IRB/IEC respecting the
conduct of the Study, and shall notify UBC to the extent
any such directives vary from the Protocol.

1.2 Investigator hereby acknowledges reviewing
and understanding the Protocol, as evidenced by the
Investigator’s  signature on the Investigator
Agreement(s) contained within the Protocol, as may
be amended from time to time, all of which are
incorporated herein by reference.

1.3 Investigator understands and agrees that
neither Investigator nor any subinvestigator shall
receive any funds from UBC or Sponsor other than
the funds paid to Institution set forth in the budget
attached hereto as Exhibit B, Payment Table, for any
of their work relating to this Study.

1.4 Institution and Investigator warrants and
represents that Institution, Investigator and all
cooperating persons performing services in relation
to the Study: (i) have training, expertise and required
licenses (with regard to Investigator, a valid and
active medical license that has never been revoked,
suspended or restricted in any way) to conduct the
Study, including clinical research experience; (ii)
have appropriate research facilities, sufficient
resources and equipment to conduct the Study in

NEINTERVENCNICH STUDII 1é¢ivych piipravki,
zakona €. 372/2011 Sb., o zdravotnich sluzbach, se
smérnici Komise ¢.2005/28/ES ze dne 8. dubna
2005, kterou se stanovi zasady a blizs$i pokyny pro
spravnou  NEINTERVENCNI praxi tykajici se
hodnocenych humannich 1é¢ivych ptipravkl, a také
v ptisném souladu s poZadavky na povoleni vyroby ¢&i
dovozu takovych piipravki, se zdkonem ¢. 101/2000
Sb. o ochran¢ osobnich tdaji, s Helsinskou deklaraci
Svétové 1ékafské asociace, se spradvnou klinickou
praxi podle Mezindrodni konference pro harmonizaci
(ICH) (,,zdkony*) a s pisemnymi pokyny zadavatele
a/nebo spole¢nosti UBC souvisejicimi se STUDII
a jejim provadénim. Poskytovatel sluzeb v ndvaznosti
na vySe uvedené povinnosti zajisti, aby
institucionalni hodnotici komise (,,JHK*) a/nebo
piipadné nezdvisld etickd komise (,,EK*) zfizena
azaloZzend vsouladu se zdkony dohliZzela na
provadéni studie a jeji uplny soulad s témito zdkony.
Poskytovatel sluZzeb bude dodrZovat smérnice
IHK/EK tykajici se provadéni studie a v piipade, Ze
se tyto smérnice budou odliSovat od protokolu, o tom
vyrozum{ spole¢nost UBC.

1.2 Hodnotitel timto potvrzuje, Ze si prostudoval
protokol aje snim srozumén, coz doklddd svym
podpisem strany obsaZené v protokolu, ktery miize
byt piilezitostné zménén, pfiCemZ toto vie je
odkazem zaclenéno do této smlouvy.

1.3 Hodnotitel je srozumén a souhlasi s tim, Ze
hodnotitel ani spoluzkousejici neobdrZi za svou praci
souvisejici se studii od spolecnosti UBC ani
zadavatele Zadné jiné prosttedky neZ ty, jeZ jsou
poskytovateli sluzeb vyplaceny podle ustanoveni
rozpoc¢tu, ktery je pfilozen ktéto smlouveé jako
ptiloha B — Tabulka plateb.

1.4 Poskytovatel sluZzeb a hodnotitel se zarucuji
a prohlaSuji, Ze poskytovatel sluZeb, hodnotitel
a vSechny spolupracujici osoby provadé¢jici sluzby
souvisejici s touto studii: (i) maji vzdélani, zkusenosti
a pozadovand povoleni (uhodnotitele je to platna
a aktivni lékaiskd licence, kterd nebyla nikdy
zrusena, pozastavena ani jakkoli omezena)
k provddéni studie, vcetné zkuSenosti s klinickym
vyzkumem, (ii) maji pfislusnd vyzkumnd zafizeni,
dostateCné zdroje avybaveni k provddéni studie
v souladu s podminkami této smlouvy a platnymi
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accordance with the terms of this Agreement and the
applicable Laws; and (iii) are properly communicated
with and instructed relating to the Protocol, its
requirements and each such person’s respective
responsibilities related to the conduct of the Study.

2. Institution and Investigator

2.1  The Institution shall conduct the STUDY at the
Institution’s premises and shall ensure that the
Investigator shall conduct the STUDY at the
Institution by performing or causing to be
performed in accordance with this Agreement and
any applicable Law(s), those NON
INTERVENTIONAL and observational research
activities and tests described in the Protocol which
are the responsibility of the Investigator (and for the
avoidance of doubt, Investigator agrees to do the
same). The Investigator shall be responsible for
preparing a report on the results of the STUDY for
submission to the relevant authorities in accordance
with applicable requirements and Law(s).

2.2 Institution and Investigator acknowledge that
the Sponsor, represented by UBC as its
authorized agent and signatory for and on behalf
of the Sponsor, is entering into this Agreement
with Institution with the understanding that
Investigator shall be personally responsible on
Institution's behalf for the conduct of the
STUDY. If such personal services are not
available for any reason, Sponsor (acting directly
or through UBC) may terminate this Agreement
immediately without any further liability.

3. Use and Disclosure of Health Information
and Monitoring of Study

3.1 The Site will comply with all applicable
Law(s) pertaining to subject confidentiality, use and
disclosure of subject health information with regard
to all information and records obtained, reviewed
and/or generated in the course of the Study and shall
permit access to such information and records only as
authorized by applicable Law(s) of the Czech
Republic, especially Act No. 101/2000 Coll., on the
Protection of Personal Data. Individually identifiable
information of subjects enrolled in the Study shall not
be disclosed to the Sponsor or UBC by the Institution
or the Investigator unless the subject authorizes such

zdkony, (iii) jsou ftddné¢ obezndmeni a pouceni
o protokolu, jeho  poZadavcich  a piisluSnych
povinnostech kazdé takové osoby souvisejicich
s provadénim studie.

2. Poskytovatel sluZeb a hodnotitel

2.1 STUDIE ©bude provadéna v prostorich
poskytovatele sluzeb. Poskytovatel sluzeb zajisti,

aby hodnotite]l STUDII provadél u poskytovatele

sluzeb vsouladu stouto smlouvou a vSemi
platnymi zakony s vyuZitim
NEINTERVENCNICH a pozorovacich
vyzkumnych  Cinnosti  atesti  popsanych

v protokolu, které jsou odpovédnosti hodnotitele
(aby nevznikly pochybnosti, hodnotitel s timto
rovnéZ souhlasi). Hodnotitel vypracuje zpravy
ovysledcich STUDIE, kterda bude ptedloZena
prislusnym  dfadim  vsouladu s platnymi
pozadavky a zdkony, a za vypracovani této zpravy
bude odpoveédny hodnotitel a poskytovatel sluzeb.

2.2 Poskytovatel sluzeb ahodnotitel berou na
védomi, Ze zadavatel, zastoupeny spoleCnosti
UBC jako svym opravnénym zdstupcem
a stranou oprdvnénou se podepisovat jménem
zadavatele, uzavira tuto smlouvu S
poskytovatelem sluZeb a hodnotitelem s tim, Ze
hodnotitel] bude jménem poskytovatele sluZzeb
osobn€ odpovédny za provadéni STUDIE. Pokud
tyto osobni sluzby nebudou z n¢jakého divodu
k dispozici, zadavatel (jednajici piimo nebo
prostfednictvim spolec¢nosti UBC) miZze tuto
smlouvu okamZzit¢ ukoncit, aniZz by mu tim
vznikly dal$i zdvazky.

3. Pouziti a poskytovani zdravotnickych
informaci a monitorovani studie

3.1 Misto provddéni bude dodrZovat vSechny
platné zdkony vztahujici se k diivérnosti subjektu,
pouziti a poskytnuti zdravotnich informaci subjektu
ve vztahu ke vSem informacim a zdznamum, které
byly ziskany, prostudovany a/nebo vytvoieny béhem
studie, apovoli pfistup ktémto informacim
a zdznamim pouze tak, jak povoluji piislusné zakony
Ceské republiky, zejména zikon &. 101/2000 Sb.
o ochran¢ osobnich tudaji. Poskytovatel sluZeb ani
hodnotitel neposkytnou zadavateli ani spolecnosti
UBC informace umoziujici identifikovat jednotlivé
subjekty zarazené do studie, pokud subjekt toto
poskytnuti neodsouhlasi. TotoZnost subjekti nebude
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disclosure. The identity of subjects will not be
disclosed to third parties without prior written
consent of the subject, except in accordance with any
applicable data protection Law(s). In addition,
Institution agrees to abide by the terms of the Privacy
Addendum attached hereto and incorporated herein
as Exhibit C.

3.2 Investigator shall be responsible on behalf of the
Institution to obtain from each subject, prior to the
subject's participation in the Study, a signed informed
consent form (“Informed Consent”) including a
necessary authorization to disclose health information to
UBC and Sponsor in a form approved in writing by the
IRB/IEC and in conformity with Sponsor's guidelines
therefore set forth in the Protocol. If the Informed
Consent does not include such authorization,
Investigator shall also obtain an authorization for
Sponsor and its representatives and other third parties
involved with or evaluating the Study to access and
obtain copies of Study data. Such authorization shall
also be in conformity with Sponsor’s guidelines and
compliant with all Law(s).

3.3 Institution shall permit UBC and/or Sponsor or
Sponsor’s designee(s) access to Study site to monitor
the conduct of the Study as well as to audit records,
CRFs, source documents, and other data relating to the
Study, in order to verify Institution's and Investigator's
compliance with their obligations herein, provided
however, that Institution or its representative may redact
such records, CRFs, source documents, and other data
as may be legally required to protect subject
confidentiality, consistent with Law(s) and the terms of
this Agreement.

4. Subject Enrolment, Delivery of Progress
Reports and Study Scientific Material

4.1 The Site acknowledges that the Sponsor
reserves the right to limit entry or enrolment of
subjects at any time on written notice to the Site.
After the receipt of such a notice, the Site shall not
enroll further subjects into the STUDY. Likewise,
the Site may enrol additional subjects than the
number specified in Exhibit B with the written
approval of UBC or Sponsor.

4.2  The Site shall obtain the prior written approval

bez jejich ptedchoziho pisemného souhlasu
prozrazena tfetim strandm, pokud se tak nestane
v souladu platnymi zdkony na ochranu udaji. Krome
toho poskytovatel sluzeb souhlasi stim, Ze bude
dodrzovat podminky dodatku o ochrané¢ soukromi
pfipojeného k této smlouvé a zaclenéného do ni jako
piiloha C.

3.2 Hodnotitel bude odpovédny za to, Ze jménem
poskytovatele sluzeb ziskd od kazdého subjektu pred

jeho  ucasti ve studii podepsany  formuldf
informovaného souhlasu (,,informovany souhlas®),
véetnd nezbytného oprdvnéni  k poskytovani

zdravotnich informaci spolecnosti UBC a zadavateli
formou, kterou pisemné schvali komise IHK/EK,
avsouladu s pokyny zadavatele, které jsou stanoveny
v protokolu. Pokud informovany souhlas toto opradvnéni
neobsahuje, hodnotitel ziskd opravnéni k piistupu
kddajim studie aziskdvani jejich kopii také pro
zadavatele ajeho zdstupce nebo jiné tieti strany
podilejici se na studii nebo jejim vyhodnoceni. Toto
opravnéni bude také v souladu s pokyny zadavatele a se
vSemi piisluSnymi zdkony.

3.3  Poskytovatel sluZeb povoli spole¢nosti UBC
a/nebo zadavateli nebo jim poveéfenym osobam piistup
na misto provadéni studie za dcelem monitorovani
provadéni studie ataké kontroly zdznamt, zaznamu
CREF, zdrojovych dokumenti a dalsich tdajt tykajicich
se studie tak, aby bylo mozno ovéfit, zda poskytovatel
sluzeb ahodnotitel dodrzuji své povinnosti uvedené
vtéto smlouvé, avSak za podminky, Ze poskytovatel
sluzeb a jeho zastupci mohou tyto zdznamy, zdznamy
CRF, zdrojové dokumenty a dal$i idaje redigovat tak,
jak to bude ze zdkona pozadovano kvili ochrané

divérnosti  subjekti, ato vsouladu se zikony
a podminkami této smlouvy.
4. Prijimani subjektu, piedkladani zprav

o prubéhu a studijni védecké materialy

4.1 Misto provadéni bere na védomi, zZe zadavatel
si vyhrazuje pravo kdykoli na zdklad¢é pisemného
ozndmeni mistu provddéni omezit vstup nebo piijem
subjektl. Misto provadéni po obdrZeni tohoto
ozndmeni nebude dile piijimat subjekty do této
STUDIE. Obdobn¢ miiZze misto provadéni pfijmout
dalsi subjekty nad rdmec uvedeny v ptiloze B, pokud
k tomu ziska pisemny souhlas spole¢nosti UBC nebo
zadavatele.

4.2 Misto providdéni si pfedem obstard pisemny
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of the Sponsor and the relevant IRB/IEC of:

1) the form of Informed Consent to be signed by
subjects enrolling in the STUDY; and

i) the text of any communication soliciting
subjects for the STUDY before placement, including,
but not limited to, newspaper and radio
advertisements, direct mail pieces, Internet
advertisements or communications, and newsletters,
which communications must comply with applicable
all Law(s), including those of the Czech Republic.

4.3 The Site shall not pay any fees to another
physician for the referral of subjects.

44 The Site shall exclude from the STUDY
subjects who are excluded per the exclusion criteria
of the Protocol, persons specified in Section 52/2 of
the Act on Pharmaceuticals and also subjects who
are simultaneously enrolled in any other NON
INTERVENTIONAL STUDY or study unless the
Sponsor and the relevant IRB/IEC specifically
consent in writing prior to such enrolment.

4.5 Before enrolling each subject in the STUDY,
the Investigator shall obtain an approved Informed
Consent signed by each subject (or his/her legal
representative). The signed Informed Consent shall
be based on a previous discussion between the
Investigator and the STUDY subject, during which
the STUDY subject shall have an opportunity to
understand the aims, risks and difficulties of the
STUDY and conditions under which the STUDY
shall be performed. In addition to this, the STUDY
subject shall obtain information about his right to
withdraw from the STUDY at any time without
suffering any damage. The Investigator shall deliver
to the STUDY subject (or his/her representative) a
copy of the signed Informed Consent.

4.6 Institution shall provide to UBC all essential
documents within 7 business days of Institution’s
receipt of IRB’s written approval. Upon the request
of UBC, Institution shall submit oral and/or written
reports on the progress of the Study. Within forty
five (45) days following the completion or premature
termination of the Study, Institution shall furnish
UBC with the final IRB/IEC report on the Study
prepared by the Investigator.

souhlas zadavatele a piislusné komise IHK/EK s:

1) formuldfem informovaného souhlasu, ktery
budou podepisovat subjekty vstupujici do STUDIE, a

i)  textem vSech sdéleni zaméfenych na ziskdni
subjektll pro STUDII jesté pred jejich uvefejnénim,
mj. vCetné inzerdtl v novinach a rozhlasu, pfimych
postovnich zdsilek, internetovych inzerdtl nebo
sdéleni a zpravodajii, pricemZ tato sdéleni musi
spliiovat vsSechny platné zdkony vcetné zakont
Ceské republiky.

43 Misto provadéni nebude vypldcet Zadné
odmény jinému lékafi za odeslani subjektt.

4.4  Misto provadéni vylouc¢i ze STUDIE subjekty,
které jsou vyloucCeny podle kritérii protokolu pro
vyloueni, osoby uvedené v§ 52 odst. 2 zdkona
o léCivech, ataké subjekty, které jsou soucasné
zatazeny do jiné NEINTERVENCNI STUDIE nebo
studie, pokud zadavatel a ptislusnd komise IHK/EK
tento vstup vyslovné pfedem pisemné neschvali.

4.5 Hodnotitel si pfed zdpisem jednotlivych
subjektti do STUDIE obstard schvileny informovany
souhlas podepsany jednotlivymi subjekty (nebo jejich
zdkonnymi  zastupci). Podepsany informovany
souhlas bude vychézet z predchoziho rozhovoru mezi
hodnotitelem a subjektem STUDIE, béhem néhoz
bude mit subjekt STUDIE moZnost sezndmit se s cili,
riziky a obtizemi STUDIE a podminkami, za nichZ
bude STUDIE provadéna. Kromé toho ziské subjekt
STUDIE informace osvém pravu kdykoli ze
STUDIE odstoupit, aniZ by mu tim vznikla jakdkoli
Skoda. Hodnotitel pfedd subjektu STUDIE (nebo jeho
zakonnému zastupci) kopii podepsaného
informovaného souhlasu.

4.6  Poskytovatel sluzeb poskytne spolecnosti UBC
vSechny zdsadni dokumenty, a to do 7 dnl od chvile,
kdy obdrzi pisemny souhlas komise IHK.
Poskytovatel sluzeb bude na zadost spole¢nosti UBC
predkladat dstni a/nebo pisemné zpravy o pokroku
studie. Poskytovatel sluZeb do étyficeti péti (45) dnti
od dokoneni nebo piedCasného ukoneni studie
pifedd spolecnost UBC konecnou zpravu komise
IHK/EK o studii, kterou vypracuje hodnotitel.
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4.7 The Sponsor, through UBC, shall provide
Institution with a sufficient quantity of scientific
materials and information which the Protocol
specifies to conduct the Study (“Study Scientific
Materials”). All such Study Scientific Materials
which are not considered source documents or have
subject identifying information shall remain at all
times the sole property of Sponsor. The Investigator
shall ensure that the Study Scientific Materials
supplied are adequate. In addition, upon completion
or termination of the Study, Study Scientific
Materials supplied shall be returned or destroyed
pursuant to the Protocol or UBC’s or Sponsor’s
instructions.

4.8 Estimated number of enrolled subjects —
at least ] In case the number of enrolled subjects
does not match the number of expected Subjects
indicated above, the exact number of subjects
enrolled in the study will be agreed in writing
between the Parties without the need for an
amendment to this Agreement.

S. Payment

5.1  The Sponsor, through UBC will pay Institution
a sum of || GGG e applicable),
for each complete and evaluable subject (as defined
in clause 5.5 below), in accordance with the schedule
of payment in the Exhibit B. All payments will be
made in local currency and the total amount paid
under this Agreement shall not exceed ||| Gz
without the prior written Agreement of Sponsor.
Such fee includes all fees payable by the Sponsor in
relation to the services performed under the terms of
this Agreement. Payment of any such sum to the
Institution shall be a good and valid discharge of the
Sponsor’s obligation to pay the same.

5.2 The Site shall not use the services of, or
subcontract its obligations to, any third party in
relation to the provision of the services under this
Agreement without the prior written consent of the
Sponsor and subject to any conditions which the
Sponsor may at its sole discretion attach to such
consent. The relationship with any other third party
designated by the Institution for the performance of
tasks related to the STUDY will be managed by the
Institution, who will also be liable for related
payment and actions of such third party, without any
further request of funds from the Sponsor.

4.7 Zadavatel  zajisti  Poskytovatel  sluzeb
prostfednictvim  spolecnosti  UBC  dostate¢né
mnozstvi védeckych materidli ainformaci, které
predepisuje protokol k provadeéni studie (,,studijni
védecké materidly*). VSechny tyto studijni védecké
materidly, které nejsou povaZzovdny za zdrojové
dokumenty nebo obsahuji informace identifikujici
subjekty, zlstanou po celou dobu vyhradnim
majetkem zadavatele. Hodnotitel zajisti, aby dodané
studijni v€decké materidly byly dostate¢né. Kromé
toho budou studijni védecké materidly po dokonceni
studie nebo jejim ukonceni vriceny nebo zniceny
v souladu s protokolem nebo pokyny spolecnosti
UBC ¢i zadavatele.

4.8 Predpokladany pocet zatazenych subjektl —
nejméné V pripadé, Ze pocet zatazenych
subjekti.  neodpovidd  odhadovanému  poctu

zafazenych subjektli uvedenych vySe, bude piesny
pocet subjektti zatazenych do studie dohodnut mezi
Stranami pisemné bez nutnosti zmény této smlouvy.

5. Platba

5.1 Zadavatel zaplati poskytovateli  sluZeb
prostfednictvim spolecnosti UBC ¢astku ve vysi

(v ptislusnych ptipadech) za
kazdy uplny a hodnotitelny subjekt (dle definice
v bod¢€ 5.5 nize) v souladu s harmonogramem plateb
uvedenym v ptiloze B. VsSechny platby budou
provadény v mistni méné a celkova ¢astka zaplacend
na zéklad¢ této smlouvy nepiesdhne bez ptedchoziho
pisemného souhlasu zadavatele &astkul||| Gz
Tato ¢é4stka zahrnuje veSkeré platby splatné
zadavatelem v souvislosti se sluZbami provadénymi
podle podminek této smlouvy. Uhrada této &éstky
poskytovateli sluzeb bude predstavovat taddné
aplatné splnéni povinnosti zadavatele uhradit tuto
Castku.

5.2 Misto provddéni nebude vyuZivat sluZzeb
tfetich stran ani jim nezadd 7adné ukony jako
subdodavku v souvislosti s poskytovanim sluZzeb
podle této smlouvy, pokud ktomu nebude mit
predem ziskany pisemny souhlas zadavatele, piicemz
musi byt rovnéz splnény vSechny podminky, kterymi
mitize zadavatel dle svého vyhradniho uvdZeni tento
souhlas podminit. Vztah s pfipadnou jinou tfeti
stranou ustanovenou poskytovatelem sluZeb pro
provadéni tikoni souvisejicich se STUDII bude Fizen
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5.3 The parties represent that the compensation
provided under the terms of this Agreement represents
fair market value, complies with applicable Law(s), is
consistent with fees charged for similar services in the
Site's geographical area, has been negotiated at arm’s
length transactions and has not been determined in any
manner with regard to, or has been given in exchange
for, any implicit or explicit agreement to provide
favorable procurement decisions with regard to the
Sponsor’s products, or to the value or volume of any
business or referrals generated between or among,
Institution, Investigator and/or Sponsor, and that the
services to be performed under this Agreement do not
and will not involve the counseling or promotion of a
business arrangement or other activity that violates any
Law(s).

5.4 Sponsor, through UBC, will further pay to the
Institution a one off administrative Fee of |}

covering work related to the negotiation and
finalisation of the agreement and start up activities
upon contract execution.

5.5 The above mentioned compensation rates are net
amounts. The Sponsor, through UBC, will pay the
compensation rates plus the full legal VAT (if
applicable) within sixty (60) days following receipt
of a valid, proper and undisputed VAT (if applicable)
invoice following the invoice process below.

UBC on behalf of the Sponsor will prepare the
invoices on the basis of the reported visits on the (e)
CRFs or services rendered in a specific period. The
invoices will be addressed to the Sponsor as the
recipient of the services being provided by the Site.
UBC as the agent of the Sponsor will send the
prepared invoices quarterly to the Institution who in
turn undertakes to sign, date and return the original
invoice back to UBC to the address provided below.

The Institution shall not apply any VAT or any other

poskytovatelem sluZeb, které bude rovnéz odpovédné
za souvisejici platby a ikony této tfeti strany, aniz by
na to poZadovalo od zadavatele dalsi prostfedky.

5.3 Smluvni strany prohlasuji, Ze ndhrada
poskytovand podle podminek této smlouvy predstavuje
poctivou trzni cenu, vyhovuje platnym zdkonlm,
odpovidd poplatkim dc¢tovanym za podobné sluzby
v zem@&pisné oblasti mista provadéni, byla sjedndna
jako transakce mezi nezdvislymi smluvnimi stranami
anebyla stanovena zptsobem, ktery by zohledioval
jakoukoli implicitni nebo vyslovnou dohodu o zajisténi
vyhodnych  rozhodnuti ondkupu ve  vztahu
k produktim zadavatele nebo vyménou za takovou
dohodu nebo ktery by zohlediloval hodnotu nebo
objem obchodli nebo preddni probihajicich mezi
poskytovatelem sluzeb, hodnotitelem a zadavatelem.
Smluvni strany dale prohlasuji, Ze sluzby, které maji
byt provadény podle této smlouvy, nezahrnuji
anebudou zahrnovat poradenstvi nebo podporu
obchodnich ujednani ani jiné Cinnosti, které porusuji
zakon(y).

5.4 Zadavatel déle zaplati poskytovateli sluzeb
prostfednictvim spolec¢nosti UBC pfi aktivaci mista
provddéni jednordzovy administrativni poplatek ve
vysi (zahrnujici, praci souvisejici se
vyjednavanim a finalizaci smlouvy a udvodnimi
aktivitami) po podpisu smlouvy.

5.5 Vyse uvedené sazby nahrad jsou Cisté ¢astky.
Zadavatel zaplati prostfednictvim spole¢nosti UBC
sazby ndhrad plus plhnou zdkonnou DPH
(v ptislusnych piipadech), a to do Ctyficeti (40) dna
od prijeti platné, fddné anesporné danové faktury
(v ptislusnych piipadech) podle nize uvedeného
fakturac¢niho postupu.

Spolecnost UBC vypracuje jménem zadavatele
faktury na zdkladé navstév vykazanych v (e)CRF
(zdznamech subjektu hodnoceni) nebo dle sluzeb
poskytnutych v ur¢itém obdobi. Faktury budou
adresovany  zadavateli jako pfijemci sluZeb
poskytovanych mistem provadéni. Spolecnost UBC
bude jako zastupce zadavatele zasilat Ctvrtletne
vypracované faktury poskytovateli sluZeb, které se
zavazuje origindl faktury obratem podepsat, opatfit
datem azaslat zpét spolecnosti UBC na niZe
uvedenou adresu.

Poskytovatel sluzeb nebude uplatiiovat na faktuie
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additional tax on the invoice as UBC is making
payments from the US.

5.6 A “complete and evaluable subject” as referred
to in article 5.1 of this Agreement is defined as
follows:

a) the subject has been included in the STUDY
pursuant to the criteria set forth in the Protocol;

b)  the subject has signed an Informed Consent
form and necessary authorization to disclose health
information as described in clauses 3.2 and 4.2;

c) all procedures have been performed according
to the Protocol and all applicable Law(s);

d) all data in relation to the subject is documented
in an accurate and complete manner; and

e) a complete and accurate Case Report Form
(“CRF/eCRF”) in relation to the subject has been
submitted to the Sponsor.

5.7 All payments will be made by or on behalf of the
Sponsor to the Institution quarterly, and only for
work actually performed, as verified to the
satisfaction of the Sponsor and after receipt of
acceptable invoices for such time periods. No
payment shall be due to Institution for any subject
who does not constitute a complete and evaluable
subject as defined above. The Sponsor will not
assume payment for procedures performed in
violation of or not pursuant to the Protocol. In the
event any subject enrolled in the STUDY is later
found to have not constituted a complete and
evaluable subject, the Institution shall immediately
refund to the Sponsor all payments made by or on
behalf of the Sponsor to the Institution for such
subject. The Sponsor shall further have no liability to
pay the Institution any sums whatsoever for such
subject. Institution and Investigator also agree that in
the event of a dispute regarding UBC’s or Sponsor’s
approval of documentation supporting costs incurred
under this Agreement, Study data and information
resulting from the Study shall not be withheld by
Institution or Investigator prior to the resolution of
the dispute because such withholding of data may
cause irreparable harm to the Study. UBC,
Institution, Sponsor and Investigator agree to use
commercially reasonable efforts to resolve any

DPH ani jinou dal$i dani, nebot spole¢nost UBC
provadi platbu z USA.

5.6 ,.Uplny a hodnotitelny subjekt* uvedeny v ¢&l.
5.1 této smlouvy je definovén takto:

a) subjekt byl zatazen do STUDIE podle kritérii
uvedenych v protokolu;

b)  subjekt podepsal formuldt informovaného
souhlasu  apotiebné opravnéni k poskytovani
zdravotnich informaci, jak popisuje bod 3.2 a 4.2;

c) vSechny postupy byly provedeny podle
protokolu a vSech platnych zakont;

d) vSechny udaje tykajici se
dokumentovény pfesn¢ a iplng;

subjektu jsou

e) zadavateli byl zaslan vyplnény a spravny
zdznam  subjektu  hodnoceni  (,,CRF/eCRF*)
vztahujici se k subjektu.

5.7 Zadavatel bude hradit poskytovateli sluZeb
vSechny platby ctvrtletné, ato pouze za skutecné
provedenou préci, kterou si zadavatel ovéfil ke své
spokojenosti, ana zdkladé doruCeni piijatelnych
faktur za dané obdobi. Pokud urcity subjekt nebude
predstavovat udplny a hodnotitelny subjekt dle vyse
uvedené definice, nebude za n¢j poskytovateli sluzeb
ndleZet Zadnd platba. Zadavatel nepfevezme platbu za
postupy provedené v rozporu stimto protokolem
nebo provedené jinak, neZ je v ném uvedeno. Pokud
se pozd¢ji zjisti, Ze néktery subjekt zatazeny do
STUDIE nepfedstavuje Gplny a hodnotitelny subjekt,
poskytovatel sluZeb ihned vrati zadavateli vSechny
platby, které mu byly jménem zadavatele za dany
subjekt uhrazeny. Zadavatel ddle nebude povinen
zaplatit poskytovateli sluZzeb za takovy subjekt
Zadnou ¢astku. Poskytovatel sluzeb a hodnotitel se
také dohodli, Ze v pifipadé¢ sporu tykajictho se
schvdleni pomocnych ndkladi na dokumentaci
vzniklych pfi této studii ze strany spole¢nosti UBC
nebo zadavatele nebudou poskytovatel sluzeb ani
hodnotitel pfed vyfeSenim tohoto sporu zadrZovat
udaje o studii ani informace z ni vyplyvajici, nebot
takové zadrZzovani udaji by mohlo prabéh studie
nenapravitelnym zptsobem poskodit. Spole¢nost
UBC, poskytovatel sluzeb a hodnotitel se dohodli na
tom, Ze vynaloZi veskeré komercné pfimétené usili,
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disputes of this type in a timely manner.

5.8 The final payment will be made after
completion of e-CRFs, sign off and resolution of all
queries upon the final review and acceptance of e-
CRFs and Site closeout.

5.9 The IRB/IEC fees are not included in the per
subject amount and will be paid by or on behalf of
the Sponsor separately.

The Sponsor may instruct UBC to make all such
payments on its behalf.

Invoices shall be submitted to UBC at the following
address:

UBC Late Stage (UK) Limited

Attention: Protocol Trial Team

Address: 26-28 Hammersmith Grove, W6 7HA
London, United Kingdom

All costs shall be invoiced within one month of
termination of the STUDY to ensure payment.

Payments will be made to the Institution’s bank
account below within sixty (60) days of UBC’s
receipt and approval of an acceptable invoice.

Name Account holder: Fakultni nemocnice
Hradec Kralové

Account No.: 2651552/0800

Name and Address of the Bank: Ceska spo¥itelna
a.s., Praha

IBAN: CZ74 0800 0000 0000 0265 1552

BIC: GIBACZPX

Reference: Variable symbol: invoice number +
protocol number + name of the investigator

Tax number: CZ00179906

5.10 It is the Institution’s sole responsibility to
ensure that invoices in connection with this
Agreement are in compliance with all VAT laws and
regulations in the domicile country of the Institution.
If the Sponsor or UBC for any reason cannot or can
only partially reclaim VAT which has been charged
by the Institution in connection with this Agreement,
the Sponsor or UBC will recharge the non-
reclaimable VAT to the Institution. Further, the

aby vSechny spory tohoto druhu véas vyfesili.

5.8 Kone€na platba bude uhrazena po vyplnéni
zdznami e-CRF, splnéni a vyfeSeni vSech dotazt pfi
konecné kontrole a po pfijeti vSech zdznami e-CRF
a uzavieni mista provadéni.

5.9 Platby komisi IHK/EK nejsou zahrnuty do
Castky za jednotlivé subjekty a budou zadavatelem
nebo jeho jménem uhrazeny samostatné.

Zadavatel mize dat spole¢nosti UBC pokyn, aby
vSechny tyto platby uhradila jeho jménem.

Faktury budou zasildny spolecnosti UBC na tuto
adresu:

UBC Late Stage (UK) Limited

K rukam: Protocol Trial Team

Adresa: 26-28 Hammersmith Grove, W6 7HA Londyn,
Velka Britanie

Aby byla zajisténa fadna tihrada, budou vSechny
naklady vyfakturoviny do jednoho mésice od
ukonceni STUDIE.

Platby budou uhrazeny na niZe uvedeny bankovni
ucet poskytovatele sluZzeb do ctyficeti (40) dnd od
data, kdy spole¢nost UBC piijala a schvélila
ptijatelnou fakturu.

Jmeéno vlastnika uétu: Fakultni nemocnice Hradec
Kralové

C. uiétu: 2651552/0800

Nazev aadresa banky: Ceska spofitelna a.s.,
Praha

IBAN: CZ74 0800 0000 0000 0265 1552

BIC: GIBACZPX

Variabilni symbol: ¢islo faktury + ¢islo protokolu
+ jméno hodnotitele

Reference:

Dariové identifika¢ni ¢islo: CZ00179906

5.10 Je wvyhradni odpovédnosti poskytovatele
sluZzeb, aby zajistilo, Ze faktury souvisejici s touto
smlouvou budou spliovat vSechny zdkony a predpisy
o dani z pfidané hodnoty v misté sidla poskytovatele
sluZeb. Pokud zadavatel nebo spolec¢nost UBC
nebudou z né¢jakého diivodu moci zadat vraceni DPH,
kterd jim byla poskytovatelem sluZeb vyuctovédna
v souvislosti s touto smlouvou, nebo jej mohou Zadat
pouze Castecné, vyuctuje zadavatel nebo spolecnost
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Institution, the Investigator and all relevant persons
working on the STUDY, and not UBC or Sponsor,
shall be responsible for any and all taxes on any and
all income they respectively receive from UBC, on
behalf of Sponsor, under this Agreement (including
any sums received by them via the Institution).

5.11 The Institution and the Investigator
acknowledge that the Sponsor is required to abide by
applicable laws, including but not limited to US and
EU disclosure laws and certain transparency policies
governing its activities including providing reports to
the U.S. government, to EU Competent Regulatory
bodies, and to the public concerning financial or
other relationships with health care providers. The
Institution and the Investigator agree that the Sponsor
may, in its sole discretion, disclose information about
this Agreement and about the Study, including
relating to any transfers of value pursuant to this
Agreement, the name of the Investigator and the
Institution. The Institution and the Investigator agree
to supply information reasonably requested by the
Sponsor for disclosure purposes. To the extent that
the Institution and the Investigator are independently
required to disclose specific information concerning
the Study, including relating to transfers of value
from the Sponsor, the Institution and the Investigator
may do so in strict accordance with the terms of this
Agreement, including but not limited to the terms of
confidentiality herein. In all such instances, the
Institution and the Investigator will make timely and
accurate disclosures. In addition, Institution and
Investigator shall provide Sponsor with a copy of all
disclosed information.

6. Protocol Deviation and Adverse event
Reporting and Participation in the STUDY

6.1 The Investigator will at all times exercise his/her
independent medical judgment as to the compatibility
of each subject with the Protocol requirements. The
Site will notify UBC and the Sponsor immediately of
any deviations from the Protocol.

6.2 The Site will follow the Protocol and all
applicable Law(s) with regard to safety and reporting
procedures for Adverse Events and Serious Adverse

UBC zpétné DPH, ojejiZ vraceni nelze poZadat,
poskytovateli sluzeb. Dale budou poskytovatel
sluZeb, hodnotitel a vSechny pfisluSné osoby
pracujici na STUDII, a nikoli spolecnost UBC nebo
zadavatel, odpovédni za veSkeré dané ze vSech
piijmt, které obdrzi jménem zadavatele od
spolec¢nosti UBC na zdkladé této smlouvy (vcetné
Castek pfijatych prostfednictvim poskytovatele
sluZeb).

5.11 Poskytovatel sluzeb a hodnotitel bere na
védomi, ze Zadavatel je povinen dodrZovat platné
zakony, mimo jiné vcetné¢ zdkoni USA aEU
o poskytovani udaja a urcitych zésad
transparentnosti, kterymi se idi jeho ¢innost, vcetné
poskytovani zprdv tykajicich se finan¢nich a jinych
vztahti s poskytovateli zdravotni péce americké
vladé, prisluSnym kontrolnim organim EU
a vefejnosti. Poskytovatel sluzeb a hodnotitel
souhlasi s tim, Ze Zadavatel mize dle svého uvazeni
poskytnout informace o této Smlouvée a Studii véetné
informaci tykajicich se pfevodi hodnot podle této
Smlouvy, jméno hodnotitele ajeho zdravotnickém
zafizeni. Poskytovatel sluZzeb a hodnotitel souhlasi s
tim, Ze predd informace, které bude Zadavatel
pfiméfené pozadovat pro ucely zvetfejnéni. Pokud
bude Poskytovatel sluZeb a hodnotitel samostatné
pozddan o poskytnuti  konkrétnich  informaci
tykajicich se Studie véetn¢ informaci tykajicich se
pfevodu hodnot od Zadavatele, mulze tak
Poskytovatel sluZzeb a hodnotitel ucinit za podminky
pfisného dodrZeni podminek této Smlouvy, mimo
jiné vcetné podminek divérnosti, které jsou v této
Smlouvé obsaZeny. Poskytovatel a sluZzeb hodnotitel
poskytne ve vSech téchto piipadech vCasné a presné
informace. Kromé¢ toho poskytne Poskytovatel sluZeb
a hodnotitel Zadavateli kopii vSech poskytnutych
informaci.*

6. Odchylka od protokolu, oznamovani
nezadoucich piihod a ucast ve STUDII

6.1 Hodnotitel bude vzdy uplathovat svuj
nezavisly lékai'sky usudek, pokud jde o kompatibilitu
jednotlivych subjekt s poZadavky protokolu. Misto
provddéni neprodlené¢ vyrozumi spole¢nost UBC
a zadavatele o ptipadnych odchylkdch od protokolu.

6.2 Misto provadéni bude dodrzovat protokol
a vSechny platné zdkony s ohledem na bezpecnost
apostupy  oznamovdni  neZddoucich  piihod
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Events.

6.3  The Site’s participation in the STUDY and the
STUDY itself will begin on the occurrence of all of the
following:

i) the Site’s agreement to the terms and conditions of
this Agreement, which will be in effect throughout the
Site’s participation in the STUDY;
ii) Investigator’s submission of all necessary (and
properly completed) regulatory documents that will be
provided by UBC and/or Sponsor;

iii) approval from the appropriate IRB/IEC(s) and
relevant local authorities; and

iv) the Site initiation visit, if any.

7. Intellectual Property Rights

7.1 Any information, inventions, data or
discoveries (whether patentable or copyrightable or
not), innovations, communications and reports,

conceived, reduced to practice, made or developed by
Institution or Investigator as a result of conducting
the Study or using the Study Product shall be
promptly disclosed to the Sponsor and shall be the
sole property of Sponsor. Institution and Investigator
each agree, upon Sponsor’s request and at Sponsor’s
expense, to execute such documents and to take such
other actions as Sponsor deems necessary or
appropriate to obtain patent or other proprietary
protection in Sponsor's name covering any of the
foregoing.

8. Confidentiality

8.1 Each of the Institution and the Investigator and
their respective employees, agents, subcontractors
and/or affiliates shall retain in confidence all and shall
not disclose any of the articles and proprietary data
and/or information obtained from the Sponsor and/or
UBC or generated pursuant to or concerning the
STUDY and/or the Sponsor including, but not limited
to, the Protocol, the Study Product, CRF’s, the
Investigator's brochure, the interim results and all other
information and/or materials disclosed under the
confidential disclosure agreements previously entered
into between the parties ("Confidential
Information"). Each of Institution and Investigator
agrees and assures that only those directly concerned

a zavaznych nezadoucich piihod.

6.3 Utast mista provadéni ve STUDII a STUDIE
samotnd zapocnou okamzikem vyskytu vSech
nésledujicich okolnosti:

1) souhlas mista provadéni s podminkami této smlouvy,
ktera bude platit po celou dobu tdcasti mista provadéni
ve STUDII;

ii) hodnotitel odevzdal vsSechny nezbytné (atadné
vyplnéné) regulac¢ni dokumenty, které byly poskytnuty
spolec¢nosti UBC a/nebo zadavatelem;

iii) schvéleni piisluSnou komisi IHK/EK a piisluSnymi
mistnimi tfady;

iv) ptipadna Gvodni navstéva mista provadéni.
7.  Prava duSevniho vlastnictvi

7.1 VsSechny informace, vyndlezy, udaje nebo
objevy (bez ohledu na to, zda jsou zpisobilé
k patentovdni nebo ochrané autorskymi pravy, c¢i
nikoli), inovace, sdéleni a zpravy, které vzniknou,
budou uvedeny do praxe, budou vytvofeny nebo
vyvinuty poskytovatelem sluZeb nebo hodnotitelem
jako vysledek provadéni studie, budou neprodlené
poskytnuty zadavateli abudou jeho vyhradnim
majetkem. Poskytovatel sluZeb i hodnotitel souhlasi
stim, Ze na zadost zadavatele ana jeho ndklady
vyhotovi dokumenty a podniknou kroky, které bude
zadavatel povaZovat za nezbytné nebo vhodné
k ziskani patentu nebo jiné majetkové ochrany vyse
uvedenych polozek jménem zadavatele.

8. Duvérnost

8.1 Poskytovatel sluzeb ahodnotitel ajejich
piislusni zaméstnanci, zastupci, subdodavatelé a/nebo
pobocky budou dodrZovat divérnost vSech clanki
a majetkovych udaji a/nebo informaci ziskanych od
zadavatele a/nebo spole¢nosti UBC nebo vytvotenych
na zakladé¢ STUDIE nebo v souvislosti s ni a/nebo se
zadavatelem azavazuji se tyto udaje ainformace
neposkytovat, a to mj. véetné protokolu, hodnoceného
ptipravku, zdznamii CRF, souboru informaci pro
hodnotitele, pribéznych vysledkli a vSech ostatnich
informaci a/nebo materidlli poskytnutych podle dohod
o poskytovani diveérnych informaci, které byly diive
uzavieny mezi smluvnimi stranami (,,d@vérné
informace*). Poskytovatel sluzeb a hodnotitel souhlasi
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with carrying out this Agreement have access to the
Confidential Information and that Confidential
Information will not be disclosed to any third parties
without the Sponsor’s prior consent in writing. The Site
agrees to notify the Sponsor and/or UBC immediately
upon discovery of any loss or compromise of
Confidential Information

8.2  Confidential
information that:

Information does not include

1) is or becomes a matter of public knowledge
through no fault of the Site; or

i)  the Site can prove was known in its entirety,
prior to receipt from the Sponsor or UBC to the Site,
without any obligation of confidentiality to the Sponsor
or UBC, as proved by prior written records; or

iii)  the Site can prove was disclosed to the Site in its
entirety by a third party who has a legal right to make
such disclosure in a non-confidential manner.

8.3 If the Site is requested to disclose Confidential
Information by a lawful, judicial or government order,
the Site shall, promptly and prior to such disclosure,
give the Sponsor and UBC sufficient prior notice and
reasonable assistance to contest such order. The Site
agrees to cooperate fully with the Sponsor and/or UBC
in seeking any protective (security) court order and/or to
limit such disclosure by appropriate legal means. The
Site shall, at any time, disclose only the minimum of the
Confidential Information requested.

8.4  Further, during the term of this Agreement and
thereafter, Institution and Investigator and each of their
respective employees, agents, subcontractors and
affiliates shall not use Confidential Information for any
purpose other than that indicated in this Agreement
without Sponsor's prior written approval.

8.5 The Site shall limit the disclosure of the
Confidential Information received hereunder to only
those of its respective staff who are bound by a written
agreement with terms equivalent to, or more stringent

a zajisti, Ze pristup k divérnym informacim budou mit
pouze osoby, kterych se pitimo tyka provadéni této
smlouvy, a Ze divérné informace nebudou poskytnuty
tietim strandm jinak neZ na zdkladé ptedchoziho
pisemného souhlasu zadavatele. Misto provadéni
souhlasi stim, Ze pokud zjisti jakoukoli ztrdtu nebo
naruseni divérnosti diivérnych informaci, ihned o tom
zadavatele a/nebo spolecnost UBC vyrozumi.

8.2  Duveérné informace nezahrnuji informace:

i) které jsou nebo se staly vefejné zndmymi jinak
neZ chybou mista provadéni, nebo

ii)  unichZ mize misto provadéni prokazat, Ze mu
byly v celém rozsahu znadmy jesté pfedtim, neZ je misto
provadéni obdrZelo od zadavatele nebo spolecnosti
UBC, aniz by tim mistu provadéni vznikla jakdkoli
povinnost diveérmosti vici zadavateli nebo spolecnosti
UBC, jak dokazuji diivejsi pisemné zdznamy, nebo

iii) unichZ miZe misto provadéni prokazat, Ze mu
byly v celém rozsahu poskytnuty tieti stranou, kterd ma
zakonné pravo je poskytnout jako informace, které
nejsou diverné.

8.3  Pokud je misto provadéni pozadano o poskytnuti
divérnych informaci zdkonnym, soudnim nebo
ufednim piikazem, pak toto misto musi neprodlen¢
a jeste pred samotnym poskytnutim informovat o tomto
natfizeni  zadavatele  aspolecnost UBC, ato
s dostateCnym pfedstihem, a poskytnout jim rovnéz
pfiméfenou pomoc pii napadeni takového piikazu.
Misto provadéni souhlasi s tim, Ze bude se zadavatelem
a/nebo spolecnosti UBC pln¢ spolupracovat na ziskani
ochranného (zabezpeCovaciho) soudniho pifkazu nebo
omezeni daného poskytnuti informaci vhodnymi
zakonnymi prostiedky. Misto provadéni poskytne vzdy
pouze minimum poZadovanych divérnych informaci.

8.4 Dale poskytovatel sluzeb ahodnotitel a jejich
jednotlivi  zaméstnanci, zdstupci, subdodavatelé
apoboCky nebudu po dobu platnosti této smlouvy
pouzivat diveérné informace pro jiny ucel nez ten, ktery
je uveden vtéto smlouveé, pokud ktomu neziskaji
predem pisemny souhlas zadavatele.

8.5 Misto provadéni omezi poskytovani davérnych
informaci ziskanych na zdklad¢ této smlouvy pouze na
své spolupracujici osoby na sluzbéach, ktefi budou
vazéni pisemnou smlouvou obsahujici podminky, jeZ
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than, this Agreement and who are directly involved
with the STUDY and only on a need to know basis.
The Site shall advise its staff, upon disclosure to them,
of any Confidential Information of the proprietary
nature thereof and of the terms and conditions of this
Agreement, and shall use all reasonable safeguards to
prevent any unauthorized use or disclosure by such
staff. The Site is responsible for any breach of these
confidentiality provisions by its staff.

8.6 Subject to the Law(s), the Site agrees to
promptly return to the Sponsor or UBC, upon its
request, all Confidential Information obtained from the
Sponsor and/or UBC or belonging to the Sponsor
pursuant to this Agreement.

8.7  The Site acknowledges and expressly agrees that
any disclosure of Confidential Information in violation
of this Agreement would be detrimental to the
Sponsor's business and cause it irreparable harm and
damage.

9. Publication

9.1 Institution and Investigator each acknowledge
that the Study is part of a multi-center study, and an
independent, joint publication is anticipated to be
authored by investigators in the multi-center study,
including Investigator. Therefore, Institution and
Investigator each agree not to publish or present the
results of the Study before the publication of the
multi-center investigator paper, but in no event shall
Institution or Investigator be so restricted after the
expiration of twelve (12) months from completion of
the Study at all sites.

If Institution or Investigator prepares any
presentation or publication, Institution or Investigator
shall provide the Sponsor with a draft of the same for
Sponsor ’s review and comment, which comments
Institution or Investigator will give due
consideration. Sponsor shall return comments to
Institution or Investigator within thirty (30) days after
receipt of the draft from Institution or Investigator.
In the event that Institution or Investigator and
Sponsor differ in their opinion or interpretation of
data in the publication, the parties shall resolve such

budou odpovidat podminkdm této smlouvy nebo budou
piisnéjsi, aktefi jsou do STUDIE piimo zapojeni
apotiebuji dané davérné informace znat. Misto
provadéni upozorni své spolupracujici osoby na
sluzbach pti predavani divérnych informaci na jejich
chranénou majetkovou povahu ana podminky této
smlouvy a podnikne veSkerd pfiméfend bezpeCnostni
opatfeni, aby nemohlo dojit k neopravnénému pouZziti
nebo prozrazeni divémych informaci ze strany téchto
spolupracujicich osob na sluzbich. Odpovédnost za
piipadné poruSeni téchto ustanoveni o divérnosti ze
strany svych spolupracujicich osob na sluzbach nese
misto provadéni.

8.6  Misto provadeéni v souladu se zdkony souhlasi
stim, Ze neprodlené na poZidani vréati zadavateli
a/mebo spolecnosti UBC vSechny divémé informace,
které od zadavatele nebo spolecnosti UBC ziskalo nebo
které podle této smlouve nalezi zadavateli.

8.7 Misto provadéni bere na védomi a vyslovné
souhlasi stim, Ze prozrazeni ddvérnych informaci
v rozporu stouto smlouvou by poskodilo podnikdni
zadavatele azptsobilo mu nenapravitelnou udjmu
a Skodu.

9. Zveiejnéni

9.1 Poskytovatel sluzeb a hodnotitelberou na
védomi, Ze tato studie je soucdsti multicentrické
studie aocCekdva se vyddni nezdvislé spolecné
publikace, jejimiz autory budou pravé hodnotitel,
ktefi se na provadéni této multicentrické studie
podileji. Poskytovatel sluzeb ahodnotitel proto
souhlasi stim, Ze nebudou vysledky studie
publikovat ani prezentovat pied publikovdnim
multicentrického  elaboratu  hodnotiteli, avSak
poskytovatel sluzeb ani hodnotitel takto nebudou
omezeni po uplynuti dvanacti (12) meésici od
dokonceni studie na vSech mistech provadeni.

Pokud poskytovatel sluzZeb nebo hodnotitelvypracuji
n¢jakou prezentaci nebo publikaci, poskytnou
zadavateli koncept této prezentace nebo publikace,
aby je zadavatel mohl prostudovat a pfipominkovat,
pfiCemZ poskytovatel sluzeb nebo hodnotitel tyto
pfipominky ndleZit¢ zohledni. Zadavatel vrati
pripominky poskytovateli sluzeb nebo hodnotiteli do
tiiceti (30) dnl od prijeti konceptu od poskytovatele
sluZzeb nebo hodnotitele. Pokud se poskytovatel
sluZeb a zadavatel rozchdzeji v ndzoru na tdaje
v publikaci nebo jejich vykladu, vyfeSi strany tyto
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differences in good faith through appropriate
scientific debate. In addition, Institution or
Investigator shall delay any proposed

publication/presentation an additional sixty (60) days
in the event Sponsor so requests to enable Sponsor to
secure patent or other proprietary protection.

10.  Publicity

10.1 No party shall disclose the existence or terms
of this Agreement nor use the name of the other party
or Sponsor in any publicity, advertising or
announcement without the consenting party’s prior
written approval.

11. Data storage

11.1 The Sponsor and UBC are authorised hereby to
store the Investigator’s personal data of the Agreement
electronically. The data shall be used to conduct
especially payment in accordance with this Agreement.
Data shall be deemed to be Confidential Information
subject to the obligations of confidentiality set forth in
clause 8 of this Agreement. The Investigator hereby
authorises UBC and the Sponsor to store and process
the Investigator’s personal data in accordance with
applicable Law(s) including those of the Czech
Republic.

11.2 The Site shall have the following record keeping
and reporting obligations:

1) preparation and maintenance of complete,
accurately written records, accounts, notes, reports and
data related to the STUDY under this Agreement; and

i) preparation and submission to the Sponsor
(within seven (7) business days of subject visit) of all
raw data and other material called for in the Protocol in
the form of properly completed subject CRFs or into an
electronic database (i.e. remote data entry) supplied by
the Sponsor for each subject as provided in the Protocol.
CRFs and the electronic database shall be the exclusive
property of the Sponsor.

11.3 The Site further agrees to conduct the STUDY
and maintain records and data during and after the term
or the early termination of this Agreement in
compliance with the Protocol and all the applicable
Law(s) and regulatory requirements, whichever is
longer. At UBC or Sponsor’s request, Institution agrees
to retain such Study records for an even longer period.

rozdily v dobré vite formou vhodné védecké debaty.
Kromé toho poskytovatel sluzeb nebo
hodnotitelodloZi navrhovanou publikaci/prezentaci,
pokud to bude zadavatel pozadovat, o dalSich Sedesat
(60) dnii, aby zadavatel mohl zajistit fadnou
patentovou nebo jinou majetkové-pravni ochranu.

10.  Publicita

10.1 Z&dna smluvni strana neprozradi existenci této
smlouvy nebo jeji podminky ani nepouZije jméno
druhé smluvni strany nebo zadavatele v Zadné
inzerci, reklam¢ ani ozndmeni, pokud k tomu druhd
smluvnfi strana ned4 piedem pisemny souhlas.

11. Uchovavani adaji

11.1 Zadavatel aspoleCnost UBC jsou timto
opravnéni uchovavat elektronickou formou osobni
udaje hodnotitele souvisejici se smlouvou. Tato data
budou pouZita zejména k provadéni plateb podle této
smlouvy. Budou povazovdna za divérné informace
podle povinnosti divérnosti stanovenych v bodé¢ 8 této
smlouvy. Hodnotitel timto opraviiuje spolecnost UBC
a zadavatele k ukladani a zpracovavani osobnich tudaju
hodnotitele v souladu s platnymi zdkony vcetné zakoni
Ceské republiky.

11.2 Misto provadéni bude mit vramci vedeni
zaznami a vykazovani nasledujici povinnosti:

i) vypracovani avedeni Uplnych, presnych
pisemnych zaznamd, uctd, poznadmek, zprav a udaji
tykajicich se STUDIE podle této smlouvy,

i) vypracovani a odevzdan{ vSech
nezpracovanych udaji aostatniho materidlu
pozadovaného v protokolu zadavateli formou ftadné
vyplnénych zaznamii CRF subjektu nebo do
elektronické databdze (tj. ddlkové vloZeni dat), které
byly dodany zadavatelem pro jednotlivé subjekty, jak
stanovi protokol (do sedmi (7) pracovnich dni od
navstévy subjektu). Ziznamy CRF a elektronicka
databdze budou vyhradnim majetkem zadavatele.

11.3 Misto provadéni dile souhlasi stim, Ze bude
provadét STUDII a vést zdznamy a idaje béhem doby
platnosti této smlouvy apo jejim skonceni nebo
predCasném ukonceni v souladu s protokolem a vSemi
platnymi zdkony a regulaénimi pozadavky podle toho,
kterd ztéchto moZnosti bude trvat déle. Poskytovatel
sluZzeb souhlasi stim, Ze na Zidost spolecnosti UBC
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Institution shall not delete Study records from its files
without Sponsor’s written consent.

12. Debarment and Anti - Bribery certification
12.1 Each of Institution and Investigator represents
and warrants that neither it/he/she, nor any of
its/his/her employees or agents involved in the
performance of the Study, has ever been, is currently,
or is the subject of a proceeding that could lead to
that party becoming, as applicable, a Debarred Entity
or Individual, an Excluded Entity or Individual or a
Convicted Entity or Individual. Each of Institution
and Investigator further covenants, represents and
warrants that if, during the term of this Agreement, it,
or any of its employees or agents involved in the
performance of the Study becomes or is the subject
of a proceeding that could lead to that party
becoming, as applicable, a Debarred Entity or
Individual, an Excluded Entity or Individual or a
Convicted Entity or Individual, Institution shall
immediately notify UBC, and the Sponsor ( acting
directly or through UBC) shall have the right to
immediately terminate this Agreement. This
provision shall survive termination or expiration of
this Agreement. For purposes of this provision, the
following defini

tions shall apply:

(a) A “Debarred Individual” is an individual
who has been debarred by the FDA or any other
foreign equivalent or other competent authority
pursuant to 21 U.S.C. §335a (a) or (b) or any foreign
equivalent from providing services in any capacity to
a person that has an approved or pending drug
product application.

(b) A “Debarred Entity” is a corporation,
partnership or association that has been debarred by
the FDA or any other foreign equivalent or other
competent authority pursuant to 21 U.S.C. §335a (a)
or (b) or any foreign equivalent from submitting or
assisting in the submission of any abbreviated drug
application, or a subsidiary or affiliate of a Debarred
Entity.

nebo zadavatele tyto zdiznamy o studii uchova i po delsi
obdobi. Poskytovatel sluzeb nevymaze zdznamy
ostudii ze své evidence, pokud ktomu nebude mit
pisemny souhlas zadavatele.

12. Vylouéeni a osvédceni o postoji proti
uplatkaistvi

12.1 Poskytovatel sluZzeb a hodnotitel prohlaSuji
a zaruCuji se, Ze oni ani jejich zaméstnanci ¢i zastupci
zapojeni do provadeéni studie nebyli aani nejsou
v fizeni, které by mohlo vést k tomu, Ze by se tato
strana mohla stit vylouenym subjektem nebo
fyzickou osobou, vynatym subjektem nebo fyzickou
osobou nebo odsouzenym subjektem nebo fyzickou
osobou. Poskytovatel sluZeb a hodnotitelse déle
zavazuji, prohlaSuji a zaruCuji, Ze pokud se b&hem
doby platnosti této smlouvy poskytovatel sluzeb ¢i
hodnotitelsami nebo jejich zaméstnanci ¢i zastupci
zapojeni do provadéni studie stanou nebo jsou
predmétem fizeni, které by mohlo vést k tomu, Ze by
se dand strana mohla stat vylouenym subjektem
nebo fyzickou osobou, vynhatym subjektem nebo
fyzickou osobou nebo odsouzenym subjektem nebo
fyzickou osobou, poskytovatel sluzeb to ihned
ozndmi spole¢nost UBC a zadavatel jednajici piimo
nebo prostiednictvim spole¢nosti UBC bude mit
pravo tuto smlouvu okamZzit¢ ukoncit. Toto
ustanoveni pretrva i po ukonceni této smlouvy nebo
uplynuti doby jeji platnosti. Pro dcely této smlouvy
budou platit nasledujici definice:

(a) ,»Vyloucend fyzickd osoba® je fyzicka osoba,
kterd byla vylou¢ena ufadem FDA nebo jinym
zahrani¢énim ekvivalentnim orgdnem nebo jinym
kompetentnim tfadem podle piedpisu 21 U.S.C.
§335a (a) nebo (b) nebo jakymkoli zahrani¢nim
ekvivalentnim orgdnem  z poskytovani sluZeb
v libovolném postaveni osob¢, kterd ma schvilenou
nebo dosud nevyfizenou Zadost o schvéleni 1é¢ivého
piipravku.

(b) »Vyloueny  subjekt“ je  spolecnost,
spoleCenstvi nebo sdruzeni, které bylo vylouceno
ufadem FDA nebo jinym zahrani¢nim ekvivalentnim
organem nebo jinym kompetentnim tfadem podle
predpisu 21 U.S.C. §335a (a) nebo (b) nebo
jakymkoli zahranicnim ekvivalentnim orgdnem
zpodavani nebo pomoci pifi podavani zZadosti
o zkracenou proceduru schvaleni 1é¢iva, nebo dcefina
spolecnost ¢i pobocka vylouc¢eného subjektu.
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(c) An “Excluded Individual” or “Excluded
Entity” is (i) an individual or entity, as applicable,
who has been excluded, debarred, suspended or is
otherwise ineligible to participate in federal health
care programs such as Medicare or Medicaid by the
Office of the Inspector General (OIG/HHS) of the
U.S. Department of Health and Human Services, or
(i) is an individual or entity, as applicable, who has
been excluded, debarred, suspended or is otherwise
ineligible to participate in federal procurement and
non-procurement programs, including those produced
by the U.S. General Services Administration (GSA).

(d) A “Convicted Individual” or “Convicted
Entity” is an individual or entity, as applicable, who
has been convicted of a criminal offense that falls
within the ambit of 42 U.S.C. §1320a — 7(a) or any
other foreign equivalent or other competent authority,
but has not yet been excluded, debarred, suspended
or otherwise declared ineligible.

The Institution further agrees that the Institution shall
not employ, contract with, or retain any person
directly or indirectly to perform services under this
Agreement if such person is disbarred by the FDA
under 21 U.S.C. 335a or disbarred by any other
foreign regulatory or governmental body. The
Institution agrees to notify Sponsor and/or UBC
immediately upon any inquiry or commencement of
any such proceeding concerning any such person.

Each of Institution, Investigator and all of the persons
performing the Study will conduct the Study in
compliance with all anti-bribery and anti-corruption
laws, including without limitation, the U.K. Bribery
Act 2010, the OECD Anti-Bribery Convention and
the U.S. Foreign Corrupt Practices Act (collectively,
“Anti-Bribery Laws”) and shall immediately notify
the Sponsor and its designee, in the event the
Institution becomes aware of any potential or actual
breach; and

Each of Institution, Investigator (and where relevant,
each of their respective employees and each of the
persons performing the Study has not and will not
directly or indirectly offer to bribe, pay, or authorize
an offer of payment of, money or anything of value
to improperly or corruptly seek to influence any
person, including, without limitation, in order to

(c) »Vynatd fyzickd osoba“ nebo ,vynaty
subjekt* znamenaji (i) fyzickou osobu nebo subjekt,
které byly Ufadem generdlniho inspektora
(OIG/HHS) Ministerstva zdravotnictvi USA vyiaty,
vylou€eny, bylo jim uloZeno pozastaveni nebo se
staly jinak nezpusobilymi ucastnit se federdlnich
programl zdravotni péce, napf. Medicare nebo
Medicaid, nebo (ii) fyzickou osobu nebo subjekt,
které byly vyhaty, vylouceny, bylo jim uloZeno
pozastaveni nebo se staly jinak nezplsobilymi
Ucastnit se federdlnich programt pro nakupy nebo
nepiimé ndkupy vcetn€ téch, které byly vytvofeny
uradem U.S. General Services Administration (GSA).

(d) ,Odsouzena fyzicka osoba‘ nebo ,,odsouzeny
subjekt” je fyzickd osoba nebo subjekt, které byly
odsouzeny za trestny ¢in spadajici do pisobnosti
predpisu 42 U.S.C. §1320a — 7(a) nebo jiného
zahrani¢niho ekvivalentu nebo jiného kompetentniho
ufadu, ale které nebyly vylouceny, vynaty, nebylo
jim uloZeno pozastaveni ani nebyly jinak prohldSeny
nezpusobilymi.

Poskytovatel sluzeb déle souhlasi s tim, Ze nebude
zaméstnavat, uzavirat smlouvy nebo si pifimo ¢i
nepiimo najimat k provddéni sluZeb podle této
smlouvy osobu, kterd byla dfadem FDA vyloucena
podle ptedpisu 21 U.S.C. 335a nebo byla vyloucena
jingm  zahranicnim kontrolnim nebo  stitnim
orgdnem. Poskytovatel sluZeb souhlasi stim, Ze
zadavatele a/nebo spole¢nost UBC ihned vyrozumi
o ptipadném dotazovani nebo zahdjeni jakéhokoli
takového fizeni tykajiciho se dané osoby.

Poskytovatel sluzeb, hodnotitel a vSechny osoby
provadejici studii budou tuto studii provadet
v souladu se vSemi zdkony potirajicimi dplatkatstvi
a korupci, mj. vcetné britského zdkona o zdkazu
uplatki zroku 2010, dmluvy OECD o boji proti
podplaceni  a amerického zdkona o zékazu
korupénich praktik (dale souhrnné jen ,,zakony proti
uplatkaistvi®), a pokud se poskytovatel sluzeb dozvi
o potencidlnim nebo skute¢ném poruseni, oznami to
ihned zadavateli a jim povéfené osobg, a

poskytovatel sluzeb, hodnotitel (atam, kde je to
relevantni, rovnéZ jejich piisluSni zaméstnanci
ajednotlivé osoby provadéjici studii) piimo ani
nepiimo nenabidly ani nenabidnou ftplatek nebo
platbu ani neschvéli nabidku penézité thrady nebo
poskytnuti ¢ehokoli cenného za tcelem nevhodného
nebo korup¢niho ovliviiovani jakékoli osoby, mj.
véetn€ za ucelem pfimét tuto osobu k tomu, aby
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induce a person to perform improperly a relevant
function or activity, or to reward a person for the
improper performance of such a function or activity,
and it has not accepted and will not accept in the
future, any such bribe or payment, and further each
of Institution and Investigator and each of the person
performing the Study has not and will not commit
any offence under applicable Anti-Bribery Laws.

12.2 The Investigator will and the Institution shall
ensure that any individuals involved in the Study on
its behalf will, fully and promptly comply with any
requests from UBC and/or the Sponsor to disclose
their respective financial interests or arrangements, in
the requested form and substance as required for
UBC or the Sponsor to comply with any legal
requirements, Law(s) and Anti-Bribery Laws.

13. Study Term and Termination

(@)  Subject to subparagraphs (b) and (c) below, this
Agreement shall be effective from the date of the last
signature and shall continue until completion of the
STUDY, unless otherwise terminated in accordance
with this Section 13. Termination or expiration of this
Agreement shall not affect any rights or obligations
which have accrued prior thereto. In the event of
premature termination of this Agreement, Institution
shall complete the Study for then enrolled subjects
where required by accepted medical practice.

Expected duration of the study — ||| G-

(b) Either party may terminate this Agreement
upon the breach by the other party of a material
provision of this Agreement, provided that the party in
breach does not remedy such failure within 30 days
from receipt by it of a request to remedy the relevant
non-compliance, or immediately in the event of
termination of the Study by the FDA or any other
governmental or regulatory authority.

(¢)  Sponsor (acting directly or through UBC) may
immediately terminate this Agreement upon delivering
written notice to Institution and/or the Investigator (as
the case may be) if, at any time during this Agreement:

(i)  the personal services of Principal Investigator are
not available, as provided in Section 2 above; or

provadéla  pfisluSnou  funkci nebo  Cinnost
nesprdvnym zpusobem, ani neodméni osobu za
nesprdvné plnéni této funkce nebo cCinnosti, ani
nepiijaly a v budoucnosti nepfijmou zidny takovy
uplatek ¢i platbu. Déle se poskytovatel sluzeb
a hodnotitel ani jednotlivé osoby provéadéjici studii
nedopustily a nedopusti trestného ¢inu podle platnych
zékoni proti uplatkarstvi.

12.2  Hodnotitel a poskytovatel sluZeb zajisti, aby
jednotlivei podilejici se na studii jejich jménem
v plném rozsahu aihned splnili v§echny poZadavky
spole¢nosti UBC a/nebo zadavatele na poskytnuti
informaci ojejich finan¢nich zdjmech nebo
ujedndnich, ato v poZzadované formé a s obsahem,
které budou spolecnost UBC nebo zadavatel
poZadovat tak, aby byly splnény zdkonné pozadavky,
zdkony a zdkony proti uplatkarstvi.

13. Doba trvani studie a jeji ukonéeni
(a) S vyjimkou dil¢ich bodl (b) a (c) niZze bude tato

smlouva G¢innd od data posledniho podpisu abude
platit az do jejiho dokonceni, pokud nebude ukoncena
jinak vsouladu stimto bodem 13. Ukonceni této
smlouvy nebo uplynuti doby jeji platnosti nebude mit
vliv na prava ani povinnosti, které vznikly pied timto
ukoncenim nebo uplynutim. V pifpadé pied¢asného
ukonceni této smlouvy poskytovatel sluZeb tam, kde to
pozaduje pfijatd 1ékaiskd praxe, dokonci studii
u subjektd, které jsou jiz do studie zafazené.

Predpokladand délka trvani studic — || GGG

(b) Kazda ze smluvnich stran miiZe tuto smlouvu
ukoncit, pokud druhd smluvni strana porusi nékteré
zasadni ustanoveni této smlouvy, pokud tato poruSujici
strana toto pochybeni nenapravi do 30dnii od
okamziku, kdy obdrzi Zadost o ndpravu piislusného
neplnéni, nebo ihned, pokud dojde k ukonceni studie
ufadem FDA nebo jinym vladnim nebo kontrolnim
orgdnem.

(c)  Zadavatel (jednajici pfimo nebo prostfednictvim
UBC) miiZze tuto smlouvu piimo ukoncit doru¢enim
pisemné  vypoveédi  poskytovateli  sluzeba/nebo
hodnotiteli (dle situace), pokud v kterémkoli okamZiku
béhem této smlouvy:

(i) nejsou osobni sluzby hlavniho hodnotitele
k dispozici, jak stanovi bod 2 vyse,
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(i)  an adverse safety concern with respect to Study
Product makes continued testing unadvisable,

Sponsor (directly or acting through UBC) may also
terminate this Agreement upon delivering written notice
to Site.

The Sponsor reserves the right to terminate the
participation of the Institution and/or Investigator, or the
STUDY itself by written notice at any time and for any
or no reason. If the Institution and/or the Investigator’s
participation in the STUDY or the STUDY itself is
terminated, the Site shall cease enrolling subjects
immediately. In the event of termination, payments will
be made for all services required by the Protocol that
have been performed in accordance with the terms of
this Agreement up to the effective date of termination
and any reasonable non-cancellable costs which were
incurred by the Site in connection with the STUDY as
required under the Protocol and contemplated in Exhibit
B. If any advance or other payments exceed the amount
owed for services performed under the Protocol, the
Institution shall promptly return the excess balance to
the Sponsor. For avoidance of any doubts termination
of the participation or that of the STUDY under this
clause 13 shall also cause the termination of the entire
Agreement with effects as of the delivery of the
termination notice.

14. Independent Contractor

Institution understands that it is acting in the capacity
of an independent contractor under this Agreement,
and not as an employee, partner or agent of the
Sponsor or UBC, and without the capacity to legally
bind the Sponsor or UBC to any obligation
whatsoever. Institution represents that Investigator's
relationship to Institution is that of an employee, and
Institution further agrees to be responsible for his/her
compensation for his/her services hereunder.

15.  Other obligations of the Site

15.1 The Site hereby guarantees to UBC and the
Sponsor that they have the full power, legal right and
authority to enter and perform this Agreement and shall
comply with all Law(s), relevant codes of practice,
operating procedures and guidelines and will obtain and
maintain all covenants, licences, approvals and
permissions necessary to fulfil Institution’s and
Investigator’s obligations under this Agreement. In

(i) pokud by dalsi testovini nebylo vhodné
vzhledem kobavdm znepfiznivého dopadu na
bezpecnost v souvislosti s hodnocenym piipravkem.

Zadavatel (jednajici pfimo nebo prostiednictvim
spolecnosti UBC) mize tuto smlouvu ukoncit

doruc¢enim pisemné vypovédi mistu provadéni.

Zadavatel si  vyhrazuje pravo ukonéit tcast
poskytovatele sluZeb a/nebo hodnotitele nebo STUDII
samotnou, ato formou pisemné vypovédi, kdykoli
a z jakéhokoli divodu nebo bez uvedeni ditvodu. Pokud
budou dcast poskytovatele sluzeb a/nebo hodnotitele ve
STUDII nebo STUDIE samotnd ukonceny, misto
provadéni ihned ukonéi zdpis subjektd. V piipade
ukonceni budou uhrazeny platby za vSechny sluzby
poZzadované protokolem, které byly provedeny
v souladu s podminkami této smlouvy do data G¢innosti
ukonceni, a piipadné piimétené nezrusitelné naklady,
které mistu provadéni vznikly v souvislosti se STUDII,
jez vyzaduje protokol ajez jsou popsany v piiloze B.
Pokud zilohové nebo jiné platby pievySuji dluznou
Castku za sluzby provedené podle protokolu,
poskytovatel sluzeb tento preplatek zadavateli ihned
vrati. Aby nevznikly pochybnosti, ukonceni tc¢asti nebo
ukonc¢eni STUDIE podle bodu 13 bude znamenat také
ukonceni celé smlouvy s dcinnosti k datu doruceni
vypovedi.

14.  Nezavisly dodavatel

Poskytovatel sluzeb je srozumén s tim, Ze v rdmci
této smlouvy jednd v postaveni nezdvislého
dodavatele a nikoli jako zaméstnanec, spole¢nik ¢i
zastupce zadavatele nebo spolecnosti UBC a Ze neni
zpusobilé pravné zavazovat zadavatele ani spolecnost
UBC kjakymkoli zdvazkiim. Poskytovatel sluzeb
prohlasuje, Ze vztah hodnotitele k poskytovateli
sluzeb zafizeni je zaméstnanecky, a poskytovatel
sluZeb déle souhlasi stim, Ze bude odpovédné za
poskytnuti nahrad hodnotiteli za jeho sluzby podle
této smlouvy.

15.

15.1 Misto provadéni se timto spolecnosti UBC
azadavateli zarucuje, Ze ma plné zmocnéni, zakonné
pravo aoprdvnéni uzaviit tuto smlouvu aZze bude
dodrzovat vSechny zdkony, pfisluSné provadéci
predpisy, pracovni postupy a pokyny a obstara si a bude
udrzovat vSechna ujednani, licence, schvéleni
a povoleni nezbytnd k plnéni povinnosti poskytovatele
sluzeb a hodnotitele podle této smlouvy. Kromé toho

Dalsi povinnosti mista provadéni
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addition, each of Institution and Investigator represents
and warrants that the terms of this Agreement are valid
and binding obligations of Institution, and are not
inconsistent with any other contractual and/or legal
obligations any of them may have, or with Institution's
policies or the policies of any institution or company
with which it or Investigator is associated.

15.2 Each of the Institution and the Investigator
shall ensure that the Investigator and/or the other
applicable staff complete a certification and
disclosure form concerning the financial interests or
other conflicts of interests they may have related to
the STUDY or the Sponsor. If information collected
on the form changes during the course of the
STUDY, or within one year after the last subject has
completed the STUDY, as specified in the Protocol,
the Institution and the Investigator shall promptly
inform the Sponsor about such a change. In addition,
Institution and Investigator shall comply with all
applicable Law(s) regarding reporting and
management of conflicts of interest.

15.3 The Site shall provide all of the services
contemplated herein through a fully trained and
competent staff having a skill level appropriate for
the tasks assigned to them and shall ensure that all
the staff comply with the terms of this Agreement
and the Protocol.

15.4 In the event that the Investigator leaves or is
removed from the Institution, then the Institution
shall, within ten (10) days of becoming aware of such
a departure by the Investigator, provide a written
notice of such an event to the Sponsor and UBC.
Any successor to the Investigator must be approved,
in writing, by the Sponsor and such a successor shall
be required to agree to all the terms and conditions of
the Protocol and this Agreement, and to sign each
such document as evidence of such an agreement
(although failure to so sign will not relieve such a
successor from abiding with all the terms and
conditions of the Protocol and this Agreement). In
addition to this Agreement, the Sponsor, directly or
through UBC as its authorized agent and signatory
acting for and on behalf of Sponsor, will enter into a
separate contract with such a new investigator. In
such an event, every reasonable attempt will be made
promptly by Institution to present a new principal
investigator for the Study who is acceptable to
Sponsor.

poskytovatel sluzeb ahodnotitel prohlasuji a zarucuji
se, 7Ze podminky této smlouvy jsou platnymi
azavaznymi povinnostmi  poskytovatele  sluZeb
anejsou vrozporu s jinymi smluvnimi ani zdkonnymi
povinnostmi, které by piipadn€é mohli poskytovatel
sluzeb nebo hodnotitel mit, ani se zisadami
poskytovatele sluzeb nebo zdsadami jakékoli instituce
nebo spolecnosti, ke kterym jsou poskytovatel sluzeb
nebo hodnotitel pfidruZeni.

15.2 Poskytovatel sluZeb ahodnotitel zajisti, aby
hodnotitel a/nebo spolupracujici osoby na sluzbach
vyplnily formulaf osvédceni ainformacni formulaf
tykajici se finan¢nich zdjmi nebo jinych stfeti
zajmd, které by mohly souviset se STUDII nebo
zadavatelem. Pokud se informace uvedené ve
formulati v pribéhu STUDIE nebo béhem jednoho
roku od okamZiku, kdy STUDII dokon¢il posledni
subjekt, jak je uvedeno v protokolu, zméni,
poskytovatel sluzeb a hodnotitelbudou zadavatele
o této zmeéné¢ neprodlené¢ informovat. Kromé toho
budou poskytovatel sluzeb a hodnotitel dodrZovat
vSechny platné zakony tykajici se oznamovani
a feSeni stietll zajmu.

15.3 Misto provadéni bude provadéet vSechny sluzby
zamySlené touto smlouvou prostiednictvim plné
vyskolenych a kompetentnich spolupracujicich osob
na sluzbich, kteti maji dovednosti odpovidajici
ukolim, které jsou jim pfidéleny, a zajisti, aby
spolupracujici osoby na sluzbich dodrZovali
podminky této smlouvy a protokolu.

15.4 Pokud hodnotitel od poskytovatele sluzeb
odejde nebo je propustén, zaSle poskytovatel sluZeb
zadavateli a spolecnosti UBC o tomto odchodu
hodnotitele pisemné ozndmeni, ato do deseti (10)
dnt od okamziku, kdy se o této uddlosti dozvedélo.
Piipadny ndstupce hodnotitele musi byt pisemné
schvilen zadavatelem abude se od n€j pozadovat,
aby souhlasil se vS§emi podminkami protokolu a této
smlouvy aaby na dikaz svého souhlasu tyto
jednotlivé dokumenty podepsal (i kdyZ skutecnost, Ze
tak neucini, nezbavuje tohoto ndstupce povinnosti
dodrZzovat vSechny podminky protokolu a této
smlouvy). Kromé této smlouvy uzavie zadavatel
pfimo nebo prostfednictvim spole¢nosti UBC jako
svého opravnéného zdstupce a osoby s podpisovym
prdvem jednajici jménem zadavatele samostatnou
smlouvu s timto novym hodnotitelem. Poskytovatel
sluzeb v takovém piipadé¢ neprodlené¢ vynaloZi
primétfené tsili na to, aby zajistila pro studii nového
hlavniho hodnotitele, ktery bude pro zadavatele
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15.5 The Parties agree that the Sponsor (or its
nominee) may, at mutually agreeable times during
the STUDY, and for a reasonable time after the
completion or early termination of the STUDY,
arrange with the Investigator or his/her designee to
examine and inspect, during regular business hours,
the Institution facilities and premises required for the
performance of the STUDY; and subject to the
applicable STUDY subject  confidentiality
considerations, to inspect, audit, and to copy or have
copied, all data and work product relating to the
STUDY conducted under this Agreement and to
inspect and make copies of all data necessary for the
Sponsor to confirm that the STUDY is being
conducted in conformance with the Protocol and in
compliance with all applicable laws and regulations.
Site may redact such records, CRFs, source documents,
and other data as may be legally required to protect
subject confidentiality, consistent with Law(s) and the
terms of this Agreement

15.6 The Investigator shall be responsible for
communication with the competent IRB/IEC and the
State Institute for Drug Control and other applicable
regulatory agencies and shall comply with all the legal
requirements regarding the information obligation
towards these entities.

15.7  The Investigator shall be obliged to record and
immediately report to the Sponsor, the State Institute for
Drug Control and the competent IRB/IEC all
information about any suspicion of any serious
unexpected adverse reactions.

15.8  If, in connection with the performance of the
STUDY, a new circumstance occurs which can have an
impact on the safety of the STUDY subjects, the
Investigator shall be obliged to take immediate
measures to protect the STUDY subjects against
immediate danger; the Investigator shall be obliged to
immediately inform the Sponsor about such a situation,
so that the Sponsor can immediately inform the State
Institute for Drug Control and the competent Ethical
Commission about the new circumstances and measures
which have been taken.

15.9 If any regulatory authority requests access to
the Institution’s and/or the Investigator’s records,
facilities and/or personnel, or conducts an
unannounced inspection, in each case relating to the

pfijatelny.

15.5 Smluvni strany souhlasi stim, Ze zadavatel
(nebo jim ustanovend osoba) se muze — v terminech
béhem STUDIE, které budou vzdjemné pfijatelné,
apo pfiméfenou dobu po dokonfeni nebo
pfed¢asném ukonceni STUDIE - s hodnotitelem
nebo jim povéfenou osobou dohodnout, Ze v béZné
pracovni dobé provede prezkouseni a kontrolu
zafizeni a prostor poskytovatele sluZeb pottebného
k provadéni STUDIE. Déle miiZe zadavatel (nebo jim
ustanovend osoba) pii dodrzeni pfisluSnych
podminek davérnosti subjektu STUDIE zkopirovat
nebo si nechat zkopirovat vSechny tidaje a pracovni
produkty tykajici se STUDIE provadéné podle této
smlouvy a kontrolovat vSechny udaje a pofizovat
kopie vsSech udaju, které =zadavatel potiebuje
k ovéfeni toho, ze STUDIE je provadéna v souladu
s protokolem a dodrzuje veSkeré platné zdkony
a predpisy. Misto provdadéni miZe tyto zaznamy,
zdznamy CRF, zdrojové dokumenty a dal$i tddaje
redigovat tak, jak pozaduje zdkon, aby byla chranéna
davérnost subjekti a byl zajistén soulad se zakony
a s podminkami této smlouvy.

15.6 Hodnotitel bude odpovédny za komunikaci
s kompetentni komisi IHK/EK, se Statnim dGfadem pro
kontrolu 1é€iv a s dal$imi piisluSnymi kontrolnimi tfady
abude dodrzovat vSechny zdkonné pozadavky tykajici
se informa¢ni povinnosti vii¢i témto subjektim.

15.7  Hodnotitel bude povinen zaznamenat a ihned
oznamit zadavateli, Statnimu dstavu pro kontrolu 1éCiv

a kompetentni komisi IHK/EK veSkeré informace
opiipadném  podezfeni na  jakékoli  zdvaZné

neocekavané nezadouci tdcinky 1éku.

15.8  Pokud v souvislosti sprovidénim STUDIE
nastanou nové okolnosti, které mohou mit dopad na
bezpecnost subjektt STUDIE, je hodnotitel povinen
pfijmout okamzit¢ opatfeni na ochranu subjektl
STUDIE pred bezprostiednim nebezpecim;
hodnotitelje povinen zadavatele otéto situaci
neprodlené informovat tak, aby zadavatel mohl o téchto
novych okolnostech a o opatfenich, kterd je nutno
pfijmout, neprodlené¢ informovat Stitni ustav pro
kontrolu 1é¢iv a kompetentni etickou komisi.

15.9 Pokud néktery kontrolni dfad pozada o pristup
k zdznamiim, zafizenim a/nebo  pracovnikiim
poskytovatele sluzZeb a/nebo hodnotitele nebo pokud
provede neohldSenou kontrolu (v obou piipadech
v souvislosti se STUDII), pak poskytovatel sluZeb

Non interventional study agreement
HOSPIRA ZOB INF 1420

Czech Rep.

Final 30.3.15

V.1.0

Page 21 of 32




STUDY, then the Institution and/or the Investigator
(as the case may be) will promptly notify the Sponsor
by telephone followed by written confirmation. The
Sponsor will have the right, but not the obligation, to
be present (either directly or through UBC) at any
audit or inspection by a regulatory authority that
relates to the STUDY, and where time permits, to
conduct a pre-inspection audit. The Institution and
the Investigator will promptly provide the Sponsor
with copies of all communications between them
respectively and a regulatory authority relating to the
STUDY and copies of all documents provided to
such regulatory authority. Where the Institution
and/or the Investigator is required or intends to
respond to any such communication, the Institution
and/or the Investigator will provide the Sponsor with
a copy of such communication and the Institution’s
and/or the Investigator’s proposed response
sufficiently in advance of the date that such response
is to be submitted, in order to permit the Sponsor to
review and comment upon such response. To the
extent permitted by Law(s), the Institution and/or the
Investigator will incorporate all such comments from
the Sponsor into such response prior to submission to
such regulatory authority.

16. Insurance

Investigator and each subinvestigator shall be
required to carry and maintain professional liability
insurance, including medical malpractice insurance,
in such amounts and coverages as are either (i)
required by local Law, or (ii) usual and customary in
the particular jurisdiction.

Institution shall be required to carry and maintain
professional liability insurance, including medical
malpractice insurance, in such amounts and
coverages as are either (i) required by local Law, or
(i1) usual and customary in the particular jurisdiction.

17. Indemnification

17.1 In no event will the Sponsor or UBC be liable
to the Institution or the Investigator for any special,
incidental, indirect, punitive or consequential
damages (including but not limited to lost profit and
lost business) in relation to any claim arising out of
or related to the Study or this Agreement. This
limitation of damages shall also apply to any claims
under the payment schedule of this Agreement.

a/nebo hodnotitel (podle toho, kdo bude relevantni)
tuto skutecnost ihned telefonicky ozndmi zadavateli
a nésledné potvrdi pisemnym potvrzenim. Zadavatel
bude mit pravo, avSak nikoli povinnost, byt pfitomen
(bud’ piimo, nebo prostiednictvim spole¢nosti UBC)
u auditu nebo kontroly provddéné kontrolnim dfadem
a tykajici se STUDIE, a pokud to ¢as dovoli, provést
ptedkontrolni audit. Poskytovatel sluzeb a hodnotitel
neprodlené poskytnou zadavateli kopie veSkeré
komunikace s kontrolnim ufadem ohledné¢ STUDIE
a také kopie vSech dokumentl poskytnutych tomuto
kontrolnimu ufadu. Pokud je od poskytovatele sluzeb
a/nebo hodnotitele poZadovdno, aby na tato sdéleni
reagovali, nebo pokud maji v imyslu na né reagovat,
poskytne poskytovatel sluzeb a/nebo hodnotitel
zadavateli v dostatecném predstihu pifed datem
odeslani kopii takového sdéleni a navrhovanou
odpovéd’ tak, aby zadavatel mohl tuto odpovéd
posoudit a pfipominkovat. Pokud to povoluji zédkony,
poskytovatel sluZzeb a/nebo hodnotitelvSechny tyto
pfipominky zadavatele do odpovédi pied jejim
odeslanim kontrolnimu utfadu zacleni.

16. Pojisténi
Hodnotitel ajednotlivi  spoluzkousejici  budou
povinni  zfidit audrZovat pojiSténi  profesni

odpovédnosti veetné pojisténi profesni odpoveédnosti
1ékaiti, ato ve vysi akryti, které bud’ (i) pozaduji
mistni zdkony, nebo (ii) jsou vdané jurisdikci
obvyklé a bézné.

Poskytovatel sluZeb bude povinnen zfidit a udrZovat
pojisténi profesni odpovédnosti vcetné pojisténi
profesni odpovédnosti 1ékail, ato ve vysi a kryti,
které bud’ (i) poZaduji mistni zdkony, nebo (ii) jsou
v dané jurisdikci obvyklé a bézné.

17. Odskodnéni

17.1 Zadavatel ani spolecnost UBC nebudou
v Zddném piipadé¢ odpoveédné vicCi poskytovateli
sluZzeb nebo hodnotiteli za jakékoli zvlastni, ndhodné,
nepiimé, represivni ani ndsledné ndhrady Skody (m;.
véetné ztrity zisku a ztraty podnikdni) ve vztahu
k jakémukoli naroku vyplyvajicimu nebo
souvisejicimu se studii nebo s touto smlouvou. Toto
omezeni ndhrady Skody plati také pro vesSkeré naroky
vyplyvajici z harmonogramu plateb této smlouvy.
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17.2  Due to the non-interventional nature of the
Study, the Investigator and the Institution explicitly
acknowledge that neither UBC nor Sponsor provides
any indemnification of any kind under this
Agreement and neither UBC nor Sponsor may be
held liable for any damages caused by the services
provided under this Agreement and/or the Study. The
Investigator and the Institution also acknowledge that
UBC does not assume any responsibility for actions
or omissions performed under this Agreement upon
and in accordance with instructions from the
Sponsor.

18. Termination of the Agreement
18.1 In the event of any termination or expiration of
this Agreement:

(i) upon providing or receiving a notice of
termination of this Agreement, the Site shall stop
enrolling subjects in the Study and shall, in accordance
with the Sponsor’s instructions, cease conducting the
STUDY;

(i)  the Site shall return to the Sponsor all unused
materials provided by the Sponsor or on its behalf,
including, but not limited to, the Investigational Drug
and equipment (unless written authorization to retain or
destroy them is given by the Sponsor);

(iii) in the event of termination as a result of a
material breach by the Site, the Parties agree to make a
good faith effort to reach an agreement to compensate
the Institution for the actual work performed in
accordance with the Protocol to the date of the notice of
termination; and

(iv) the Site shall return to the Sponsor all
Confidential Information owned, or controlled by, the
Sponsor and in the possession of the Institution or the
Investigator or any of their respective employees,
subcontractors, agents or affiliates.

18.2 The termination or expiration of this Agreement
shall not relieve a party of its obligation to others with
respect to:

(i) retaining in confidence all the Confidential
Information (as defined in clause 8 hereof);
(i)) complying with record keeping and reporting

17.2  V souvislosti s neintervenc¢ni povahou studie
hodnotitel a poskytovatel sluZeb vyslovné berou na
védomi, Ze spoleCnost UBC ani zadavatel
neposkytuji na zdkladé této smlouvy Zadné
odskodnéni jakéhokoli druhu azZe spolecnost UBC
ani zadavatel nebudou ¢&inéni odpovédnymi za
néhrady Skody zptisobené sluzbami poskytovanymi
podle této smlouvy a/nebo studie. Hodnotitel
a poskytovatel sluzeb také berou na védomi, Ze
spolecnost UBC neptebird odpovédnost za tkony ani
opomenuti provedené nebo vzniklé na zdkladé této
smlouvy podle pokyni od zadavatele nebo v souladu
S nimi.

18. Ukonceni smlouvy

18.1 'V piipad¢ ukonceni nebo uplynuti doby platnosti
této smlouvy:

1) misto provadéni pfestane v okamZiku zaslani
nebo piijeti vypoveédi této smlouvy zapisovat subjekty
do studie apfestane vsouladu spokyny zadavatele
STUDII provadet;

(i) misto provddéni vrati zadavateli veSkery
nevyuzity materidl, ktery mu zadavatel poskytl nebo
ktery byl poskytnut jeho jménem, mj. vcetné
hodnoceného 1éCiva avybaveni (pokud zadavatel
nevydal pisemné oprdvnéni k jejich ponechini nebo
zniceni);

(ili)) pro piipad ukonceni smlouvy v disledku
zdvazného poruSeni ze strany mista provadéni se
smluvni strany dohodly na tom, Ze v dobré vite sjednaji
dohodu o nihrad¢€ pro poskytovatele sluzeb za skute¢né

provedenou praci vsouladu s protokolem k datu
vypovedi;
(iv) misto provadeéni vrati zadavateli v§echny divérné

informace, které vlastni nebo spravuje zadavatel a které
jsou vdrZeni poskytovatele sluzeb nebo hodnotiele
nebo jejich pifslusnych zaméstnanctli, subdodavatelt,
zastupct nebo pobocek.

18.2 Ukonceni této smlouvy nebo uplynuti doby jeji
platnosti nezbavuje smluvni stranu jeji povinnosti vic€i
ostatnim v nasledujicich ohledech:

(1)  zachovani divérnosti v§ech diivérnych informaci
(dle definice v bod¢ 8 této smlouvy);
(i)) dodrzovani povinnosti v oblasti vedeni zdznamu
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obligations (under clause 11 hereof);

(ili) complying with any publication and publicity
obligations (under clause 9 and 10 hereof);

(iv) payment for services performed to the notice date
of termination (under clause 5 hereof);

(v)  complying with the obligations relating to any
Sponsor-provided material that was supplied;

(vi) inspection rights (under clause 15 hereof); and
(vii) obligation to assign Inventions and assist in
obtaining patent protection (under clause 7) hereof

all of which obligations are binding on the appropriate
Party and shall remain in full force and effect as set
forth in this Agreement.

19. Joint rights, obligations and liabilities

19.1  Where this Agreement assigns the Site with
any rights, obligations and liabilities it is understood
that both the Institution and the Investigator shall
jointly and severally bear any such any such rights,
obligations and liabilities, unless this Agreement
provides otherwise.

20. Execution Instructions and Agreement

20.1 Authorized signature below indicates
Institution’s and Investigator’s acceptance of the terms
and conditions of this NON INTERVENTIONAL
STUDY Agreement, which, together with the Protocol,
govern the Institution’s and Investigator’s participation
in the STUDY. Any amendments, supplements and/or
annexes to this Agreement shall be effective only if they
are in writing and signed by duly authorised
representatives of each of the Parties and shall
constitute an integral part of this Agreement. This
Agreement is executed in Czech and English languages.
In case of any discrepancies between Czech and English
versions, the Czech version shall prevail.

21. Modifications

21.1 Neither this Agreement nor the Protocol may be
altered, amended or modified, except by a written
document signed by the Parties.

22. No Waiver

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

a vykazovani (podle bodu 11 této smlouvy);

(i1) dodrZovani vSech povinnosti v oblasti
publikovani a publicity (podle bodu 9 al0 této
smlouvy);

(iv) uhrady za sluzby provedené kdatu vypovédi

(podle bodu 5 této smlouvy);

(v)  dodrZovédni povinnosti souvisejicich s dodanym
materidlem poskytnutym zadavatelem;

(vi) prdva na kontrolu (podle bodu 15 této smlouvy);
(vil) povinnost postoupit vyndlezy a poskytnout
pomoc pii ziskani patentové ochrany (podle bodu 7 této
smlouvy), pficemz vSechny tyto povinnosti jsou pro
piisluSnou smluvni stranu zdvazné a zlstanou pIné
platné a G¢inné, jak je uvedeno v této smlouve.

19. Spole¢na prava, povinnosti a zavazky

19.1 Pokud tato smlouva pfisuzuje mistu provadéni
jakdkoli prava, povinnosti a zdvazky, rozumi se tim, Ze
vSechna tato prdva, povinnosti azdvazky ponesou
poskytovatel sluZeb a hodnotitel spolecné a nerozdilné,
pokud neni v této smlouvé stanoveno jinak.

20. Pokyny pro vyhotoveni a uzavieni smlouvy

20.1 Opravnény podpis niZe v této smlouvé oznacuje
souhlas poskytovatele sluzeb a hodnotitele
s podminkami této smlouvy o NEINTERVENCNI
STUDII, kterou se spole¢né s protokolem bude fidit
ucast poskytovatele sluzeb a hodnotitele v této STUDIL
Pripadné zmény, dodatky a/nebo piilohy k této smlouve
budou uc¢inné pouze v piipadé¢, Ze budou pisemné
abudou podepsiny ftddn¢ oprdvnénymi zastupci
jednotlivych stran abudou predstavovat nedilnou
soucast této smlouvy. Tato smlouva je vyhotovena
v Ceském a anglickém jazyce. V piipad¢ rozdili mezi
¢eskou a anglickou verzi bude mit prednost ¢eska verze.
21. Zmény

21.1 Tuto smlouvu ani protokol nelze zménit, upravit
ani modifikovat jinak neZ pisemnym dokumentem
podepsanym smluvnimi stranami.

22. Ustanoveni o zieknuti se prav

22.1 Pokud nékterd smluvni strana neuplatni nebo
nevymaha néekteré své pravo, které je ji pfizndno touto
smlouvou, nebude to znamenat zfeknuti se tohoto prava
ani to neznemoZni pozd&jSi uplatnéni nebo vymdhani
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23.  Severability

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

24.1 This Agreement is made in three original
counterparts, one for each of the Parties, which shall
each have equal legal force.

25.  Notices

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

If to the Sponsor: Hospira, Inc.
275 North Field Drive

Lake Forest, IL 60045

With a copy of all
notifications and notices
also being sent to UBC.
If to UBC : UBC Late Stage (UK)
Limited
26-28 Hammersmith Grove
W6 7THA, UK
Attention: Contracts
Management
Fax:

Fakultni nemocnici Hradec
Kralové, Sokolska 581, 500
05 Hradec Krédlové — Novy

If to the Institution:

tohoto préava.

23.  Oddélitelnost

23.1 Pokud bude nékterd podminka této smlouvy,
jejiz odstranéni nemd nepiiznivy dopad na pfijimani
zasadniho prospéchu nékterou stranou této smlouvy,
povaZovdna za nezdkonnou, neplatnou nebo
nevymahatelnou, zbyvajici podminky této smlouvy tim
nebudou ovlivnény abudou inadidle platné
a vymahatelné v nejSirSim moZzném rozsahu povoleném
zdkonem.

24. Vyhotoveni

24.1 Tato smlouva je vyhotovena ve tfech
origindlnich vyhotovenich, z nichZ kazda strana obdrzi
jedno.
25. Oznameni

25.1 Ozndameni nebo sdéleni, jejichz podani
nékterou ze smluvnich stran je poZadovano nebo
povoleno touto smlouvou, musi mit pisemnou formu
a budou povaZovana za podand k datu jejich prevzeti,
pokud jsou doru¢ena osobné nebo faxem, nebo pét
(5) dnti od data poStovniho razitka v ptipad¢ zaslani
doporuenou posStou, zaslani formou zasilky
s dorucenkou, s piedplacenym poStovnym nebo
prostfednictvim mezindrodné uzndvaného kuryra na
tuto adresu:

Ozndmeni Hospira, Inc.
uréena 275 North Field Drive
zadavateli: Lake Forest, IL 60045
]
S kopii vSech ozndmeni
a sdé€leni zaslanou také
spolecnosti UBC.
Oznameni UBC Late Stage (UK) Limited
uré¢ena 26-28 Hammersmith Grove
spolecnosti W6 7THA, UK
UBC: K rukam: Contracts
Management
Fax:
Oznameni Fakultni nemocnici  Hradec
uréena Kralové, Sokolska 581, 500 05
poskytovateli ~ Hradec Kralové — Novy Hradec
sluZeb: Krélové, Ceskd republika
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Hradec
Republic
Attention:Dasa Prokiipkova
— Legal department

Fax: +420 495 833 800

I
I

Fakultni nemocnice Hradec
Kralové

1I. interni
gastroenterologicka klinika
Sokolska 581

500 05 Hradec Kralové —
Novy Hradec Kralové,

Czech Republic
Attention:

Fax: I

26. Applicable Law and Jurisdiction

Kralové, Czech

If to the Investigator:

26.1 This Agreement shall be governed and construed
under the laws of the Czech Republic. Any disputes,
controversies or differences which may arise between
the Parties in relation to the conclusion, interpretation,
implementation, performance, breach, invalidity or
termination of this Agreement and which have not been
resolved amicably shall be handled by courts of the
Czech Republic.

INSTITUTION AND INVESTIGATOR
UNDERSTANDS AND ACKNOWLEDGES THAT
FABRICATION, FALSIFICATION OR
ALTERATION BY INSTITUTION OR
INVESTIGATOR OR ANY OF THE
INVESTIGATOR’S STAFF, INSTITUTION’S
EMPLOYEES, AGENTS OR CONTRACTORS OF
ANY SUBJECT DATA OR OTHER INFORMATION
PROVIDED BY INSTITUTION OR
INVESTIGATOR PURSUANT TO THIS
AGREEMENT CAN RESULT IN CRIMINAL
AND/OR ADMINISTRATIVE ACTIONS AND
SANCTIONS AGAINST INSTITUION AND/OR
INVESTIGATOR AND IN CIVIL LIABILITY TO
SPONSOR.

Remainder of page intentionally left blank.

K rukdm: Dase Proklipkové —
Pravni odbor
Fax: +420 495 833 800

Ozndmenf ]
urcend ]
hodnotiteli: Fakultni nemocnice Hradec
Kralové
II. interni gastroenterologickd
klinika
Sokolska 581
500 05 Hradec Kréilové — Novy
Hradec Kralové, Cesk4
republika
Fax:

26. Platné zakony a prislu$na jurisdikce

26.1 Tato smlouva se fidi avyklada podle zidkont
Ceské republiky. Veskeré spory, rozpory nebo rozdily,
které mohou vzniknout mezi smluvnimi stranami
v souvislosti s uzavienim, vykladem, provadénim,
plnénim, poruSenim, neplatnosti nebo ukoncenim této
smlouvy akteré nebudou vyfeSeny pratelskym
zptisobem, budou feseny soudy Ceské republiky.

POSKYTOVATEL A HODNOTITEL JSOU
SROZUMENI A BEROU NA VEDOMI, ZE POKUD
SE POSKYTOVATEL SLUZEB NEBO
HODNOTITEL NEBO SPOLUPRACUJICI OSOBY
NA SLUZBACH HODNOTITELE, ZAMESTNANCI
POSKYTOVATELE SLUZEB NEBO JEHO
ZASTUPCI CI DODAVATELE DOPUSTI LZI,
FALSOVANI NEBO POZMENOVANI UDAJU
O SUBJEKTECH NEBO JINYCH INFORMACI
POSKYTOVANYCH POSKYTOVATELEM
SLUZEB NEBO HODNOTITELEM PODLE TETO
SMLOUVY, MUZE TO MIT ZA NASLEDEK
TRESTNI A/NEBO SPRAVNI ZALOBY A SANKCE
PROTI POSKYTOVATELI SLUZEB NEBO
HODNOTITELI A OBCANSKOPRAVNI
ODPOVEDNOSTI ZADAVATELE.

Zbytek stranky je zamérné ponechédn volny.
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Agreed to and Accepted by:

HosPIRA UK LIMITED

REPRESENTED FOR THE PURPOSES OF THIS
AGREEMENT BY

UBC LATE STAGE (UK) LIMITED

acting as agent and authorized signatory

By:

(Signature)

Print Name: ||| | | | |l
Ticle: [

Date:

Institution

By:

(Signature)

Print Name: prof. MUDr. Roman Prymula, CSc., Ph.D.

Title: Director

Date:

Investigator

By:

(Signature)

Print Name: |

Title:

Date:

Odsouhlaseno a pfijato:

HosPIRA UK LIMITED

ZASTOUPENOU PRO UCELY TETO SMLOUVY
SPOLECNOSTI

UBC LATE STAGE (UK) LIMITED

ktera jedna jako zastupce aosoba s podpisovym
pravem

Podpis:

(Podpis)
Jméno tiskacim: ||| | | |l
Funkee: | NN

Datum:

Poskytovatel sluzeb

Podpis:

(Podpis)

Jméno tiskacim: prof. MUDr. Roman Prymula, CSc.,
Ph.D.

Funkce: Director/feditel

Datum:
Hodnotitel
Podpis:
(Podpis)
Jméno tiskacim |
Funkce:
Datum:
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EXHIBIT A
PROTOCOL
(ATTACHED BY WAY OF REFERENCE)EXHIBIT B

(PAYMENT TABLE)
_______________

==

PRILOHA A
PROTOKOL »
(PRILOZENO ODKAZEM)PRILOHA B

(TABULKA PLATEB)
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EXHIBIT C
Privacy Addendum

Effect. The terms and provisions of this Privacy
Addendum (“Addendum”) are incorporated in and
shall supersede any conflicting or inconsistent terms
and provisions of the Non-Interventional Study
Agreement (Agreement) by and between Hospira UK
Limited (Sponsor),

Il (investigator) and Fakultni nemocnice Hradec
Kralové, Sokolskd 581, 500 05 Hradec Krilové —
Novy Hradec Krédlové, Czech Republic (Institution).

Representations and Warranties. Institution
hereby represents and warrants to Hospira that:

(a) Any transfer and Processing of Personal Data
by or enabled by Institution or anyone acting
on Institution’s behalf shall meet all
applicable requirements of the Laws,
including but not limited to those related to
transfers of sensitive information.

(b) Any information concerning the Study made

available to the public shall have all personal

identifiers removed and/or be aggregated
with other data, in both cases such that the
data cannot identify or be used to identify the
disclosing party or a natural person;

Personal Data will not be disclosed or
transferred to any third party, except where
such disclosure or transfer is permitted or
required by any applicable Law, regulation or
governmental authority;

(c)

(d) It will implement appropriate technical and
organizational measures to protect Personal
Data that is within its custody against
accidental destruction or accidental loss or
alteration, or unauthorized disclosure or
access and against all other unlawful forms

of processing;

PRILOHA C
Dodatek o ochrané soukromych adajia

Utinnost. Podminky a ustanoveni tohoto dodatku
o ochran¢ soukromych tdaji (,,dodatek™) jsou
zaClenény do této smlouvy o neintervencni studii
(smlouva) anahrazuji vSechny rozporné nebo
odporujici si podminky smlouvy mezi spole¢nosti
Hospira UK Limited (zadavatel),
I (odnotitel) a Fakultni
nemocnici Hradec Kralové, Sokolskd 581, 500 05
Hradec Krilové — Novy Hradec Krilové, Ceskd
republika (poskytovatel sluzeb).

Prohlaseni a zaruky. Poskytovatel sluZeb
prohlasuje a spolecnosti Hospira se zarucuje, Ze:

a) Prevod a zpracovani osobnich udaji
provedené nebo povolené poskytovatelem
sluZeb nebo libovolnou osobou jednajici jeho
jménem budou splilovat v§echny platné
pozadavky zdkont, mj. véetné téch, které se
tykaji ptenosu citlivych informaci.

b) Ze vSech informaci tykajicich se studie, které
budou zptistupnény vetejnosti, budou
odstranény vSechny identifikatory osob
a/nebo budou tato data predkldddna spole¢né
s ostatnimi ddaji, v obou ptipadech tak, aby
tyto tidaje nemohly identifikovat stranu ¢i
fyzickou osobu, kter4 je poskytla, ani
nemohly jeji identifikaci nikterak napomoci.

¢) Osobni tdaje nebudou poskytnuty ani
prevedeny tieti stran¢ s vyjimkou piipadu,
kdy toto poskytnuti nebo prenos povoluji
nebo pozaduji platné zakony, piedpisy nebo
statni orgén.

d) Zavede veskera vhodna technicka
a organizacni opatfeni na ochranu osobnich
udaju, které jsou ve spravé poskytovatele
sluzeb, aby nedoSlo kjejich ndhodnému
zni¢eni nebo nahodné ztraté nebo pozméneni
nebo neoprdvnénému  poskytnuti nebo
pfistupu k nim, arovnéZ na ochranu pied
veSkerymi ostatnimi nezdkonnymi formami
jejich zpracovani.

(e) It will limit access to and possession of e) Omezi piistup k osobnim udajim a jejich
Personal Data only to those of its personnel drZeni pouze na své pracovniky a povolené
and  permitted subcontractors  whose subdodavatele, jejichZ povinnosti tento
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(2

responsibilities require such access or
possession; and that all such personnel are
properly trained and prepared to honor
Institution’s  obligations  under  this
Addendum and that permitted subcontractors
will be bound by a written agreement
containing terms materially equivalent to
those contained in this Addendum and
sufficient to give effect to Institution’s
obligations under this Addendum. Any
Processing or other act or omission by any
person that obtains access to or possession of
Personal Data through Institution that would
be a breach of this Addendum if committed
by Institution is deemed a breach of this
Agreement by Institution for which
Institution shall be responsible.

To the extent required by applicable Law or
regulation, it has, in accordance with the
requirements of such law, provided notice to
and obtained any required consent from such
Data Subjects in relation to the Study in
accordance with applicable Law.

If it becomes aware of a Security Incident, it
will investigate and remediate at its sole
expense the effects of the Security Incident in
accordance with applicable Law, including
but not limited to credit monitoring and any
required notices to individuals and/or
governmental agencies. Institution shall
notify Hospira immediately when it becomes
aware of any Security Incident involving
Personal Data, keep Hospira reasonably
informed of Institution’s actions to
investigate and remediate the Security
Incident and permit Hospira to review and
edit any notices or communications sent to
Data Subjects or third parties to the extent
same mentions Hospira or may reflect on
Hospira’s goodwill.

g

piistup nebo drzeni vyzaduji, a zarucuje se,
Ze tito pracovnici budou tddné vySkoleni
a pfipraveni dodrzovat povinnosti
poskytovatele sluzeb vyplyvajici z tohoto
dodatku a zZe povoleni subdodavatelé budou
vazédni pisemnou smlouvou obsahujici
podminky, které budou v zdsad¢ stejné jako
podminky obsazené v tomto dodatku a budou
dostacujici ke splnéni povinnosti
poskytovatele sluzeb vyplyvajicich z tohoto
dodatku. Jakékoli zpracoviani neboj jiné
jedndni nebo opomenuti kterékoli osoby,
kterd ziskd pfistup k osobnim udajim nebo
do jejithoz drZeni se dostanou prostfednictvim
poskytovatele sluzeb, které by bylo
poruSenim tohoto dodatku, pokud by bylo
provedeno  poskytovatelem  sluzeb, je
povazovdno za poruSeni této smlouvy
poskytovatelem sluzeb, které za néj nese
odpovédnost.

Poskytovatel sluzeb v rozsahu pozadovaném
platnymi zdkony nebo pifedpisy a v souladu
s touto smlouvou vSem témto subjektim
udaji zaslalo ozndmeni a ziskalo od nich
potiebny souhlas tykajici se studie v souladu
s platnymi zdkony.

Pokud se poskytovatel sluzeb dozvi
o bezpecnostnim incidentu, vyhradné na své
naklady vysSetii a napravi dopady takového
bezpecnostniho incidentu v souladu
s platnymi zdkony, mj. vcetn¢ sledovani
divéryhodnosti  azaslani  poZzadovanych
ozndmeni jednotlivclm a/nebo  statnim
organim. Poskytovatel sluzeb neprodlené
vyrozumi spole¢nost Hospira v pfipad¢, Ze se
dozvi o bezpe¢nostnim incidentu tykajicim
se osobnich tdajl, bude spolecnost Hospira
v pfiméfeném rozsahu pribézné informovat
o ukonech provadénych poskytovatelem
sluzeb vramci vySetfovani a ndpravy
bezpecnostniho incidentu a dovoli
spolecnosti Hospira prostudovat a upravit
piipadnd sdé€leni nebo ozndmeni zasilana
subjektim ddajii nebo tfetim strandm, pokud
je vnich uvedena zminka o spolecnost
Hospira nebo pokud se tykaji jeji dobré
povesti.

Indemnification. Institution agrees to indemnify | OdSkodnéni. Poskytovatel sluzeb souhlasi s tim, Ze
Hospira and its affiliates and their respective | spolecnost Hospira ajeji poboCky a pfislusné
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employees, directors, officers and agents and hold
them harmless against any liability, judgment,
demand, action, suit, loss, damage, cost and other
expense (including but not limited to reasonable
attorney’s fees and court costs) (“Liability”) resulting
from any third party claims (including investigations
conducted or proceedings instituted by government
agencies or regulators) made or proceedings brought
or threatened against Hospira to the extent such
Liability is alleged to arise as a result of Institution
negligence, willful misconduct or breach of this
Addendum.

Definitions. For the purposes of this Addendum, the
following terms shall have the meanings given
below:

(a) “Data Subject” shall mean any person about
whom data may be Processed in the
performance of the Study.

(b) “Processed” or “Processing” shall mean the

collection, use, disclosure, transfer, storage,

deletion, combination or other use of

Personal Data as contemplated by applicable

privacy and data protection Laws.

“Personal Data” shall mean data that
identifies or could be used to identify a Data
Subject.

(©)

(d) “Security Incident” means an incident
whereby the confidentiality of Personal Data
within Institution’s custody or control has
been or is believed to have been

compromised.

zaméstnance, Cleny pfedstavenstva, ufedniky
a zastupce odskodni a bude hdjit pied odpoveédnosti,
rozsudkem, poZadavkem, stiZnosti, Zalobou, ztratou,
Skodou, ndklady nebo jinymi vydaji (mj. vcetné
pfiméfenych ndkladl pravniho zastoupeni a nakladi
soudniho fizeni) (,,zdvazky*), které vyplyvaji
z narokl tieti strany (vCetn¢ vySetfovani vedeného
nebo fizenimi zahdjenymi stitnimi orginy nebo
kontrolnimi ufady) akteré budou vzneseny nebo
v piipad¢ fizeni zahdjeny proti spole¢nosti Hospira
nebo ji hrozi, pokud tyto zdvazky mély vzniknout
v disledku nedbalosti, Umyslného nespravného
jednani nebo porusSeni tohoto dodatku ze strany
spole¢nosti Hospira.

Definice. Pro ucely tohoto dodatku budou mit
ndsledujici terminy vyznam, ktery je k nim pfifazen
nize:

(e) ,.Subjekt udaju“ znamend osobu, jejiZ udaje
mohou byt zpracovdvany pii provadéni
studie.

(f) ,,Zpracovany* nebo ,,zpracovani‘ znamena

shromazd’ovani, pouZiti, poskytnuti, pfenos,

uloZeni, vymaz, slu¢ovani nebo jiné pouZiti
osobnich udaji tak, jak urcuji piislusné
zdkony o ochran¢ soukromi a soukromych
udaja.

,,Osobni udaje” znamenaji idaje, které piimo
identifikuji subjekt idaji nebo by mohly byt
pouzity k jeho identifikaci.

€9

(h) ,.Bezpecnostni incident” znamend incident,
ktery ohrozil nebo o némz panuje
presvédcent, Ze ohrozil diivérnost osobnich
udaji pod spravou nebo kontrolou

poskytovale sluzeb.
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