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ANCILLARY VENDOR AGREEMENT

SMLOUVA S POMOCNYM DODAVATELEM

This Agreement is made on
(“Effective Date”) by and among

Covance Clinical and Periapproval Services Limited,
Osprey House, Westacott Way, Maidenhead, SL6 3QH,
UK, Registered in England, Company No 02022667
represented by h (hereinafter referred to as
"COVANCE") and

Oblastni nemocnice Pfibram, a.s., Gen.R.Tesafrika 80,
Pfibram 1, 261 01 Pfibram, Czech Republic, registered in
the Commercial Register maintained by the Municipal
Court in Prague, section C., Insert: 8883, company
identification number: 270 85 031, Tax ID No.

¢z27085031, represented by [ || director

(hereinafter referred to as "VENDOR") and

- Oblastni nemocnice Pribram, a.s.,

Gen.R.Tesafika 80, Pribram I, 261 01 Pfibram, Czech
Republic (hereinafter referred to as "RADIOLOGIST")

Tato smlouva je uzavirana ke dni
(,datum Ucinnosti*) mezi

spoleCnosti Covance Clinical and Periapproval
Services Limited, Osprey House, Westacott Way,

Maidenhead, SL6 3QH, UK, Spolecnost registrovana v
Anglii, IC: 02022667, zastoupena * :
(dale jen ,spole¢nost COVANCE") a

Oblastni nemocnici Pribram, a.s., Gen.R.Tesarika 80,
Pibram I, 261 01 P¥ibram, Ceska republika, spole¢nost
zapsana v obchodnim rejstfiku vedeném Méstskym
soudem v Praze, oddil C, vlozka: 8883, identifikatni Cislo

organizace: 270 85 031,DIC: CZ27085031 zastoupena
_ - feditelem nemocnice (dale jen

,DODAVATEL") a

Oblastni nemocnice Pﬁbrgm, a.s., Gen.R.Tesafika
80, Pfibram |, 261 01 Pfibram, Ceské republika (dale jen
,RADIOLOG")

Whereas: COVANCE, acting as an independent
contractor on behalf of PledPharma AB (“Sponsor”)
desires to assist Sponsor to conduct a clinical research
study entitted, A Phase 3, double-blind, multicenter,
placebo-controlled study of PledOx used on top of
modified FOLFOX6 (5-FU/FA and Oxaliplatin) to prevent
chemotherapy induced peripheral neuropathy (CIPN) in
the adjuvant treatment of patients with Stage Ill or high-
risk Stage Il colorectal cancer (“Study”) according to
Sponsor’s protocol number PP06489 incorporated herein
by reference (the “Protocol”);

Vzhledem k tomu, Ze spole¢nost COVANCE jako
nezavisla smluvni strana jednajici jménem spole€nosti
PledPharma AB (,zadavatel”) bude asistovat zadavateli
pfi provddéni klinického hodnoceni pod nazvem
Multicentricka, dvojité zaslepend, placebem kontrolovana
studie faze 3 pfipravku PledOx uZivaného v kombinaci s
modifikovanou terapii FOLFOX6 (5-FU/FA a oxaliplatina)
k zamezeni chemoterapii indukované neuropatie (CIPN) u
pacientl v adjuvantni lIécbé s kolorektalnim karcinomem
ve stadiu Ill nebo vysoce rizikovym ve stadiu Il (,studie”)
v souladu se zadavatelovym protokolem Cislo PP06489 |
na ktery tato smlouva odkazuije (,protokol®).

Whereas: VENDOR is a company which, from time to
time, provides pharmacy and radiology services to the
pharmaceutical industry.

Vzhledem k tomu, Ze: DODAVATEL je spole€nosti
poskytujici 1ékdrenské a radiologické sluzby v radmci
farmaceutického odvétvi.

Whereas: COVANCE has entered in to a Clinical Trial

Agreement by and between Nemocnice Na Plesi s.r.o.
(“Site”) and _ (“Investigator’) with a
place of business at Nemocnice Na Plesi, ¢.p. 110 Nova
Ves pod Plesi, 262 04, Czech Republic dated the 11th of
March 2019, (“CTA”") for the provision of Study services,
however, the Site is not equipped with all necessary

Vzhledem k tomu, ze: Spole¢nost COVANCE uzaviela
smlouvu o  klinickém  hodnoceni  se spole¢nosti
Nemocnice Na Plesi s.r.o., (,centrum) a h
B (-ousejici) s mistem podnikani na
adrese ¢.p. 110, 262 04 Nova Ves pod Plesi, Ceska
republika ze dne 11.bfezna 2019, (,CTA®), na jejimz
zakladé maji byt poskytovany sluzby v ramci studie, avSak
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technical and human resources for provision of the
pharmacy and radiology services required by the Study.

centrum nema k dispozici veSkeré technické a lidské
zdroje nezbytné k poskytovani sluzeb Iékarny a oddéleni
radiologie vyZadované v rdmci studie.

Whereas: VENDOR warrants and represents that its staff
is frained, educated and skilled in the tasks and
responsibilities necessary to provide the services
described below; and,

Vzhledem k tomu, Ze: DODAVATEL zaruéuje a
prohlasuje, Ze jeho personal je vySkolen, ma vzdélani a
dovednosti k vykonu Ukonl a povinnosti nezbytnych k
poskytovani nize popsanych sluzeb.

Whereas: COVANCE desires that VENDOR and
RADIOLOGIST provide certain services to COVANCE
and VENDOR desires to provide certain services to
COVANCE (“Purpose”),

Vzhledem k tomu, Ze: Spole¢nost COVANCE vyjadiila
pfani, aby DODAVATEL a RADIOLOG spole¢nosti
COVANCE poskytl konkrétni sluzby, a DODAVATEL
vyjadfil pfani poskytovat konkrétni sluzby spoleénosti
COVANCE (,ucel),

For good and valuable consideration, the exchange,
receipt and sufficiency of which is hereby acknowledged
by the parties, it is therefore agreed as follows:

a to za fadnou a hodnotnou odménu, jejiz pfedéni, pfijeti
a dostate€nost smluvni strany timto potvrzuji, bylo tudiz
ujednano nasledujici:

and RADIOLOGIST for the benefit of COVANCE are
detailed in the scope of services attached hereto as Exhibit
A (“Services”).

1. Services. 1. Sluzby
1.1 The Study services to be performed by VENDOR | 1.1 Podrobnosti sluzeb v ramci studie, které ma

DODAVATEL a RADIOLOG poskytovat ve prospéch
spole¢nosti COVANCE, jsou uvedeny v rozsahu sluzeb
pfipojeném k této smlouvé jako pfiloha A (,Sluzby).

1.2 As a contractor, VENDOR and RADIOLOGIST
shall perform the Services required using its own
independent professional judgment in accordance with the
applicable provisions of the Study Protocol, agreed
Standard Operating Procedures as well as the
specifications agreed with and requirements of COVANCE
in a timely and professional manner and in conformity with
the highest industry standards, applicable laws,
regulations and guidelines for the conduct of clinical
research and governing protections of human subjects,
including but not limited to, ICH GCP, US FDA regulations
21 CFR 50 and 21 CFR 312.50, Directive 2001/20/EC and
its implementing member state legislation or equivalent
international standards) and such other standards of good
clinical practice as are required by the FDA, EMA, MHRA
or other regulatory authorities with jurisdiction where the
Study product will be used in the Study, all applicable
privacy and data protection laws, rules and regulations.

1.2 Jako smluvni strana bude DODAVATEL a
RADIOLOG poskytovat poZadované sluzby na zakladé
svého nezavislého odborného Usudku a v souladu s
platnymi ustanovenimi protokolu studie, sjednanymi
standardnimi  pracovnimi  postupy, stejné jako
schvalenymi specifikacemi a poZadavky spoleCnosti
COVANCE, a to v¢as, odborné a ve shodé s nejvysSimi
standardy, platnymi zakony, pravnimi pfedpisy a
smérnicemi klinického vyzkumu upravujicimi ochranu prav
lidskych subjektld, mimo jiné vEetné smémic spravné
klinické praxe Mezindrodni konference pro harmonizaci
(ICH GCP), Sbirky federalnich pfedpisi (CFR)
amerického Uradu pro kontrolu potravin a lé&iv (FDA) &.
21, oddili 50 a 312.50, Smérnice 2001/20/ES a jeji
provadéci legislativy élenskych statl nebo ekvivalentnich
mezinarodnich norem a takovych jinych standardu
spravné klinické praxe, které jsou vyzadovany Ufadem
FDA, Evropskou Iékovou agenturou (EMA), Regulacnim
UFadem pro léky a zdravotnické produkty nebo jinymi
regulaCnimi organy jurisdikce, v niZz bude hodnoceny
pripravek pouzit v rdmci studie, vSech platnych zakond,
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pravidel a pravnich pfedpisi na ochranu soukromi a
osobnich udaju.

1.3 In carrying out its responsibilities under this
Agreement, and in compliance with the Foreign Corrupt
Practices Act (FCPA) 1977 (15 U.S.C. §§ 78dd-1, et seq.)
and the Bribery Act 2010 (United Kingdom), neither
VENDOR nor any of its affiliates, employees or
representatives will pay, offer or promise to pay, or
authorize the payment of, any money, or give or promise
to give, or authorize the giving of, any services or anything
else of value, either directly or through a third party, to any
official or employee of any governmental authority or
instrumentality, or of a public international organization, or
of any agency or subdivision thereof, or to any political
party or official thereof or to any candidate for political
office for the purpose of improperly (i) influencing any act
or decision of that person in his official capacity, including
a decision to fail to perform his official functions with such
governmental agency or instrumentality or such public
international organization or such political party, (ii)
inducing such person to use his influence with such
governmental agency or instrumentality or such public
international organization or such political party to affect or
influence any act or decision thereof or (jii) securing any
improper advantage.

1.3 Pfi plnéni svych povinnosti podle této smlouvy a
v souladu se Zakonem o zahraniCnich korupCnich
praktikdch (FCPA) z roku 1977 (hlava 15 § 78 pismeno
dd-1 a nasl. Sbirky zakon( Spojenych statl) a
Protikorupénim zédkonem z roku 2010 (Spojené kralovstvi)
DODAVATEL ani Zadny ze subjekttl k nému pfidruzenych,
jeho zaméstnancli & zastupcl nezaplati, nenabidne ani
neslibi, Ze zaplati, ani neautorizuje zaplaceni jakékoliv
finan¢ni Eastky ani neposkytne nebo neslibi, Ze poskytne,
ani neautorizuje poskytnuti jakékoliv sluzby nebo jiné
hodnotné véci, at jiz pfimo &i prostfednictvim tfeti strany,
Zadnému z pfedstavitell nebo zaméstnanct kteréhokoliv
organu statni spravy nebo vykonného organu, vefejné
mezinarodni organizace nebo kteréhokoliv ufadu ¢&i jeho
oddéleni, zadné politické strané, jejim predstavitelim ani
Zzadnému kandidatovi na politickou funkci za ucelem
uplaceni a nepatficného (i) ovlivilovani jakéhokoliv
jednéni nebo rozhodovani takové osoby v jeji Urfedni
funkci v&etné rozhodnuti, Ze nebude vykonavat své funkce
pro takovy organ statni spravy nebo vykonny organ,
vefejnou mezinarodni organizaci nebo politickou stranu,
(i) navozeni situace, kdy takovéa osoba vyuzije svého vlivu
v organu statni spravy nebo vykonném organu, vefejné
mezinarodni organizaci nebo politické strané k plisobeni
na jejich jednani nebo rozhodovani €i jejich ovlivnéni nebo
(iii) zajisténi jakékoliv nepatfi¢né vyhody.

1.4 VENDOR shall put in place and maintain through
commercially reasonable efforts safety measures and
backup systems to protect and secure Study
documentation in its possession that are generated as part
of the Services. VENDOR shall protect data that is
electronically stored so that the integrity and availability of
such data will be unaffected by unforeseeable events
outside of VENDOR's control.

1.4 DODAVATEL v ramci obchodné priméfeného
Usili zavede a bude udrzovat bezpe€nostni opatfeni a
zalohovaci systémy za Ucelem ochrany a zabezpeCeni
studijni dokumentace v jeho drzeni, ktera bude vytvofena
jako soucast sluzeb. DODAVATEL bude chranit data
ulozend v elektronickém forméatu tak, aby integrita a
dostupnost ~ takovych  dat  nebyla  ovlivnéna
nepfedvidatelnymi udalostmi mimo DODAVATELOVU
kontrolu.

1.5 Al Services will be performed by qualified
employees of the VENDOR or by RADIOLOGIST.
VENDOR may not reassign or have employees other than
those initially assigned to provide Services under this
Agreement without the prior written consent of COVANCE,
which may be withheld for any reason.

1.5 VeSkeré  sluzby  budou poskytovany
DODAVATELOVYMI kvalifikovanymi zaméstnanci nebo
RADIOLOGEM. Bez pfedchoziho pisemného souhlasu
spolecnosti COVANCE, jehoz udéleni mlze byt z
jakéhokoliv diivodu odepfeno, nesmi DODAVATEL vyuzit
jiné zaméstnance nez ty, ktefi byli poskytovanim sluzeb
podle této smlouvy plvodné povéreni.

1.6 VENDOR may not subcontract, delegate or
otherwise assign the performance of any of its Services or

1.6 Bez predchoziho  pisemného  souhlasu
spolecnosti COVANCE, jehoz udéleni mlze byt z
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obligations under this Agreement without the prior written
approval of COVANCE, which may be withheld for any
reason. If COVANCE provides such approval, VENDOR
is responsible for ensuring that its agreements with
subcontractors are consistent with the terms of this
Agreement and VENDOR must permit COVANCE to audit
such subcontractors as provided herein. COVANCE’s
approval to the use of any subcontractor does not relieve
VENDOR of any of its obligations hereunder and
VENDOR will at all times remain primarily liable for the
performance of all its obligations under this Agreement.
Any and all authorized subcontractors shall be listed
below:

jakéhokoliv duvodu odepfeno, nesmi DODAVATEL
provadéni kterékoliv ze svych sluzeb ani plnéni povinnosti
podle této smlouvy feSit zadanim subdodavatelské
zakazky, delegovat ani jinak postoupit. JestliZze spole¢nost
COVANCE takovy souhlas udéli, DODAVATEL bude
povinen zajistit, aby jeho smlouvy se subdodavateli byly v
souladu s podminkami této smlouvy, a DODAVATEL musi
spolecnosti  COVANCE umoznit provedeni auditu
takovych subdodavateld, jak stanovi tato smlouva.
Souhlas spoleénosti COVANCE s vyuzitim jakéhokoliv
subdodavatele nezprostuje DODAVATELE kterékoliv z
jeho povinnosti podle této smlouvy a DODAVATEL vzdy
ponese primarni odpovédnost za plnéni vSech svych
povinnosti podle této smlouvy. VSichni autorizovani
subdodavatelé budou uvedeni niZe:

Subcontractor Name

Nazev subdodavatele Sidlo subdodavatele

Subcontractor Location

Subcontractor Services
Sluzby subdodavatele

Not applicable / Neuplatni se

Not applicable / Neuplatni se

Not applicable / Neuplatni se

Any change and/or substitution of a subcontractor
previously authorized by COVANCE in this Section 1.6 is
subject to COVANCE's prior written authorization.

Jakékoliv  zmény  a/nebo  nahrazeni  subjektu
subdodavatele  dfive  autorizovaného  spoleCnosti
COVANCE v tomto odstavci 1.6 podiéhd pfedchozimu
schvéleni spoleénosti COVANCE v pisemné podobé.

1.7 Any notice or query received by VENDOR from any
state or regulatory authority which is material for a conduct
of the Study shall be forwarded to COVANCE within one
business day of receipt.

1.7 Jakékoliv oznameni nebo dotaz kteréhokoliv statniho
nebo regulaéniho organu piijaté DODAVATELEM, které
jsou podstatné pro provadéni studie, budou postoupeny
spole¢nosti COVANCE do jednoho pracovniho dne od
obdrZeni.

2. Independent Contractor Relationship.

2. Vztah s nezavislou smluvni stranou

21 VENDOR is an independent contractor. Neither
this Agreement nor the performance by VENDOR of the
Services identified herein shall be construed to render
unto VENDOR any of the rights or benefits available to
COVANCE. VENDOR shall not offer or agree to incur or
assume any obligations or commitments in the name of
COVANCE or for COVANCE without COVANCE's written
consent. VENDOR shall not represent themselves as
agents of COVANCE or Sponsor in any manner, except in
connection with the performance of the Services
hereunder.

21 DODAVATEL je nezavislou smluvni stranou.
Tato smlouva ani poskytovani sluzeb uréenych touto
smlouvou nebude vykladano ve smyslu udéleni
jakychkoliv prév ¢i vyhod, jichz poZiva spoleCnost
COVANCE, DODAVATELI. DODAVATEL se zdrzi
nabidek prevzeti nebo pfijimani jakychkoliv povinnosti
nebo zavazkd jménem spolenosti COVANCE nebo za
spole¢nost COVANCE bez jejiho pisemného souhlasu.
DODAVATEL nebude jakymkoliv zplisobem vystupovat
jako zastupce spolecnosti COVANCE ani zadavatele s
vyjimkou pfipad souvisejicich s poskytovanim sluzeb
podle této smlouvy.
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2.2 VENDOR shall be responsible for its own and
shall hold COVANCE harmless from, taxes of every kind
and nature (excluding related sales or Value Added Tax
(VAT)), fees, assessments, and work related insurance
associated with fees paid to VENDOR by COVANCE in
connection with the performance of the Services described
herein.

2.2 DODAVATEL nese vlastni odpovédnost za
platbu dané jakéhokoliv druhu a povahy (s vyjimkou
souvisejicich dani z obratu nebo dané z pfidané hodnoty
(DPH)), poplatkd, vyméFenych odvodl a pojisténi spojené
s odménami uhrazenymi DODAVATELI spole¢nosti
COVANCE v souvislosti s poskytovanim sluzeb
popsanych v této smlouvé, spoleénost COVANCE
v takovych pfipadech neponese odpoveédnost..

includes applicable taxes or fees for the Services and
Expenses (including pass-throughs), in accordance with
the Budget and Payment Schedule attached as Exhibit B.
Wherever VAT cannot be reclaimed directly by VENDOR,
the costs will be passed on to COVANCE with VAT.
Where VAT can be reclaimed by VENDOR, the applicable
VAT recovery will be passed on to COVANCE in
accordance with Directive 2006/112/EC (or any applicable
regulation which shall replace and/or amend the Directive
2006/112/EC after the date hereof). VENDOR will not
make additional separate charges to COVANCE for
administrative costs, additional land-line telephone
charges, or copying expenses and/or similar types of
routine office expenses incurred by VENDOR in
accomplishing the Services unless specifically agreed the
Exhibits attached hereto. Subject to the cap amount
mentioned in this Section 3.1, any amounts incurred in a
currency other than CZK will be converted into the
Agreement currency as of the date the invoice to
COVANCE. Al VENDOR invoices must include a
reference to CIL CODE 39814.

3. Compensation and Price Modification. 3. Kompenzace a Uprava cen
31 VENDOR shall be paid in CZK , payment | 3.1 DODAVATELI bude uhrazena ¢astka v CZK

ktera zahrnuje pfislusné dané ¢i poplatky za sluzby a
vydaje (vcetné prefakturovanych nakladl), a to v souladu
s rozpoCtem a rozpisem plateb pfipojeném k této smlouvé
jako pfiloha B. Jestlize DODAVATEL nemize zadat o
vraceni DPH piimo, naklady budou uctovany spoleénosti
COVANCE spolu s DPH. Pokud mize DODAVATEL Zadat
o vraceni DPH, pfislusna vratka DPH bude v souladu se
Smérnici 2006/112/ES (nebo jakykoliv platnym pravnim
pfedpisem, ktery Smérnici 2006/112/ES nahradi a/nebo
dopini po datu Ucinnosti této smlouvy) postoupena
spole¢nosti COVANCE. DODAVATEL nebude spole¢nosti
COVANCE samostatné uctovat Zadné dodatecné
poplatky za administrativni naklady, dodate¢né poplatky
za telefonické hovory v pevné siti, vydaje na pofizovani
kopii a/nebo podobné druhy kancelafskych vydaju
vzniklych DODAVATELI pfi provadéni sluzeb s vyjimkou
konkrétnich pfipadi ujednanych v pfilohach pfipojenych k
této smlouvé. Jakékoliv Eastky vynaloZené v jiné méné
nez v CZK budou pfevedeny do mény uvedené v této
smlouvé k datu faktury vystavené spole¢nosti COVANCE
a vztahuje se na né maximalni ¢astka uvedena v tomto
odstavci 3.1.VSechny DODAVATELOVY faktury musi
obsahovat odkaz na KOD CIL 39814.

3.2 In the event VENDOR incurs expenses directly
related to the Services, COVANCE shall reimburse
VENDOR for the actual cost without mark-up of such
expense provided they are included in Exhibit B
(“Expenses”).

3.2 Vzniknou-li  DODAVATELI  vydaje  pfimo
souvisejici  se  sluzbami, spoletnost COVANCE
DODAVATELI proplati skute€nou nenavySenou ¢astku
takovych vydajli za predpokladu, Ze jsou zahrnuty v
pfiloze B (,vydaje").

3.3 Payment shall be tendered to VENDOR within
sixty (60) days of COVANCE's receipt of an invoice.
Notwithstanding the foregoing, payment for Services and
Expenses shall be tendered to VENDOR upon receipt of
sufficient funds from Sponsor. COVANCE will use its
reasonable best efforts to collect funds from Sponsor in a
timely manner to ensure prompt payment to VENDOR.
Should the total invoiced amount for the respective
calendar month be higher than the amount stated in the

3.3 Platba bude DODAVATELI poukazana do
Sedesati (60) dni od dorudeni faktury spoleénosti
COVANCE. Bez ohledu na vy3e uvedené skutecnosti
bude platba za sluzby a vydaje poukazana DODAVATELI
po obdrzeni dostateénych prostfedkll od zadavatele.
Spole¢nost COVANCE vynaloZi veSkeré pfiméfené Usili k
vCasnému pijeti prostfedkl od zadavatele a zajiSténi
bezodkladné uhrady DODAVATELI. V pfipadé, Ze celkova
fakturovana Castka za dany kalendaini mésic pfevysi
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respective Payment Estimate, the maturity date of such
invoice shall be prolonged from 60 days to 120 days from
the date of its receipt by COVANCE.

Castku uvedenou v pfislusném odhadu plateb, bude
splatnost takové faktury prodlouzena z 60 na 120 dn( od
data jejiho doruceni spole¢nosti COVANCE.

34 In the event that Sponsor and/or COVANCE
decide to change the Protocol and/or other Study
specifications, VENDOR will be advised. Without undue
delay but within five (5) business days after receipt of such
specifications at the latest, VENDOR will provide
COVANCE with a cost and time estimate for performing
the changed or additional Services. The revised cost
estimate will be based on the rates and/or unit prices
specified in the Exhibits attached hereto. No such revised
cost and time estimate will be effective unless and until it
has been agreed in writing by VENDOR and COVANCE.
COVANCE will provide confirmation to initiate an
amendment to this Agreement or request further
modifications upon its receipt of the revised cost and time
estimate.

34 DODAVATEL bude informovan v pfipadé, Ze se
zadavatel a/nebo spole¢nost COVANCE rozhodnou
provést zmény protokolu a/nebo jinych specifikaci studie.
DODAVATEL poskytne spole¢nosti COVANCE odhad
nakladi a doby nutné k poskytnuti zménénych nebo
dodateCnych sluzeb, a to bez zbyte¢ného odkladu,
nejpozdéji vak do péti (5) pracovnich dnli od obdrzeni
takovych specifikaci. Odhad néklad( bude revidovan na
zakladé sazeb a/nebo jednotkovych cen stanovenych v
pfiloze pfipojené k této smlouvé. Jakykoliv takovy
revidovany odhad naklad( a doby vstoupi v platnost az
poté, co bude pisemné ujedndn DODAVATELEM a
spole¢nosti  COVANCE. Po obdrZeni revidovaného
odhadu nakladi a doby spoleénost COVANCE potvrdi
moznost doplnéni této smlouvy, pfipadné pozada o dalsi
Upravy.

If the circumstances of the Study are changed by
VENDOR and such modification is beyond VENDOR's
control (other than actions/omissions taken by Sponsor or
COVANCE in accordance with this Agreement due to
VENDOR's failure to duly and/or timely perform Services
hereunder), then VENDOR will notify COVANCE in writing
immediately and will be proactive to present any changes
to Exhibit A and B to COVANCE for approval.

Jestlize DODAVATEL zméni okolnosti studie a takove
Upravy jsou mimo kontrolu DODAVATELE (vyjma
jednani/opomenuti ze strany zadavatele nebo spolecnosti
COVANCE v souladu s touto smlouvou a z ddvodu
nepinéni sluzeb podle této smlouvy ze strany
DODAVATELE fadné a/nebo v¢as), DODAVATEL bude
ihned pisemné informovat spolecnost COVANCE a
zaujme proaktivni pfistup pfedloZenim jakychkoliv zmén v
pfilohach A a B k schvéleni spole¢nosti COVANCE.

VENDOR will not initiate new or additional Services in
support of the Study without an amendment duly signed
by both parties hereto. However, if any modifications of
the Protocol are caused by any regulatory or safety
requirements, VENDOR shall implement necessary
measures and changes in the Services without undue
delay following its receipt of written notice in this respect
notwithstanding the fact that revised cost and time
estimate may not have been agreed between the parties.
In such event, the VENDOR rates and/or unit prices will
remain fixed and the parties undertake to negotiate and
agree in good faith revised cost and time estimate within a
reasonable timeframe.

Bez dodatku rfadné podepsaného obéma stranami této
smlouvy DODAVATEL nezahgji Zadné nové ani
dodateCné sluzby v ramci podpory studie. Pokud vSak
dojde k Upravdm protokolu na zakladé jakychkoliv
regulanich  nebo  bezpecnostnich  pozadavku,
DODAVATEL zavede nezbytna opatfeni a zmény sluzeb,
a to bez zbyteCného odkladu po obdrzeni pisemného
oznameni v tomto ohledu a bez ohledu na skuteCnost, Ze
revidovany odhad nakladi a doby nemusi byt v daném
okamZiku ujednan smluvnimi stranami. V takovém
pfipadé zlstanou DODAVATELOVY sazby a/nebo
jednotkové ceny pevné stanoveny a smluvni strany se
zavazuji, Ze v pfiméfeném terminu v dobré vife vyjednaji
a schvali revidovany odhad nakladd a doby.

35 In the event a dispute arises between the parties
regarding any portion of any invoice, COVANCE will
inform the VENDOR of the deficiencies and may return the
disputed invoice to VENDOR within 30 days. VENDOR

35 V pfipadé, ze mezi smluvnimi stranami dojde k
neshodé v souvislosti s kteroukoliv z poloZek faktury,
spolecnost COVANCE bude DODAVATELE informovat o
nedostatcich a rozporovanou fakturu mize DODAVATELI
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may issue a revised invoice for any undisputed portions of
any disputed invoices while the parties engage in
negotiations regarding any disputed portions. A new
period for payment of this new invoice will start to run when
the new invoice is received by COVANCE.

ve |hité 30 dnG vratit. DODAVATEL muze vystavit
opravenou fakturu obsahujici veSkeré nerozporované
polozky na jakychkoliv rozporovanych fakturach a strany
pfistoupi k jednani ohledné veSkerych rozporovanych
polozkach. Nova doba splatnosti této nové faktury za€ina
bézet okamzikem jejiho doruceni spolecnosti COVANCE.

3.6 Upon COVANCE's receipt of a final invoice from
VENDOR and COVANCE'’s payment thereof, COVANCE
shall have no further obligation for compensation under
this Agreement. Such final invoice shall be submitted to
COVANCE no later than thirty (30) days after the
termination or completion of the Services. No invoices for
the relevant Services or expenses will be accepted after
this thirty (30) day period.

3.6 Po obdrzeni DODAVATELOVY konecné faktury
spoleCnosti  COVANCE a jeji Uhradé spoleCnosti
COVANCE nebude spole¢nost COVANCE podle této
smlouvy povinna poskytnout Zadnou dalsi kompenzaci.
Takova kone¢na faktura bude predloZzena spole¢nosti
COVANCE nejpozdéji tficet (30) dnli po ukonceni nebo
dokoné&eni poskytovani sluzeb. Po uplynuti této Ihaty v
trvani ticeti (30) dnd nebudou pfijaty zadné faktury za
pfislusné sluzby nebo vydaje.

It is understood and agreed that the Remuneration shall
be invocied and paid in CZK.

Strany rozumi a souhlasi s tim, Ze platby budou
fakturovany a vyplaceny v CZK.

perform the Services at VENDOR'’s own cost

4, Material; Equipment 4, Material, vybaveni
41 VENDOR shall provide necessary equipment to | 4.1 DODAVATEL poskytne vybaveni nezbytné k

provadéni studie na své viastni naklady.

4.2 COVANCE makes no representation for the
damage to or loss of any VENDOR equipment made by
third parties. VENDOR will provide equipment in good
working order, and repair or replace defective equipment,
at VENDOR'’s expense.

4.2 Spole¢nost COVANCE necini Z&dna prohlaSeni,
pokud jde o $kodu na jakémkoliv DODAVATELOVE
vybaveni nebo jeho ztratu tfeti stranou. DODAVATEL
poskytne vybaveni v dobrém a provozuschopném stavu a
zajisti opravu nebo vyménu vadného vybaveni na své
naklady.

4.3 VENDOR will be provided by third party providers with
the following equipment: freezer, model VT73,

free of charge, properly packaged and labeled, to be used
solely for the purposes of the conduct of the Study or
conduct the sister study with Protocol No. PP06490 and
CIL code 39815.

VENDOR understands and agrees that the fees will be
offset if the VENDOR or its Staff are negligent with any
equipment provided, including misuse, damage or loss. If
VENDOR does not return provided equipment within 3
months after Covance’s first request, VENDOR will have
to pay the full replacement cost.

Cost of the transport of the equipment is covered by
Sponsor.

4.3 DODAVATELI bude poskytnuto  externimi
poskytovateli toto vybaveni: mrazak, typ VT73,
bezplatng, radné zabaleny a oznaceny, ur€eny k pouziti
vyhradné pro Ucely provadéni Studie nebo pro Ucely
provadéni sesterské studie s Cislem protokolu PP06490 a
oznacenim CIL kdd 39815.

DODAVATEL bere na védomi a souhlasi, ze v pfipadé, Ze
se Vv0¢i vybaveni dopusti nebo jeho personal dopusti
nedbalosti, a to vCetné zneuziti, poSkozeni nebo ziraty,
bude Skoda zapoétena proti jejich odméné. Pokud
DODAVATEL poskytnuté vybaveni nevrati do 3 mésicl od
vzneseni prvniho poZadavku spole€nosti Covance,
nahradi vybaveni v plné vysi.
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Néklady na doruceni a odvoz poskytnutého vybaveni jsou
hrazeny zadavatelem.

disclose to any third party nor use, except in conjunction
with performance of the Services under this Agreement,
any proprietary information of the Sponsor or COVANCE
(“Confidential Information”) received, leamed or
otherwise acquired by VENDOR relating to the Sponsor’s
or COVANCE'’s technology or business in connection with
the performance of the Services under this Agreement.
VENDOR agrees that all Confidential Information shall
remain the exclusive property of the Sponsor or
COVANCE, as the case may be, and that any concepts,
ideas, methods, drawings, the Protocol or other
specifications and any other Confidential Information that
is produced or derived using the Confidential Information
in connection with or as a result of the consultation, shall
be included as part of the Confidential Information
hereunder. It is understood, however, that the Confidential
Information shall not include, and VENDOR's obligations
of confidentiality and restricted use shall not apply to:

5. Confidentiality. 5. Zachovani dlvérnosti
5.1 VENDOR agrees to hold in confidence and not | 5.1 DODAVATEL se zavazuje zachovavat divérnou

povahu jakychkoliv informaci zadavatele nebo spole¢nosti
COVANCE, které jsou chranény vlastnickymi pravy
(,davérné informace®) a byly DODAVATELEM pfijaty,
Zjistény &i jinak ziskany ve vztahu k technologiim nebo
podnikani zadavatele nebo spole¢nosti COVANCE a v
souvislosti s poskytovanim sluzeb podle této smlouvy, a
nesdéli je zadné freti strané s vyjimkou pfipadl
souvisejicich s poskytovanim sluzeb podle této smlouvy.
DODAVATEL souhlasi se skuteCnosti, Ze veSkeré
divérné informace zlstanou dle daného pfipadu ve
vyluéném vlastnictvi zadavatele nebo spole€nosti
COVANCE a Ze veSkeré navrhy, napady, metody,
vykresy, protokol Ci jiné specifikace a jakékoliv jiné
divérné informace vytvofené nebo odvozené z dlivérnych
informaci v souvislosti s konzultaci nebo v jejim disledku,
budou predstavovat sou¢ast divémych informaci podie
této smlouvy. Bylo vSak ujednano, Zze ddvémymi
informacemi nebudou a DODAVATELOVY povinnosti
zachovani divérnosti a omezeného pouZiti se nevztahuji
na:

(@) Information which is, or was at the time of
disclosure, known to VENDOR or is generally
available to the public or thereafter becomes
available to the public by publication or otherwise
through no fault of VENDOR; or

(@) Informace, které jsou nebo v okamziku
zvefejnéni byly DODAVATELI znamy, pfipadné
jsou obecné dostupné vefejnosti  formou
publikace nebo jinym zplsobem, na némz
DODAVATEL nenese vinu.

(b) Information which, as shown by
VENDOR's written records, was at the time of
disclosure in VENDOR'’s possession due to its
earlier independent development; or

(b)  Informace, které byly dle
DODAVATELOVYCH pisemnych zaznam( v
okamziku zvefejnéni v drzeni DODAVATELE na
zakladé prfedchoziho nezavislého vyvoje.

() Information which is disclosed to
VENDOR by a third party having a bona fide right
to disclose such information to VENDOR.

() Informace poskytnuté DODAVATELI treti
stranou, ktera ma bona fide pravo takové
informace DODAVATELI poskytnout.

5.2 VENDOR shall not be relieved of its obligations
of confidentiality and restricted use hereunder because
the Confidential Information disclosed or otherwise
acquired by VENDOR under this Agreement is embraced
by more general information which falls within any one or
more of the foregoing exclusions, nor shall any
combination of features be deemed to be within the
exclusions merely because individual features are within
those exclusions.

5.2 DODAVATEL nebude zpro3tén svych povinnosti
zachovavani dlvérnosti a omezeného pouZiti podle této
smlouvy, jestlize divérné informace zvefejnéné nebo jinak
ziskané DODAVATELEM podle této smlouvy predstavuji
souCast obecngjsich informaci, které spadaji pod
kteroukoliv jednu nebo vice z pfedchazejicich vyjimek, a
Zadna kombinace znak( nebude povazovana za vyjimku
jen proto, Ze jednotlivé znaky témito vyjimkami jsou.
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5.3 The Sponsor and COVANCE shall have free and
unlimited access at all times to all materials in VENDOR’s
and RADIOLOGIST's and/or PHARMACIST ‘s possession
containing the Confidential Information and shall have the
right to claim and take possession of such materials on
demand. Upon termination of this Agreement, for whatever
reason, or upon request by COVANCE or Sponsor,
RADIOLOGIST and PHARMACIST will deliver to Sponsor
and/or COVANCE all notes, drawings, memoranda,
correspondence, documents, records, notebooks, and
similar repositories of the Confidential Information,
including all copies thereof, then in VENDOR’s possession
or under VENDOR'’s control, whether prepared by
VENDOR or by employees, agents or subcontractors of
VENDOR.

5.3 Zadavatel a spoleCnost COVANCE budou mit
vzdy volny a neomezeny pfistup k veskerym materialim
vdrzeni  DODAVATELE, RADIOLOGA  a/nebo
FARMACEUTA, které obsahuji divémé informace, a
budou opravnéni pozadovat pievzeti takovych materiald.
Po ukonceni této smlouvy z jakéhokoliv diivodu nebo na
Zadost spolecnosti COVANCE nebo zadavatele doruci
RADIOLOG a FARMACEUT zadavateli a/nebo
spolenosti COVANCE veSkeré poznamky, vykresy,
zapisy,  korespondenci,  dokumenty,  z&znamy,
poznamkové bloky a obdobné zdroje divérnych informaci
vCetné veskerych jejich kopii, které ma DODAVATEL v
daném okamZiku v drZeni, pfipadné jsou pod
DODAVATELOVOU kontrolou, at jiz byly pfipraveny
DODAVATELEM nebo jeho zaméstnanci, zastupci nebo
subdodavateli.

5.4 VENDOR agrees that any document it prepares
as a result of or as part of its Services under this
Agreement and which is based in whole or in part on the
Confidential Information shall be marked “Confidential
Information” Any Confidential Information that VENDOR,
or RADIOLOGIST or PHARMACIST is required to disclose
to a third party in performance of its Services under this
Agreement shall be disclosed only after such third party
agrees in writing to terms of confidentiality and restricted
use approved by COVANCE and Sponsor and only with
previous written consent of COVANCE and Sponsor.

5.4 DODAVATEL souhlasi se skutenosti, ze
veSkeré dokumenty jim pfipravené na z&kladé nebo jako
soucCast jeho sluzeb podle této smlouvy a Uplné nebo
¢aste€né zalozené na ddvérnych informacich, budou
oznaceny jako ,dvérné informace. “ VeSkeré divérné
informace, jejichz poskytnuti tfeti strané je od
DODAVATELE, pfipadné  RADIOLOGA  nebo
FARMACEUTA pozadovano v radmci poskytovani jeho
sluzeb podle této smlouvy, budou poskytnuty aZ poté, co
takova tfeti strana pisemné vyjadfi svij souhlas s
podminkami zachovani dlivérnosti a omezeného pouziti
schvalenymi spolecnosti COVANCE a zadavatelem, a
pouze s predchozim pisemnym souhlasem spoleénosti
COVANCE a zadavatele.

5.5 VENDOR and RADIOLOGIST and
PHAMRACIST will store the Confidential Information in a
secure location, and will handle and protect the
Confidential Information with no less care than that with
which it handles and protects its own highly confidential
and proprietary information (but in no event less than a
reasonable degree of care) to prevent unauthorized
publication or disclosure of Confidential Information.

5.5 DODAVATEL a RADIOLOG a FARMACEUT
budou divérné informace uchovavat na bezpeéném misté
a budou s nimi nakladat a chranit je s pééi nejméné
takovou, jakou vynaklada pfi nakladani se svymi viastnimi,
velmi  davérnymi a vlastnickymi pravy chranénymi
informacemi (vzdy vSak alespon s pfiméfenou mirou péce)
a jejich ochrané za U&elem zamezeni neopravnénému
zverejnéni nebo poskytnuti ddvérnych informaci.

5.6 VENDOR and RADIOLOGIST and
PHARMACIST acknowledges that the violation of this
provision will result in significant harm and damage to both
COVANCE and Sponsor.

5.6 DODAVATEL a RADIOLOG a FARMACEUT
berou na védomi, ze v dlsledku poruSeni tohoto
ustanoveni vznikne spole¢nosti COVANCE i zadavateli
znacna Ujma a Skoda.

6. Inventions; Works of Authorship.

6. vynalezy, autorska dila

6.1 All data and information, every invention,
discovery, improvement, device, design, apparatus,
practice, process, method or product, whether patentable

6.1 Veskera data a informace, kazdy vynalez, objev,
vylepSeni, zafizeni, design, pfistroj, postup, proces,
metoda nebo produkt, at jiz patentovatelné Ci nikoliv,
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or not, made, developed, perfected, devised, conceived of
or first reduced to practice by VENDOR, either solely or in
collaboration with others, in the course of or resulting from
performing the Services and related to technology under
development by Sponsor or COVANCE ("Inventions") is
the sole and exclusive property of Sponsor or COVANCE,
as the case may be, and VENDOR will, without royalty or
any other consideration:

vytvofené,  vyvinuté,  zdokonalené,  sestrojene,
formulované nebo poprvé uvedené do praxe
DODAVATELEM samotnym nebo ve spolupraci s jinymi
subjekty v priibéhu nebo v disledku poskytovani sluzeb a
ve vztahu k technologii vyvijené zadavatelem nebo
spoleCnosti COVANCE (,vynalezy*) jsou dle daného
pfipadu vyluénym a vyhradnim vlastnictvim zadavatele
nebo spolecnosti COVANCE a DODAVATEL bude bez
naroku na autorsky honoréf ¢i jakoukoliv jinou odménu:

(@) Inform COVANCE and Sponsor promptly
and fully of such Inventions by written

reports, setting forth in detail the
procedures employed and the results
achieved;

(@) Informovat spoleénost COVANCE a
zadavatele o jakychkoliv  takovych
vynalezech, a to bezodkladné v celém
rozsahu, formou pisemnych  zprév
obsahujicich  podrobnosti  provedenych
postupll a dosazenych vysledku.

(b) Assign, and does hereby assign, to
Sponsor, or COVANCE as the case may
be, all of VENDOR'’s rights, title, and
interests in and to such Inventions, any
applications for United States and any other
countries, letters patent and any renewals
thereof granted upon such Inventions;

Postupovat zadavateli, nebo pfipadné
spoleCnosti  COVANCE, a timto mu
postoupit ~ veSkera  DODAVATELOVA
prava, naroky a podily na jakychkoliv
takovych vynalezech, veSkerych
patentovych  pfihldSek  pro  Uzemi
Spojenych statl a jakychkoliv jinych zemi a
jakékoliv  prodlouzeni jejich platnosti
schvalené u takovych vynalez(.

(c) Assist COVANCE, Sponsor or its nominees
to obtain such United States and any other
countries letters patent for such Inventions
as Sponsor or COVANCE may elect;

Asistovat  spole¢nosti COVANCE a
zadavateli nebo jim povéfenym osobam pfi
ziskani takovych patentd k takovym
vynalezim pro Uzemi Spojenych statli a
jakychkoliv  jinych zemi dle volby
zadavatele nebo spolecnosti COVANCE.

Execute, acknowledge, and deliver to
Sponsor or COVANCE, as the case may
be, such written documents and
instruments, and do such other acts, such
as giving testimony in support of
VENDOR’s inventorship, as may be
necessary in the opinion of Sponsor, to
obtain and maintain United States and any
other countries letters patent upon such
Inventions and to vest the entire rights and
title thereto in Sponsor or COVANCE, as
the case may be, and to confirm the
complete ownership by Sponsor or
COVANCE, as the case may be, of such
Inventions, patent applications, and
patents; and

Vystavovat, brat na védomi a doruCovat dle
daného  pfipadu  zadavateli nebo
spolecnosti COVANCE takové pisemné
dokumenty a nastroje a provadét dalsi
Ukony, napf. poskytnout sveédectvi ve
prospéch autorstvi vynalezu
DODAVATELE, které mohou byt die
zadavatelova ndzoru nezbytné za ucelem
ziskani a udrzeni patentl k takovym
vynalezim pro Uzemi Spojenych statli a
jakychkoliv jinych zemi, dle daného pfipadu
pfevadét veSkera prava a naroky na takové
vynalezy na zadavatele nebo spoleénost
COVANCE a de daného pfipadu
potvrzovat Uplnost  vlastnickych  prav
zadavatele nebo spole¢nosti COVANCE k
takovym vynalezlm, patentovym
piihlaskam a patentdm.
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6.2 All original works of authorship created by
VENDOR in course of or resulting from performing the
Services under this Agreement, and related to technology
under development by Sponsor or COVANCE during the
term of this Agreement (“Works”) shall remain exclusively
the property of Sponsor, or COVANCE as the case may
be, and each such Work created by VENDOR is a “work
made for hire” under applicable copyright law and (if
copyrightable) COVANCE or Sponsor may file
applications to register copyright in such Works as
copyright owner thereof. If, for any reason, a Work created
by VENDOR is excluded from the definition of a “work
made for hire” under applicable copyright law, then
VENDOR does hereby assign, sell and convey to
Sponsor, or COVANCE as the case may be, the entire
right, title and interest in and to such Work, including the
copyright therein. VENDOR agrees to execute any
documents which Sponsor or COVANCE deems
necessary with the assignment of such Work and
copyright therein. VENDOR will take whatever steps and
do whatever acts Sponsor or COVANCE requests,
including, but not limited to, placement of proper copyright
notice on Works created by VENDOR to secure or aid in
securing or maintaining copyright protection in such
Works, and (if copyrightable) VENDOR will assist Sponsor
and COVANCE in filing applications to register claims of
copyright in such Works.

6.2 VeSkera originalni autorska dila vytvofena
DODAVATELEM v priibéhu nebo v dusledku poskytovani
sluzeb podle této smlouvy a ve vztahu k technologii
vyvijené zadavatelem nebo spole¢nosti COVANCE
béhem doby platnosti této smlouvy (,dila“) zlstanou
zadavatelovym vyhradnim vlastnictvim, nebo pfipadné
vlastnictvim spole¢nosti COVANCE, a kazdé takové dilo
vytvofené DODAVATELEM predstavuje ,zaméstnanecké
dilo“ podle platnych zakon( o autorskych pravech a
(existuje-li moznost jejich ochrany autorskymi pravy)
spole¢nost COVANCE nebo zadavatel mohou jako
vlastnici autorskych prav k takovym dilim podat Zadosti o
registraci autorskych prav s nimi souvisejicich. Jestlize
dilo vytvofené DODAVATELEM z jakéhokoliv divodu
neodpovidd definici ,zaméstnaneckého dila“ podle
platnych zakon(i o autorskych pravech, DODAVATEL
timto postupuje, prodava a prevadi zadavateli, nebo
pfipadné spole¢nosti COVANCE, Uplna prava, naroky a
podily na takovém dile vCetné autorskych prav s nim
souvisejicich. DODAVATEL se zavazuje vystavit jakékoliv
dokumenty, o nichz se zadavatel a spole¢nost COVANCE
domnivaji, Ze jsou nezbytné k postoupeni takového dila a
autorskych prav s nim souvisejicich. DODAVATEL ucini
jakékoliv kroky a provede jakékoliv Ukony, o néz zadavatel
nebo spolecnost COVANCE pozadaji, mimo jiné véetné
umisténi fadného oznameni o autorskych pravech na
dilech vytvofenych DODAVATELEM, za U¢elem zajisténi
nebo pomoci pfi zajistovani nebo udrzovani ochrany
autorskych prav k takovym dilim a (existuje-li moznost
jejich ochrany autorskymi prédvy) DODAVATEL bude
zadavateli a spole¢nosti COVANCE asistovat pfi podavani
Zadosti o registraci narokd na autorska prava k takovym
dildm.

6.4 VENDOR will not reproduce, distribute, or display
publicly, alone or in combination with any other individuals
or entities, any Works without the written permission from
COVANCE and Sponsor to do so. Further, VENDOR will
not prepare derivative works based upon any Works
without the written permission from COVANCE and
Sponsor to do so. Upon termination of this Agreement, for
whatever reason, or upon request by COVANCE or
Sponsor, VENDOR will deliver to Sponsor, or COVANCE
as the case may be, all Works and copies thereof, then in
VENDOR's possession or under VENDOR's control.

6.4 DODAVATEL nebude bez pisemného svoleni
spolecnosti COVANCE a zadavatele samostatné ani
spolu s Zadnymi jinymi osobami nebo subjekty Zadna dila
reprodukovat, distribuovat ani vefejné zobrazovat.
DODAVATEL dale bez pisemného svoleni spoleénosti
COVANCE a zadavatele nebude na zakladé jakychkoliv
dél vytvaret odvozena dila. Po ukonéeni této smlouvy z
jakéhokoliv  dlivodu nebo na Z&dost spoleCnosti
COVANCE nebo zadavatele doru¢i DODAVATEL dle
daného pfipadu zadavateli a/nebo spole¢nosti COVANCE
veSkera dila a jejich kopie, které ma DODAVATEL v
daném okamZiku v drZeni, pfipadné jsou pod
DODAVATELOVOU kontrolou.

Except for the purposes of this Agreement, no license,
express or implied, is granted to VENDOR by Sponsor or
COVANCE under this Agreement.

S vyjimkou Uceld této smlouvy zadavatel ani spoleénost
COVANCE DODAVATELI podle této smlouvy neudéluji
Zadné vyslovné ani dovozené licence.
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6.4 Sponsor may use the Inventions and Works in
whatever way (especially but not limited to share them with
others, distribute them to others, resell them, edit them or
link them with other outputs) or may let the Inventions and
Works unused.

6.4 Zadavatel muze vyndlezy a dila vyuZivat
jakymkoliv zplsobem (obzvlasté, nikoliv vak vyluéné za
UCelem jejich poskytovéani nebo distribuce jinym
subjektdm a jejich prodeje, Uprav a pfipojeni k jinym
vystuplm), pfipadné je mize ponechat nevyuZité.

6.5 These obligations shall continue beyond the
termination of this Agreement with respect of the
Inventions and Works conceived or made by or on behalf
of VENDOR while providing the Services, and shall be
binding upon VENDOR’s assigns, administrators, and
other representatives. VENDOR shall procure that the
rights and obligations described in this Section 6 apply to
its affiliates, agents and subcontractors.

6.5 Tyto povinnosti v souvislosti s vynalezy a dily
koncipovanymi &i vytvofenymi DODAVATELEM nebo jeho
jménem pfi poskytovani sluzeb zistanou v platnosti i po
ukondeni této smlouvy a budou zéavazné pro
DODAVATELOVY postupniky, spravce a jiné zastupce.
DODAVATEL zajisti, aby se prava a povinnosti popsané v
tomto odstavci 6 vztahovaly na k nému pfidruzené
subjekty, zastupce a subdodavatele.

6.6 Notwithstanding the  above, COVANCE
acknowledges that all inventions and techniques for
carrying out Services under this Agreement which directly
relate to the performance of VENDOR's business which
do not reference, rely on or include any Confidential
Information, are and will remain VENDOR's exclusive
property, including present and future documentation,
scientific and technical data, test procedures and other
information that is owned or licensed by VENDOR without
using, referencing or relying upon any Confidential
Information and not developed under this Agreement. Any
such VENDOR property that is improved, modified or
developed by VENDOR under or during the terms of this
Agreement shall be the sole and exclusive property of
VENDOR, provided that COVANCE and Sponsor shall be
entitled to use such VENDOR property, free of charge, as
long as it is necessary for the exploitation of the Study.

6.6 Bez ohledu na vySe uvedené skutecnosti bere
spole¢nost COVANCE na védomi, Ze veSkeré vynalezy a
techniky poskytovani sluzeb podle této smlouvy, které se
pfimo tykaji vykonu DODAVATELOVY obchodni ¢innosti
a neodkazuiji na jakékoliv dlivérné informace , neopiraji se
0 né& ani je nezahmuji, jsou a zlstanou
DODAVATELOVYM  vyhradnim  vlastnictvim  véetn&
soutasné a budouci dokumentace, védeckych a
technickych dat, zkuSebnich postupli a jinych informaci,
které jsou vlastnény nebo licencovany DODAVATELEM,
aniz by vyuzivaly jakékoliv divérné informace, které
nevysly najevo na zaklade teto smlouvy, odkazovaly na né
nebo se o né opiraly. Jakykoliv takovy DODAVATELUV
majetek, k jehoZ vylepSeni, Upravé nebo vyvoji
DODAVATELEM dojde podle této smlouvy nebo béhem
jeji platnosti, bude DODAVATELOVYM vyluénym a
vyhradnim viastnictvim s tim, Ze spolecnost COVANCE a
zadavatel budou opravnéni takovy DODAVATELUV
majetek vyuzivat, a to bezplatné a po dobu nezbytnou k
zuZzitkovani studie.

7. Publication Rights.

7. Prava na zverejnéni

71 Without limiting the generality of any other
provision hereof, VENDOR shall not publish (including
without limitation, publishing articles and making
presentations of any kind whatsoever) any information
regarding Sponsor's Study, the Protocol and/or this
Agreement directly or indirectly, without the prior written
consent of COVANCE and shall not pass on or assist any
other party in the preparation of any such publishing
without the prior written consent of COVANCE.

71 Aniz by tim byla omezena obecnd platnost
kteréhokoliv z ustanoveni této smlouvy, DODAVATEL bez
pfedchoziho pisemného souhlasu spole¢nosti COVANCE
pfimo ani nepfimo nezvefejni (mimo jiné vietné
zvefejiiovani  ¢lankl a prohladeni jakéhokoliv - druhu)
jakékoliv informace tykajici se zadavatelovy studie,
protokolu a/nebo této smlouvy a pfipravu jakychkoliv
takovych zvefejnéni bez predchoziho pisemného souhlasu
spolecnosti COVANCE nepfeda kterékoliv tfeti strané ani ji
pii jejich pfipravé nebude asistovat.

8. Use of Name; Public Statements.

8. Pouziti nazvu, verejna prohlaseni

39814 Czech Republic Vendor Pharmacy and Radiology Agreement_site CZ005, Version 1_Final_17Apr2019

Page 12/29




Protocol Ref: PP06489
Cilcode: 39814

Ancillary Vendor Template Version 2, 25 Apr 2016

8.1 Except to the extent required by law, VENDOR
shall not use the name or any insignia, symbol, or logo of
COVANCE or Sponsor, or any variant thereof, in any
advertising or promotional materials without the prior
written consent of COVANCE, or Sponsor, as the case
may be. VENDOR acknowledges and agrees that nothing
contained herein shall restrict the ability of COVANCE or
Sponsor to disclose, orally or in writing, to any regulatory
authority that the Services have been provided by
VENDOR. Without limiting the generality of any other
provision hereof, VENDOR shall make no public statement
or other communication or disclosure whatsoever about
the Study without the prior written consent of COVANCE.

8.1 S vyjimkou pfipadi v rozsahu poZadovaném
zakonem nebude DODAVATEL bez souhlasu dle daného
pfipadu spole¢nosti COVANCE nebo zadavatele pouZivat
nazev ani jakykoliv znak, symbol ¢&i logo spolecnosti
COVANCE nebo zadavatele, ani jakékoliv jejich varianty v
jakychkoliv reklamnich nebo propagaénich materilech.
DODAVATEL bere na védomi a souhlasi se skute¢nosti,
Ze Zzadné z ustanoveni této smlouvy nezakazuje
spolecnosti COVANCE ani zadavateli Ustné &i pisemné
informovat kterykoliv regulaéni organ s tim, ze sluzby byly
poskytnuty DODAVATELEM. Aniz by tim byla omezena
obecna platnost kteréhokoliv z ustanoveni této smlouvy,
DODAVATEL bez predchoziho pisemného souhlasu
spolecnosti COVANCE neugini Zadné vefejné prohla3eni
ani nebude jinak komunikovat & sdélovat jakékoliv
podrobnosti studie.

9, Representations and Warranties by Vendor.

9, Dodavatelova prohlaseni a zaruky

91 VENDOR and RADIOLOGIST represent and
warrant that they possesse the skill, training, licenses,
permits and/or registrations, qualifications and experience
necessary to perform the Services required in accordance
with the highest standards expected of those providing
similar service.

9.1 DODAVATEL a RADIOLOG prohladuji a
zaruCuji, Ze disponuji dovednostmi, Skolenim, licencemi,
povolenimi  a/nebo  registracemi, kvalifikacemi a
ZkuSenostmi  nezbytnym  k  poskytovani  sluzeb
pozadovanych v souladu s nejvy$Simi standardy
ocekavanymi od subjektl, které poskytuji obdobnou
sluzbu.

9.2 VENDOR and RADIOLOGIST represent that
where required it is of good professional standing and
reputation and that throughout the term of this Agreement,
shall be properly qualified and authorized to perform the
Services as contemplated herein.

9.2 DODAVATEL A RADIOLOG prohlasuji, ze jsou v
pfipadé nutnosti schopni doloZit svou dobrou povést,
pokud jde o odbornost, a ze budou fadné kvalifikovani a
autorizovani k poskytovani sluzeb zamySlenych touto
smlouvou po dobu jeji platnosti.

9.3 VENDOR represents and warrants that it will not
publicly disclose that it has retained from COVANCE, in
support of its Sponsor, professional services related to the
Study without the prior written consent of COVANCE.

9.3 DODAVATEL prohladuje a zaruCuje, ze bez
pfedchoziho pisemného souhlasu spoleénosti COVANCE
nezvefejni skuteCnost, Ze v ramci podpory svého
zadavatele vyuzil v souvislosti se studii odbornych sluzeb
spole¢nosti COVANCE.

9.4 VENDOR represents, warrants and certifies that
neither it nor any of its employees or contractors who are
to perform any activities in connection with this Agreement
have been (i) prohibited from providing services or
debarred, suspended, excluded, sanctioned, disqualified,
struck-off, or otherwise restricted or made ineligible by any
government body or regulatory agency of any kind
pursuant to any local, national or international law,
regulation, or healthcare program in any jurisdiction or (ii)
convicted of a crime for which a person can be prohibited
from providing services or debarred in any jurisdiction.
VENDOR also represents, warrants and certifies that
neither it nor any of its employees or contractors have

94 DODAVATEL prohlasuje, zaruCuje a potvrzuje,
Ze dodavatel samotny ani Zadny z jeho zaméstnanci &i
dodavatelt, ktefi budou vykonavat jakékoliv ¢innosti v
souvislosti s touto smlouvou, (i) nemaji ze strany
kteréhokoliv statniho Ufadu nebo regulaéniho Ufadu
jakéhokoliv druhu na z&kladé jakychkoliv mistnich,
narodnich & mezinarodnich zakonu, pravnich predpist
nebo programu zdravotnické péce a v kterékoliv jurisdikci
zakaz poskytovat sluzby, nebyla jim zakazéna cinnost,
nebyli  vyloudeni, sankcionovani, prohladeni za
nedostate¢né kvalifikované, vySkrtnuti ani  ucinéni
nezpUsobilym a (i) nebyli odsouzeni za trestny ¢in, na
jehoz zakladé m{Ze mit osoba v kterékoliv jurisdikci zakaz
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been (i) threatened to be debarred or otherwise prohibited
from providing services by any regulatory agency of any
kind in any jurisdiction, or (i) indicted for a crime or
otherwise engaged in conduct for which a person can be
prohibited from providing services or debarred under any
applicable law or regulation in any jurisdiction or (iii)
debarred or convicted of any crime or offense which would
subject COVANCE or Sponsor or their respective
employees to debarment under the laws of any country..
VENDOR agrees to immediately disclose in writing to
COVANCE if any of the above-listed events occurs during
the term of this Agreement.

poskytovat sluzby nebo ji mize byt zakazana ¢innost.
DODAVATEL dale prohladuje, zaruuje a potvrzuje, Ze
dodavatel samotny ani zadny z jeho zaméstnanci Ci
dodavateld (i) neni ze strany kteréhokoliv regulaéniho
Ufadu jakéhokoliv druhu v kterékoliv jurisdikci ohrozen
zakazem Cinnosti ani jakymkoliv jinym zakazem
poskytovat sluzby, (i) nebyli obvinéni ze spachani
trestného &inu ani se jinak nezapajili do jednani, na jehoz
zékladé mize mit osoba podle jakéhokoliv platného
zakona nebo pravniho predpisu v kterékoliv jurisdikci
zékaz poskytovat sluzby nebo ji mlze byt zakézana
¢innost a (iii) nemaji zakaz ¢innosti ani nebyli odsouzeni
za jakykoliv trestny &in nebo prestupek, v jehoz dusledku
by spole¢nost COVANCE, zadavatel nebo jejich pfisluni
zaméstnanci byli podle zakon( kterékoliv zemé vystaveni
moznosti zakazu Cinnosti. DODAVATEL se zavazuje
bezodkladné a v pisemné podobé informovat spolecnost
COVANCE v pfipadé, Zze béhem platnosti této smlouvy
nastane kterakoliv z vy8e uvedenych okolnosti.

9.5 VENDOR represents and warrants that it shall
immediately inform COVANCE should a legal action,
which either could have an adverse financial effect on the
Study exceeding EUR 25,000 or having form of criminal
proceedings, be taken against it or any of its personnel,
agents, affiliates, and/or sub-contractors working on the
Services under this Agreement.

9.5 DODAVATEL prohladuje a zaruéuje, Ze bude
bezodkladné informovat spole¢nost COVANCE v pfipadé,
Ze bude proti dodavateli samotnému nebo kterémukoliv z
¢lenhi personalu, zastupcd, subjektd k nému pfidruzenych
a/nebo subdodavatelll pracujicich na sluzbach podie této
smlouvy zahajeno pravni fizeni, které by na studii mohlo
mit nepfiznivy finanéni vliv vyjadieny ¢astkou prevysujici
25000 EUR nebo ma formu trestniho stihani.

10. Termination and Study Interruption.

10. Ukonceni smlouvy a pieruseni studie

10.1 COVANCE or Sponsor may terminate this
Agreement for any reason by providing fifteen (15) days
prior written notice to VENDOR. Following receipt of such
notice, VENDOR shall promptly invoice COVANCE for all
Services performed to the date of termination for which
VENDOR has not yet been paid. COVANCE may also
terminate this Agreement for cause immediately upon
notice to VENDOR. Cause shall include, but is not limited
to, a material breach of this Agreement by VENDOR.
VENDOR may terminate this Agreement by providing
written notice of termination to COVANCE in the event
COVANCE commits a material breach of the Agreement
that COVANCE fails to cure within thirty (30) days of
receipt of a written notice from VENDOR reasonably
describing the breach.

101 Spole¢nost COVANCE nebo zadavatel mohou
tuto smlouvu z jakéhokoliv divodu ukongit pisemnou
vypovédi s vypovédni Ihitou v trvani patnacti (15) dnl
doruenou DODAVATELI. Po obdrzeni takové vypovédi
DODAVATEL spolecnosti COVANCE bezodkladné
vyfakturuje veskeré sluzby poskytnuté do data ukonceni,
které do toho okamZiku nebudou uhrazeny. V
odivodnénych pfipadech mlze spoleénost COVANCE
tuto smlouvu s okamzitou platnosti ukoncit vypovédi
doruéenou DODAVATELI. Takovym oddvodnénym
pfipadem muze byt mimo jiné zasadni poruseni této
smlouvy DODAVATELEM. V pfipadé, Ze se spole€nosti
COVANCE dopusti zavazného poruSeni smlouvy a
nezjedna jeho napravu do tficeti (30) dnli od obdrzeni
DODAVATELOVA pisemného oznameni, v némzZ je
poruseni  smlouvy  pfiméfené  popsano, muze
DODAVATEL tuto smlouvu ukon¢it pisemnou vypovédi
smlouvy dorucenou spolecnosti COVANCE.

10.2  Either party may terminate this Agreement upon
delivery of a written notice to the other party if the other
party becomes insolvent, is dissolved or liquidated;
provided, however, VENDOR is not entitled to terminate
this Agreement before COVANCE is declared insolvent by
a relevant court.

10.2  Kterakoliv ze smluvnich stran mlze tuto smlouvu
ukonCit dorucenim pisemné vypovédi strané druhé,
jestlize druha strana upadne do platebni neschopnosti
nebo dojde k jejimu zrueni nebo likvidaci; toto vSak plati
za predpokladu, Ze DODAVATEL neni opravnén ukoncit
tuto smlouvu dfive, nez pfislusny soud vyhlasi bankrot
spole¢nosti COVANCE.
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10.3 Upon termination of this  Agreement,
RADIOLOGIST shall deliver to COVANCE all Confidential
Information, equipment (if applicable), records and
materials obtained or prepared by VENDOR hereunder
that have not yet been delivered to COVANCE as of the
date of termination. In the event this Agreement is
prematurely terminated, VENDOR shall perform such
Services as are reasonably necessary in connection with
the orderly wind-down of the Study or the transfer of
VENDOR'’s responsibilities to COVANCE’s designee.
VENDOR shall cease to incur any additional costs or
expenses and shall submit a reasonable budget prepared
in good faith to COVANCE within ten (10) business days
of receipt of such notice of termination.  Any
reimbursement due to COVANCE for unearned fees shall
be made within thirty (30) days after termination.

10.3  Po ukonCeni této smlouvy

RADIOLOG spolecnosti  COVANCE doruci veSkeré
divémé informace, vybaveni (je-li jaké), zaznamy a
materidly ziskané nebo pfipravené DODAVATELEM
podle této smlouvy, které spolecnosti COVANCE nebudou
dorueny k datu ukonceni smlouvy. V pfipadé
pfed€asného ukonéeni této smlouvy bude DODAVATEL
poskytovat takové sluzby, které jsou pfiméfené nezbytné
v souvislosti s fadnym zastavenim studie nebo
prenesenim DODAVATELOVYCH povinnosti na osobu
povéienou spolecnosti COVANCE. DODAVATEL by mél
zamezit vzniku jakychkoliv dal$ich nakladd nebo vydajli a
do deseti (10) pracovnich dni od pfijeti takového
oznameni o ukonCeni smlouvy pfedlozi spoleCnosti
COVANCE pfiméfeny rozpoCet pfipraveny v dobré vife.
Jakékoliv uhrady néleZejici spole¢nosti COVANCE na
zakladé nespotfebovanych odmén budou provedeny do
tficeti (30) dnl po ukondeni smlouvy.

104  In the event that CHILTERN or Sponsor places
the Study on hold, VENDOR agrees to maintain, for
reasonable time period, the same pricing structure, rates
and staff and will equally extend the Services timelines
once Services recommence.

104 V pfipadé, Ze spoleénost COVANCE nebo
zadavatel studii pozastavi, DODAVATEL se zavazuje
zachovat po pfiméfenou dobu stejnou cenovou strukturu,
sazby a personadl a po opétovném obnoveni sluzeb
odpovidajicim zplisobem upravi jejich harmonogram.

secured and shall maintain professional indemnity
insurance in full force throughout the performance of this
Agreement and for three (3) years thereafter in amounts
appropriate to the conduct of the VENDOR'’s activities. A
valid Certificate of Insurance shall be provided to
COVANCE upon request.

11. Insurance. 1. Pojisténi
111 VENDOR represents and warrants that it has | 11.1 DODAVATEL prohladuje a zaruCuje, Ze zajistil a

po dobu plnéni této smlouvy a tfi (3) roky poté bude
udrzovat platné obecné pojisténi profesni odpovédnosti, a
to na C&astky odpovidajici vykonu DODAVATELOVY
¢innosti. Spole¢nosti COVANCE bude na vyZadani
pfedloZeno platné osvédéeni o pojidténi.

12. Indemnification

12. Odskodnéni

121 VENDOR hereby agrees to defend, indemnify
and hold harmless COVANCE and Sponsor, their
respective predecessors in interest, successors and
assigns, subsidiaries, affiliates, officers, directors,
shareholders, employees, and agents of any kind,
harmless from and against all claims, suits, demands,
damages, losses, attorney’s fees, costs and expenses, of
whatsoever nature ("Claims"), brought by any person, firm
or corporation arising of or in connection with (i)
negligence acts or omissions or intentional misconduct, or
breach by VENDOR, or its affiliates, employees, agents or
subcontractors, (i) breaches of this Agreement by
VENDOR or its affiliates, employees, agents or

121  DODAVATEL se timto zavazuje, ze bude
spolecnost COVANCE a zadavatele, pfisluSné predeslé
drzitele jejich prav, nastupnické subjekty a postupniky,
pobocky, k nim pfidruzené subjekty, leny pfedstavenstva,
vedouci pracovniky, podilniky, zaméstnance a zastupce
jakéhokoliv druhu obhajovat, tyto odSkodni a zbavi
odpovédnosti v souvislosti s veSkerymi néroky, Zalobami,
pohledavkami, Skodami, ztratami, ndklady na pravni
zastoupeni, néklady a vydaji jakékoliv povahy (,naroky)
uplatnénymi kteroukoliv osobou, firmou nebo obchodni
spole¢nosti, jestlize vzniknou v souvislosti s (i) jednanim z
nedbalosti, opomenutim, umyslnym pochybenim nebo
porusenim smlouvy ze strany DODAVATELE nebo k
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subcontractors, (iii) the failure to comply with applicable
laws, rules and regulations by VENDOR, its affiliates,
employees, agents or subcontractors, (iv) activities
contrary to the Protocol or other information provided to
VENDOR in connection with the Study by COVANCE
and/or Sponsor, or (v) unauthorized warranties made by
VENDOR or its employees or agents concerning the
Study.

nému pfidruzenych subjektl, zaméstnancl, zastupci
nebo subdodavatelu, (ii) pfipady poruseni této smlouvy ze
strany DODAVATELE nebo k nému pfidruzenych
subjektli, zaméstnancl, zastupcl nebo subdodavatell,
(iii) nedodrzenim platnych zakond, pravidel a pravnich
pfedpist ze strany DODAVATELE, k nému pfidruzenych
subjektli, zaméstnancl, zastupcl nebo subdodavatell,
(iv) Cinnostmi, které jsou v rozporu s protokolem nebo
jinymi informacemi poskytnutymi spole¢nosti COVANCE
a/nebo zadavatelem DODAVATELI v souvislosti se studii
nebo (v) neopravnénymi zarukami tykajicimi se studie a
poskytnutymi DODAVATELEM nebo jeho zaméstnanci
nebo zastupci.

122  COVANCE hereby agrees to defend, indemnify
and hold harmless VENDOR against all third party Claims
hereinafter including all damages, judgments (including
reasonable costs and attorneys fees) arising out of
COVANCE's negligence or intentional misconduct
hereunder. This obligation to defend, indemnify, and hold
harmless VENDOR shall only be effective and enforceable
to the extent that such Claims do not arise from the
negligence acts or omissions or intentional misconduct, or
breach of this Agreement by VENDOR.

122 SpoleCnost COVANCE se timto zavazuje, Ze
bude DODAVATELE obhajovat, odSkodni jej a zbavi
odpovédnosti v souvislosti s veSkerymi naroky tfetich
stran déle uvedenymi v této smlouvé véetné veSkerého
odskodného a rozsudkl (véetné pfiméfenych nakladd na
soudni fizeni a pravni zastoupeni) na zakladé nedbalosti
nebo UmysIného pochybeni spole¢nosti COVANCE podle
této smlouvy. Tato povinnost obhajovat, od$kodnit a zbavit
DODAVATELE odpovédnosti bude platna a vymahatelna
pouze tehdy, jestlize takové naroky nevzniknou jednanim
z nedbalosti, opomenutim, Umysinym pochybenim ani
porusenim této smlouvy ze strany DODAVATELE.

12.3  ltis agreed that each party shall notify the other
party immediately, to be followed by written notice, as
soon as either party becomes aware of any Claim(s)
made, brought or instituted against them based upon or
arising out of the performance of this Agreement. Any
party liable to provide indemnification hereunder shall be
entitled to control the defense and settlement of any claim
on which it is liable. The parties shall reasonably
cooperate in the investigation, defense and settlement of
any Claim.

123  Bylo ujednano, ze kazda ze smluvnich stran
bude druhou stranu bezodkladné informovat, jakmile se
kterakoliv ze smluvnich stran dozvi o jakémkoliv(-ychkoliv)
naroku(-cich) vzneseném(-ych), uplatnénym(-ych) nebo
urCenym(-ych) proti takové strané na zakladé nebo v
disledku plnéni této smlouvy. Smluvni strana, ktera
poskytne odSkodnéni podlé této smlouvy, bude opravnéna
vést obhajobu a jednat o narovnani jakéhokoliv naroku, za
ktery nese pravni odpovédnost. Smluvni strany budou v
pfiméfeném rozsahu spolupracovat pii Setfeni, obhajobé
a narovnani jakéhokoliv naroku.

provision hereof, VENDOR represents and warrants to,
and covenants with COVANCE that it: (i) shall abide by,
and perform the Services and other obligations under this
Agreement in compliance with, all applicable local,
national and international laws, rules, regulations (as may
be amended from time to time) providing for the protection
privacy, confidentiality and security of personal
information or records in any form or medium created or

13. Data Protection and Privacy Compliance. 13. Ochrana osobnich tdaji a dodrzovani zdsad
ochrany soukromi
131 Without limiting the generality of any other | 131  Aniz by tim byla omezena obecna platnost

kteréhokoliv z ostatnich ustanoveni této smlouvy,
DODAVATEL prohlasuje a zaruéuje a v(ci spolecnosti
COVANCE se zavazuje: (i) fidit se touto smlouvou a
poskytovat sluzby podle ni v souladu s veSkerymi platnymi
mistnimi, narodnimi a mezinarodnimi zakony, pravidly
pravnimi predpisy (a pfipadnymi dodatky), umozriujicimi
ochranu soukromi, ddvérnost a bezpe€nost osobnich
Udaji nebo zaznami v jakékoliv podobé nebo na
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reviewed in the course of the study(ies) or otherwise in
performing its obligations hereunder, including without
limitation, to the extent applicable to VENDOR the Data
Protection Directive (95/46/EC) as amended and its
implementing national legislation and the Health
Insurance Portability and Accountability Act and all
regulations promulgated thereunder (collectively, “Privacy
Rules”); (ii) without limiting the generality of clause (i), shall
at all times maintain the privacy of all individually
identifiable information created or reviewed in the course
of conducting the study(ies) or otherwise in performing its
obligations hereunder in compliance with, and shall not
use or disclose any such individually identifiable
information except in compliance with, the Protocol, the
individual informed consent form or authorization form
signed by a study(ies) subject and all applicable laws,
rules, regulations and regulatory guidance; (iii) shall
maintain  commercially appropriate  administrative,
technical and physical safeguards, including security
systems and procedures, to prevent improper access to,
or use or disclosure of, individually identifiable information;
(iv) shall, except to the extent otherwise required by law,
permitted by law and requested by COVANCE, or
authorized in a signed informed consent form or
authorization form, provide to COVANCE only information
that meets the criteria for de-identification set forth in the
Privacy Rules; (vi) shall timely notify COVANCE in writing
of any use or disclosure to any third party by VENDOR of
identifiable information not permitted by this Agreement;
and (vii) shall require and use all commercially reasonable
efforts to ensure that all of its employees comply with this
Section 13.

jakémkoliv. médiu vytvofeném nebo zkoumaném v
pribéhu studie(-i) nebo jinym zplisobem pfi pinéni svych
povinnosti podle této smlouvy, mimo jiné véetné Smémice
0 ochrané osobnich Udaj (95/46/ES) v platném znéni a
jeji narodni provadéci legislativy, Zakona o pfenosu a
zpracovani informaci ve zdravotniho pojiSténi a vSech
pravnich pfedpisi uvedenych v této smlouvé (spolecné
dale jen ,pravidla ochrany soukromi), jestlize se vztahuji
na DODAVATELE; (i) vzdy zachovavat soukromi v
souvislosti s veSkerymi ztotoznitelnymi informacemi
vytvofenymi nebo zkoumanymi v prdbéhu provadéni
studie(-) nebo jinym zplsobem pfi pinéni svych
povinnosti podle této smlouvy a v souladu s protokolem,
aniz by tim byla ovlivnéna obecna platnost véty (i), a
zdrZet se pouzivani nebo poskytnuti jakychkoliv takovych
ztotoZnitelnych informaci, pokud to neni v souladu s
protokolem, jednotlivym formulafem informovaného
souhlasu nebo autorizaci podepsanou subjektem studie(-
i) a veSkerymi platnymi zakony, pravidly, pravnimi
pfedpisy a regulacnimi pokyny; (i) udrzovat obchodné
pfiméfena  administrativni, technickd a fyzicka
bezpecénostni opatfeni véetné bezpecnostnich systéml a
postupll za Ucelem pfedchazeni nezadoucimu pfistupu k
ztotoznitelnym informacim, jejich pouzivani a poskytovani;
(iv) poskytnout spole¢nosti COVANCE pouze takové
informace, které spliuji kritéria pro anonymizovani udajt
uvedena v pravidlech ochrany soukromi, s vyjimkou
pfipadl v rozsahu pozadovaném nebo dovoleném
zakonem a pozadovaném spole¢nosti COVANCE,
pfipadné autorizovaném v ramci podepsaného formuléare
informovaného souhlasu nebo autorizacniho formulafe;
(vi) v€as v pisemné podobé informovat spolecnost
COVANCE o jakémkoliv touto smlouvou nedovoleném
pouZiti ztotoZnitelnych informaci DODAVATELEM nebo
jejich poskytnuti timto tfeti strané a (vii) pozadovat a
vyvijet veSkeré obchodné pfiméfené usili k zajisténi
dodrzovani ustanoveni tohoto odstavce 13 ze strany
véech jeho zaméstnanc.

Agreement and for a period of one (1) year thereafter or, if
not enforceable, the maximum length of time enforceable
under law, VENDOR shall not (i) recruit or otherwise seek
to induce any employees of COVANCE to terminate their
employment or violate any agreement with or duty to
COVANCE or (ii) recruit or otherwise seek to induce any
clients of COVANCE, including but not limited to Sponsor,
to terminate their agreements with COVANCE or violate
any agreement with or duty to COVANCE or (iii) in any way
impair the relationship between any employee or Sponsor
and COVANCE.

14, Non-solicitation. 14, Zékaz nabizeni vyhod
141 VENDOR agrees that during the term of this | 141  DODAVATEL se zavazuje, Zze béhem platnosti

této smlouvy a po dobu jednoho (1) roku poté, pfipadné
po dobu maximélné pfipustnou podle zakona, jestlize tato
doba pfipustna neni, nebude (i) rekrutovat ¢i jinak usilovat
o ovlivnéni kteréhokoliv ze zaméstnanci spoleénosti
COVANCE s Umyslem pfimét jej, aby ukongil sv(j
zaméstnanecky pomér nebo porusil jakoukoliv dohodu se
spoleénosti COVANCE nebo povinnost vaéi ni, (ii)
rekrutovat ¢i jinak usilovat o ovlivnéni kteréhokoliv z
klientl spolenosti COVANCE, mimo jiné véetné
zadavatele, s Umyslem piimét jej, aby ukon€il své dohody
se spoleénosti COVANCE nebo porusil jakoukoliv dohodu
se spole¢nosti COVANCE nebo povinnost vici ni, ani (iii)
jakymkoliv zptisobem naru$ovat vztah mezi kterymkoliv ze
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COVANCE, Sponsor and/or its representative, may,
during normal business hours and at mutually agreeable
times, assess VENDOR's tools, processes, study related
output, personnel and may visit any VENDOR facility
where Study Services are being performed in order to
audit VENDOR's performance of the Services.
COVANCE, Sponsor and/or its representative may
conduct a financial check of the records of VENDOR which
relate to rates applied, Expenses incurred, invoices and
receipts in connection with this Agreement during
rendering the Services to the COVANCE hereunder as
well as within 6 (six) months after the last day of rendering
the Services hereunder.

zaméstnancli nebo zadavatelem a  spolecnosti
COVANCE.

15. Audit and Record Retention. 15. Audit a uchovavani zaznam

151  On giving reasonable notice in writing, | 151  Spole¢nost COVANCE, zadavatel a/nebo jeho

zastupce mohou po pfedchozim pisemném oznameni,
béhem bézné pracovni doby a ve vzajemné pfijatelnych
asech provadét hodnoceni DODAVATELOVYCH
nastrojl, procesl, vystupl souvisejicich se studii a
persondlu a vykondvat navstévy v jakémkoliv
DODAVATELOVE zafizeni, kde jsou poskytovany sluzby
v ramci studie, za UCelem provedeni auditu sluzeb
poskytovanych DODAVATELEM. Spole¢nost COVANCE,
zadavatel a/nebo jeho zastupce mohou provadét financni
kontroly DODAVATELOVYCH z4znamd, které se vztahuji
k uctovanym sazbam, vzniklym vydajlim, fakturam a
stvrzenkam souvisejicim s touto smlouvou, a to v pribéhu
poskytovani sluzeb spolenosti COVANCE podle této
smlouvy a dale béhem Sesti (6) mésicli po poslednim dnu
poskytovani sluzeb podle této smlouvy.

15.2  VENDOR will notify COVANCE promptly in the
event of any actual or notified inspection by a regulatory
or administrative authority of VENDOR'’s facilities where
that inspection directly or indirectly relates to the Services
being performed. VENDOR will immediately provide
COVANCE with copies of any correspondence from or to
the regulatory authorities such as the FDA, related to the
inspection, including but not limited to any FDA-483s or
warning letters, as well as any other correspondence with
a governmental agency that is reasonably likely to affect
the suitability of VENDOR to continue conducting the
Study. In that event VENDOR will consult with and allow
COVANCE and/or Sponsor to review and comment on any
responses made by VENDOR to the authority relating to
the inspection.

15.2  V pfipadé jakékoliv probihajici nebo oznamené
inspekce DODAVATELOVYCH zafizeni ze strany
regulaéniho nebo spravniho organu, ktera se piimo &i
nepfimo tyka poskytovanych sluzeb, bude DODAVATEL
bezodkladné informovat  spoleCnost  COVANCE.
DODAVATEL spolecnosti COVANCE bezodkladné
poskytne kopie jakékoliv korespondence pfijaté od
regulaénich organu, jako je UfFad FDA, nebo témto
odeslané v souvislosti s inspekci, mimo jiné vCetné
jakychkoliv dokumentt pod oznagenim FDA-483s nebo

vytykacich  dopis, stejné jako jakékoliv ~ dalsi
korespondence se statnim Ufadem, u niz existuje
pfiméfena pravdépodobnost, Ze ovlivni vhodnost

DODAVATELE, pokud jde o dalSi provadéni studie. V
takovém pfipadé bude DODAVATEL konzultovat
spole¢nost COVANCE a/nebo zadavatele a umozni jim
kontrolu a vyjadreni k jakymkoliv DODAVATELOVYM
odpovédim poskytnutym organu, jehoZ se inspekce tyka.

15.3  VENDOR will ensure appropriate personnel host
and/or attend any such audit or inspection mentioned in
Section 15.1 or 15.2 above, which personnel will assist in
the preparation for and fully cooperate with the regulatory
and/or administrative authority, COVANCE, Sponsor
and/or its representative, including authorizing copies of
certain documents and materials. All VENDOR personnel
time and resources necessary to complete such an audit
shall be provided at no cost to COVANCE.

15.3  DODAVATEL zajisti vhodny personal, jehoz
¢lenové budou vystupovat jako hostitelé, pfipadné se
zUCastni jakéhokoliv takového auditu nebo inspekce
uvedenych v odstavcich 15.1 a 15.2 vySe. Tento personal
bude asistovat pfi pfipravé na pozadavky regulacnich
a/nebo spravnich organl, spoleénosti COVANCE,
zadavatele alnebo jeho zastupce a plné s nimi
spolupracovat  vCetné autorizace kopii  nékterych
dokumentl a materidll. VeSkery &as a prostfedky
DODAVATELOVA persondlu nezbytné k provedeni
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takového auditu budou poskytnuty a naklady nebudou
Uctovany spoleénosti COVANCE.

15.4 At no additional cost to COVANCE, VENDOR
shall promptly remedy with competent proof any audit
findings by any regulatory or administrative authority,
COVANCE, Sponsor and/or its representative which relate
to defects in VENDOR's Services or VENDOR's
non-compliance with this Agreement, applicable laws,
rules or regulations. COVANCE reserves the right to
terminate this Agreement upon written notice to VENDOR
for any audit finding which is not promptly and sufficiently
remedied.

154  DODAVATEL zjedna okamZitou a prokazatelnou
napravu ve véci jakychkoliv nalezd auditu provedeného

kterymkoliv  regulaénim nebo  spravnim  orgénem,
spoleCnosti COVANCE, zadavatelem a/nebo jeho
zastupcem,  které  se  tykaji  nedostatkl v

DODAVATELOVYCH sluzbach nebo neplnéni této
smlouvy nebo nedodrzovani platnych zakon(, pravidel
nebo pravnich pfedpist ze strany DODAVATELE, pficemz
spole¢nosti COVANCE nebudou U¢tovany zadné dalsi
naklady. Spoleénost COVANCE si vyhrazuje pravo
ukonéit tuto smlouvu pisemnou vypovédi doruéenou
DODAVATELI z dlvodu jakéhokoliv nélezu auditu, u
néhoz nedojde k okamzité a dostatecné napravé.

15.5  VENDOR through RADIOLOGIST shall provide
COVANCE and Sponsor with Study documents at any
time during the term of Service if COVANCE so requests
in writing.

15.5  Jestlize spoleCnost COVANCE pisemné pozada
0 poskytnuti  dokumentl  studie, DODAVATEL
prostfednictvim RADIOLOGA tyto kdykoliv v pribéhu
poskytovani sluzeb pfedioZi spoleénosti COVANCE a
zadavateli.

15.6  RADIOLOGIST will maintain complete and
accurate written records of all Services and related
expenses in accordance with ICH guidelines, local and/or
national regulations. VENDOR will maintain such records
for the longer of (i) five years after completion of the Study
or (i) the period(s) required by applicable regulatory
requirements.

15,6  RADIOLOG bude spravovat Upiné a pfesné
pisemné zaznamy o vSech sluzbach a souvisejicich
vydajich v souladu se smérnicemi ICH a mistnimi a/nebo
narodnimi pravnimi pfedpisy. DODAVATEL bude takové
zaznamy uchovavat (i) po dobu péti let po dokonceni
studie nebo (i) po dobu vyzadovanou platnymi pravnimi
pfedpisy podle toho, které z téchto obdobi je delsi.

16. Force Majeure.

16. Vyssi moc

16.1  Neither party will be considered in default of the
performance of any obligation under this Agreement to the
extent and for the period that the performance of the
obligation is prevented or delayed by fire, flood,
earthquake, explosion, strike, acts of terrorism, war,
insurrection, embargo, government requirement, civil or
military authority, act of God, or any similar event,
occurrence or condition which is not caused, in whole or in
part by that party and which is beyond the reasonable
control of that party, except that VENDOR will not be
excused from default in performance to the extent it does
not have appropriate safety measures and back-up
systems in place to remove or reduce the effects of such
event on data integrity. The affected party shall provide
notice to the other party of such occurrence, and shall use
commercially reasonable efforts to avoid or remove such
causes of non-performance. Any timeline or deadline set

161  Na Zadnou ze smluvnich stran nebude
nahlizeno, jakoby neplinila kteroukoliv ze svych povinnosti
podle této smlouvy, jestlize pinéni povinnosti brani nebo
je zpozdéno v disledku pozaru, povodné, zemétreseni,
vybuchu, stavky, terorismu, vale¢ného konfliktu, povstani,
embarga, vladniho pozadavku, civilni nebo vojenské
pravomoci, BoZziho zasahu nebo jakékoliv obdobné
udalosti, pfihody nebo podminek, a to po dobu jejich
trvani, pokud nebyly zcela ani ¢aste¢né zplisobeny danou
smluvni stranou a jsou mimo pfiméfenou kontrolu dané
strany s vyjimkou pfipadl, kdy DODAVATELI nebude
prominuto neplnéni smlouvy, jestlize tento neproved!
pfisluSnd bezpeénostni opatfeni a nevyuziva zélohovaci
systémy, které by pfedesly nasledkim takové udalosti na
integritu dat nebo je zmensily. Postizena smluvni strana
bude druhou stranu o takové pfihodé informovat a vyvine
obchodné pfiméfené Usili za Uc¢elem zabranéni nebo
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out in this Agreement shall be automatically extended by
a period of time equal to that reasonably necessary to
allow a party to recover from an occurrence of Force
Majeure.

odstranéni takovych pficin neplnéni smlouvy. Jakykoliv
harmonogram nebo termin stanoveny v této smlouvé bude
automaticky prodlouzen o obdobi odpovidajici dobé
pfiméfené nezbytné k tomu, aby se smluvni strana
zotavila z udalosti vy$Si moci.

16.2  Ifany timeline or deadline set out herein or will be
materially delayed by VENDOR as a result of a Force
Majeure, which in this case shall mean a delay by
VENDOR of more than two months, then COVANCE shall
have the option to transfer that portion of Services to an
alternate provider, in order to meet such timeline or
deadline, and COVANCE and VENDOR shall negotiate in
good faith a reasonable reduction in the Service fees
hereunder.

16.2  Jestlize ze strany DODAVATELE dojde v
dusledku vy$si moci k vyznamnému zpozdéni jakéhokoliv
harmonogramu nebo terminu stanoveného v této
smlouvé, coZz v tomto pfipadé  znamend
DODAVATELOVO zpozdéni o vice neZ dva mésice,
spole¢nost COVANCE bude mit moznost prfedat danou
Cast sluzeb alternativnimu poskytovateli, aby takovy
harmonogram nebo termin dodrZela, a spole¢nost
COVANCE a DODAVATEL v dobré vife vyjednaji
pfiméfené snizeni odmény za sluzby podle této smlouvy.

17. Assignment.

17. Postoupeni

171 COVANCE may assign its rights and obligations
under this Agreement to Sponsor or its designee effective
immediately upon written notice to VENDOR. Except as
permitted in section 17.2 below, VENDOR may not assign
this Agreement without prior written consent from
COVANCE.

171 Spolecnost COVANCE mize sva prava a
povinnosti podle této smlouvy prevést na zadavatele nebo
jim povéfenou osobu s uUcinnosti ihned po pisemném
ozndmeni DODAVATELI. S vyjimkou moZnosti
dovolenych nize uvedenym ¢ldnkem 17.2 nesmi
DODAVATEL tuto smlouvu postoupit bez predchoziho
pisemného souhlasu spole¢nosti COVANCE.

17.2  Upon prior written notice, this Agreement and the
rights and obligations under it may be assigned or
transferred by either party in the case of an assignment to
an affiliate of the party or in connection with the merger,
consolidation or sale of substantially all the party’s assets
related to the Study.

17.2  Na zakladé pfedchoziho pisemného oznameni
mohou byt tato smlouva a prava a povinnosti v ni
obsazené kteroukoliv ze smluvnich stran postoupeny
nebo prevedeny, pokud pljde o postoupeni subjektu
pfidruzenému k dané smluvni strané nebo v souvislosti s
fuzi, konsolidaci ¢i prodejem podstatné Casti aktiv dané
smluvni strany souvisejicich se studii.

18. Conflict of Interest.

18. Stret zajmu

18.1  VENDOR represents and warrants that it is free
from any restrictions on its ability to enter into this
Agreement and perform this Agreement and that the
responsibilities and obligations assumed by VENDOR
hereunder are not in conflict with any other obligations of
VENDOR. VENDOR represents that as of the Agreement
Effective Date it is not aware that neither it, nor its
employees nor its representatives perform any activity for
any third party that would conflict with.

181  DODAVATEL prohladuje a zaruCuje, ze jeho
zplsobilost uzavfit a plnit tuto smlouvu neni niéim
omezena a ze povinnosti a zavazky piijaté
DODAVATELEM podle této smlouvy nejsou ve stietu s
zadnymi  jinymi  DODAVATELOVYMI  povinnostmi.
DODAVATEL prohladuje, Ze se k datu G¢innosti smlouvy
si neni védom, Ze by se vénoval ¢innosti pro jakoukoliv
tfeti stranu, kterd by mohla byt ve stfetu s poskytovanim
jeho sluzeb nebo pinénim jeho povinnosti podle této
smlouvy, pfipadné by v tomto sméru mohla branit, plsobit
zpozdéni nebo mit nepfiznivy dopad.
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19. Third Party Beneficiary.

19. Opravnéna treti strana

191  VENDOR agrees that Sponsor is an intended
third party beneficiary to this Agreement and may enforce
its rights hereunder as a third party beneficiary.

191  DODAVATEL souhlasi se skuteCnosti, Ze
zadavatel je podle této smlouvy zamySlenou opravnénou
tfeti stranou a m0Ze uplatiovat sva prava opravnéné treti
strany podle této smlouvy.

20. Notices.

20. Oznameni

201 Any notice, statement, copy or other
communication provided for in this Agreement, shall be in
writing and shall be considered as duly delivered upon
actual receipt or when personally delivered, when mailed
by first class, registered or certified mail, postage prepaid,
or by reputable courier service to the addresses above.

201 Jakékoliv ozndmeni, prohlaseni, kopie nebo jina
komunikace umoznéna touto smlouvou bude v pisemné
podobé a bude povaZovéna za fadné dorucenou viastnim
pfevzetim nebo osobnim doruCenim  vyplacenou
doporuCenou zasilkou prvni tfidy s doru¢enkou (i
zaslanim prostfednictvim renomované kuryrni sluzby na
adresu uvedenou vyse.

21. Governing Law.

21. Rozhodné pravo

211 The provisions of this Agreement and any
documents delivered pursuant hereto shall be governed
by and construed in accordance with the laws of the Czech
Republic (excluding any conflicts-of-law rule or principle
that might refer same to the laws of another jurisdiction).

211 Ustanoveni této smlouvy a jakékoliv dokumenty
dorugené podle této smlouvy se budou Fidit zakony Ceské
republiky a budou vykladany v souladu s nimi (s vyjimkou
jakychkoliv koliznich pravidel nebo principd, které mohou
odkazovat na stejné zakony jinych jurisdikci).

,

between the parties pertaining to the subject matter hereof
and supersedes all prior agreements, understandings,
negotiations and discussions, whether oral or written,
between the parties. No supplement or modification of this
Agreement shall be binding unless executed in writing by
both parties hereto.

22 Entire Agreement. 22. Uplna dohoda
221  This Agreement constitutes the entire agreement | 221 Tato smlouva predstavuje Uplnou dohodu mezi

smluvnimi stranami tykajici se pfedmétu smlouvy a
nahrazuje vdechny pfedchozi Ustni &i pisemné dohody,
ujednani, vyjednavani a diskuse smluvnich stran.
Jakékoliv dodatky ¢i Upravy této smlouvy bude zavazné
pouze v pfipadé pisemného vyhotoveni podepsaného
obéma stranami této smlouvy.

22.2  To the extent there is any conflict between the
terms and conditions set out in Sections 1-24 of this
Agreement and any terms and conditions of the Exhibits
or any side agreements (including but not limited to
Technical Agreements), these terms and conditions set
out in Sections 1-24 shall prevail.

22.2  V pfipadé jakéhokoliv rozporu mezi podminkami
stanovenymi v odstavcich 1-24 této smlouvy a jakymikoliv
podminkami pfiloh nebo jakychkoliv vedlejSich dohod
(mimo jiné vCetné technickych smluv) budou uréujici tyto
podminky stanovené v odstavcich 1-24.

22.3 This Agreement has been processed in English and
Czech languages. In the case of any discrepancy
between the two language versions, the Czech version
shall prevail.

22.3 Tato smlouva byla zpracovana v anglickém a
Ceském jazyce. V pfipadé jakéhokoliv rozporu mezi
obéma jazykovymi verzemi bude urcujici verze Ceska.
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23. Severability.

23. Oddélitelnost

231 Theinvalidity or unenforceability of any provision
hereof shall in no way affect the validity of enforceability of
any other provision hereof.

231 Neplatnost nebo nevymahatelnost kteréhokoliv z
ustanoveni této smlouvy nijak neovlivni platnost nebo
vymahatelnost  kteréhokoliv  jiného ustanoveni této
smlouvy.

24, Survival.

24, Pretrvani platnosti

241  The provisions set forth in Sections 4, 5, 6, 7, 8,
10, 11, 13, 14 and 24 of this Agreement shall survive the
expiration or earlier termination of this Agreement.

241 Ustanoveni uvedena v odstavcich 4, 5, 6, 7, 8,
10, 11, 13, 14 a 24 této smlouvy zdstanou v platnosti i po
vyprseni nebo pfedéasném ukonceni této smlouvy.
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IN WITNESS WHEREOF, duly authorized representatives | NA DUKAZ GEHOZ tadné opravnéni zastupci smluvnich
of the parties have executed and delivered this Agreement | stran k datu Ucinnosti uzavieli a dorugili tuto smlouvu.
as of the Effective Date.

Covance Clinical and Periapproval Services Limited

By / Podpis: ____ | N

Name / Jméno:__ |

Title / Funkece:___ | | |

Oblastni nemocnice Pfibram, a.s.

By / Podpis:

Name / Jméno:__ [ RN

Title / Funkce:___ Director / Reditel

Radiologist / Radiolog

By / Podpis: |

Name / Jméno:__ [ I

Title / Funkee: || NN
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