PRILOHA C 7/APPENDIX NO. 7
Schvéalena verze upravené smlouvy ke zverejnéni v souladu se zdkonem 340/2015 Sb. o
Registru smluv/Agreed Form of redacted Agreement to be published in accordance with

Act no. 340/2015 Coll.

on Contract Register

TATO SMLOUVA O DOPLNKOVYCH

THIS ANCILLARY SERVICES

SLUZBACH (,,smlouva®) je uzaviena dnem
posledniho podpisu

MEZI:

PPD

Spole¢nosti  ,,PPD*: Investigator

Services LLC, 929 North Front St
Wilmington, NC 28401, USA, ICO: 46-
2919241, ; a

,,Poskytovatelem sluzeb*: V3eobecna

fakultni nemocnice v Praze, U Nemocnice
128 08 Praha 2, C

I - reditelkou, IC: 00064165, DIC: CZ;
VZHLEDEM K TOMU, ZE:

(Zaprvé)  spolecnost PPD Investigator
Services LLC (,PPD*) byla spolenosti
Millennium  Pharmaceuticals, Inc., 40
Landsdowne Street, Cambridge, MA 02139
USA (,,zadavatelem®) najata pro poskytovani
projektového Fizeni a/nebo dalSich sluZzeb
v souvislosti s klinickym
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AGREEMENT (the “Agreement”) is made
this  day of the last signature
BETWEEN:

“PPD”: PPD Investigator Services LLC,
929 North Front St, Wilmington, NC 28401,
USA, Company ID no.: 46-2919241 ; and

“Service Provider”: Vseobecna fakultni
nemocnice v Praze, U Nemocnice 2, 128 08
Praha 2, Czech Republic, represented by

l

Company ID no.: 00064165, Tax ID no.:
CZ00064165;

WHEREAS:

(One) PPD Investigator Services LLC

(“PPD™) has been engaged by Millennium
Pharmaceuticals, Inc., 40 Landsdowne Street,
Cambridge, MA 02139 USA (“Sponsor”) to
provide project management and/or other
services in

connection with the study

B (e “Clinical Study™); and
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—

(zatfeti) poskytovatel sluzeb souhlasil, Ze se

bude

podilet na klinickém hodnoceni

poskytnutim sluzeb a zafizeni konkrétnégji
vysveétlenych v pfiloze €. 1; a

(zaCtvrté) si strany preji vyjasnit podminky, za
kterych budou tyto sluzby poskytovany.

NYNI JE TIMTO UJEDNANO takto:-

1.

11

1.2

1.3.

Sluzby

Poskytovatel sluzeb souhlasi
s provadénim sluzeb lékarny tak, jak je
uvedeno zejména v priloze €. 1
(,,Sluzby*), ktery je souCasti této
smlouvy formou odkazu. Poskytovatel
sluZzeb souhlasi, Ze sluzby budou
provaddény vsouladu se  vSemi
platnymi zakony, pravidly a pfedpisy a
v souladu s profesionalnimi standarty
a vSemi pfislusnymi postupy spravné
klinické a laboratorni praxe,
smérnicemi a standardnimi opera¢nimi

postupy.

Poskytovatel sluZzeb bude strikiné
dodrZzovat v8echny poZadavky a
narizeni protokolu klinického

hodnoceni (,,protokolu®).

Spolecnost PPD zajisti distribuci z&silky

hodnoceného léCiva do
Poskytovatele  sluZzeb, kde je
odpovédny farmaceut prevezme a
zkontroluje (jako jiné zasilky - tzn.,
neni-li poskozena, v pfipadé zvlastnich
pozadavkd na transport, byly-li tyto
poZadavky dodrZzeny, pfijem zésilky
potvrdi), nésledné si na Zadanku
zkousejici hodnocene léCivo vyzvedne
na centrum zdravotnického zafizeni ,
kde je za né pIné zodpovédny.
Spole¢nost PPD je povinna oznamit do
3 pracovnich dnil pred dodanim, kdy
bude zésilka do Iéké&rny pfedana budto
emailem na

Iékéarny

(Three) Service Provider

;and

has agreed to

participate in the Clinical Study by providing
services and facilities, more particularly set out
in Appendix no. 1; and

(Four) the parties wish to set out the terms on
which such services will be provided.

NOW IT IS HEREBY AGREED as follows:-

1.

1.1

1.2

1.3

Services

Service Provider agrees to perform the
services as more particularly set out in
Appendix no. 1 (“Services”), which is
incorporated herein by reference.
Service Provider agrees that the
Services will be conducted in
compliance with all applicable laws,
rules and regulations, and in
conformance with the professional
standards and any applicable good
clinical and laboratory practices,
guidelines and standard operating
procedures.

Service Provider will strictly follow all
terms and provisions of the Clinical
Study protocol
(“Protocol”).

PPD, will arrange for the shipment and
distribution of the Study Drug to the
pharmacy of the Service Provider where
the shipment will be received and
inspected by a delegated pharmacist (as
with all other shipments — for damage and
in case of special transportation
conditions, for the adherence to these
conditions, receipt confirmation). The
Investigator will, using a requisition slip,
transfer the Study Drug to the Study
Center of the Institution, where he will be
fully responsible for it. PPD is obliged to
notify Service Provider three (3) day
before the Study Drug delivery when will
be the shipment delivered to the pharmacy
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2.1

nebo telefonicky [l Likvidaci

nevyuZitého hodnoceného  léCivasi
spoleCnost PPD zajisti na vlastni
naklady.

Spole¢nost PPD zajisti dodavku na
adresu: VSeobecna fakultni nemocnice,
OPC, Karlovo ndm. 32, 128 08 Praha
2, Ceska republika.

Odpovédni farmaceuti: || GTGTG_
I

Spole¢nost PPD se zavazuje zajistit
hodnocené léCivo v mnozstvi a
Casovych intervalech potfebnych pro
fadné provedeni klinického hodnoceni.

Spole¢nost PPD prohlaSuje, Ze jsou
splnény veskeré podminky stanovené
pFislusnymi pravnimi pfedpisy pro
vyrobu (dovoz) dodévaného
hodnoceného IéCiva a jejich distribuci
poskytovateli sluzeb.

Spolecnost PPD se jako pUvodce
odpadu zavazuje, Ze zajisti na vlastni
naklady, jak v pribéhu, tak i po
skonceni klinického hodnoceni predani
nepouZitelného a nepouZitého
hodnoceného léCiva opravnéné osobé v
souladu s ustanovenimi zakona C.
185/2001 Sh., o odpadech a jeho
provadécimi predpisy v platném znéni.

Zaruky

Poskytovatel sluZeb POVEFi
poskytovanim sluzeb odborné zdatné,
fadné vyskolené a zku3ené
zameéstnance.  Poskytovatel  sluZeb
prohladuje a zaruCuje, Ze ani on ani
nikdo zjeho zaméstnancl, zastupcd
ani jinych osob provadéjicich sluzby
pod jeho vedenim (,,zaméstnanci
poskytovatele sluzeb”) (i) nebyl
vyloucen, prohlasen nezplsobilym, ani
mu nebyl uloZen zdkaz provadét
sluzby ocekavané podle této smlouvy;
(i) neni vZzadné zemi vySetfovan
jakymkoli organem statni spravy kvdli

2.1

— either by email to the following email
address or by
phone to . PPD shall ensure the
disposal of the unused Study Drug on its
OWnN expenses.

PPD shall ensure the delivery to the
address: Vseobecna fakultni nemocnice,
OPC, Karlovo nam. 32, 128 08 Praha 2,
Czech Republic.

Responsible Pharmacists: || GTGTGcGczN

PPD shall ensure the appropriate number
and frequency of deliveries of the Study
Drug as neeed for the proper conduct of
the Clinical Study.

PPD represents, that all the conditions
stipulated by the applicable law for
manufacturing (import) and distribution of
the Study Drug are met. Sposhor is
responsible for disposal of unused Study
Drug on its own expenses.

PPD agrees to ensure transmittal of
unused Study Drug to authorized person
according to Act no. 185/2001 Coll. on
waste and its implementing regulations as
amended, at Sponsor's reasonable
expence during and in the end of the
Clinical Study

Warranties
Service Provider shall delegate,
employees with the proper skill,

training and experience to provide the
Services. Service Provider represents
and warrants that neither it, nor any of
its employees, agents or other persons
performing the Services under its
direction (“Service Provider
Personnel”) (i), has been debarred,
disqualified or  banned  from
conducting the Services anticipated
hereunder; (ii) is under investigation
by any regulatory authority for
debarment or any similar regulatory
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2.2

2.3

2.4

zakazu Cinnosti nebo jakémukoli
podobnému  regulatnimu  opatfeni,
nebo (iii) nebyl pravomocné odsouzen
za trestny ¢in souvisejici
s poskytovanim zdravotni péfe nebo
sluzeb, ale ani mu dosud nebyl ulozZen
zakaz Ci pozastaveni Cinnosti, i mu
takovy zékaz dosud nebyl navrZen, Ci
se nestal jinak nezplsobilym pro Gcast
v klinickych hodnocenich nebo pro

poskytovani  sluzeb  souvisejicich
s klinickymi hodnocenimi.
Poskytovatel sluzeb okamzité
spole¢nosti PPD oznami, pokud by
doSlo k  jakémukoli takovemu
vySetfovani,  vyrfazeni, vyloucCeni,

odsouzeni nebo zakazu.

Pfed  poskytnutim
vSichni  zaméstnanci  poskytovatele
sluzeb pisemné souhlasit s (i)
povinnosti mlcenlivosti odpovidajici
podmink&m této smlouvy, a (ii) ucinné
pfevést na poskytovatele sluZzeb
veskera prava k vysledkdm jejich
¢innosti, kterd by jinak mohla témto
zaméstnanclim nalezet.

sluzeb  museji

Poskytovatel sluzeb zarucuje
spoleCnosti PPD, Ze neni smluvni
stranou Zadné jiné smlouvy ani jiného
ujednani,  jakkoli neformalniho,
jejiz/jehoz podminky by pfedstavovaly
konflikt  zajmd se sluzbami a
poskytovatel sluzeb se zavazuje, Ze
béhem platnosti této smlouvy neuzavie
Zadnou jinou smlouvu nebo ujednénti,
které by mohlo byt v konfliktu
s poskytovanim sluzeb.

Poskytovatel péfe bude uchovavat
vdechny zdznamy  souvisejici  se
sluzbami v souladu s platnymi z&kony
a predpisy a neznici zadné zaznamy,
aniz by to pfedtim pisemné neoznamil
spoleCnosti  PPD a neposkytl ji
prilezitost zaznamy ziskat nebo dale
skladovat na naklady zadavatele.

DUvérné a chranéné informace

2.2

2.3

2.4

3.

action in any country, or (iii) has been
convicted of a criminal offense related
to the provision of healthcare items or
services, but has not yet been
debarred, suspended, proposed for
debarment or otherwise determined to
be ineligible to participate in clinical
trials or or clinical trial related
services. Service Provider shall notify
PPD immediately if any such
investigation, disqualification,
debarment, conviction or ban occurs.

Before providing Services, all Service
Provider Personnel must have agreed
in writing to (i) confidentiality
obligations consistent with the terms
of this Agreement, and (ii) effectively
vest in Service Provider any and all
rights that such personnel might
otherwise have in the results of their
work.

Service Provider warrants to PPD that
it is not party to any other agreement
or other arrangement, however
informal, the terms of which would
present a conflict of interest with the
Services and  Service  Provider
covenants not to enter into, during the
term of this Agreement, any agreement
or arrangement which could be in
conflict with the provision of Services.

Service Provider will maintain all
records related to the Services in
accordance with applicable laws and
regulations and will not destroy the
records without first giving PPD
written notice and the opportunity to
receive or further store the records at
Sponsor’s cost.

Confidential and Proprietary

Information
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3.1

3.2

3.3

4.1

VSechny informace a materialy které
spole¢nost PPD, zadavatel nebo jejich
zastupci  poskytnou  poskytovateli
sluzeb (at' jiZz astné, pisemné nebo
elektronicky) a vSechny udaje, zpravy
a informace  souvisejici  nebo
vyplyvajici ze sluzeb nebo jejich
pribéhu  (dale  jen  ,dlvérné
informace”)  budou  vlastnictvim
zadavatele. Poskytovatel sluzeb bude
uchovavat ddvérné informace prisné
ddvérné a zpfistupni je pouze svym
zaméstnanclim  podilejicim se na
provadéni sluZzeb v rozsahu, ktery
potfebuji. Tyto povinnosti mi¢enlivosti
budou trvat po dobu deseti (10) let po
ukonCeni sluzeb. Pokud to bude
vyzadovat zékon, mliZe poskytovatel
sluzeb divérné informace zvefejnit
statnim organdm za predpokladu, Ze
spoleCnost PPD a zadavatel obdrzi

ozndmeni  dostateCné pfedem a
poskytovatel  sluzeb  bude se
spoleCnosti  PPD a zadavatelem

pfiméfené spolupracovat pfi ziskani
ochrany diveérnosti.

Zadavatel bude vyluénym vlastnikem
veskerych datovych informaci,
vynalezli nebo objevi, které zcela
nebo &aste¢né vzniknou z divérnych
informaci nebo jako vysledek sluzeb
(»,vynalezy*). Poskytovatel sluZeb
bude na  naklady  zadavatele
vypracovavat vSechny dokumenty a
poskytovat vSechny potfebné doklady,
aby zadavatel ziskal v kterékoli zemi
patenty nebo aby jinak chranil zajmy
zadavatele pfi takovychto vynalezech.

KaZzdy jednotlivec podilejici se na
poskytovani sluzeb bude mit povinnost
neprodlené pisemné ohlésit a bez dalsi
odmény postoupit spoleCnosti PPD
a/nebo zadavateli jakykoli vynalez.

Ochrana Gdajd

Poskytovatel sluzeb souhlasi, Ze bude

3.1

3.2

3.3

4.

4.1

All information and  materials,
provided to Service Provider by PPD,
Sponsor, or their agents, (whether
verbal, written or electronic), and all
data, reports and information, relating
to or resulting from the Services or its
progress (hereinafter, the
“Confidential Information”) shall be
the property of Sponsor.  Service
Provider shall keep the Confidential
Information strictly confidential and
shall disclose it only to its employees
involved in conducting the Services on
a  need-to-know  basis.  These
confidentiality =~ obligations  shall
continue until ten (10) years after
completion of the Services. If required
by law, Service Provider may disclose
Confidential  Information to a
governmental authority, provided that
reasonable advance notice is given to
PPD and Sponsor and Service Provider
reasonably cooperates with PPD and

Sponsor to obtain confidentiality
protection.
Sponsor  shall  have  exclusive

ownership of any and all data
information, inventions or discoveries
arising in whole or in part from
Confidential Information or arising as
a result of the Services (“Inventions™).
Service Provider will, at Sponsor’s
expense, execute any documents and
give any testimony necessary for
Sponsor to obtain patents in any
country or to otherwise protect
Sponsor’s interests in such Inventions.

Any individual involved in rendering
the Services shall be under an
obligation to promptly disclose in
writing and assign, without further
remuneration, to PPD and/or Sponsor
any Invention.

Data Protection
Service Provider agrees to comply
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5.1

6.1

6.2.

6.3

dodrZovat vSechny pfislusné pravni
predpisy tykajici ochrany soukromi a
osobnich Udajil té zemé, v niz Udaje
vznikly.

Platba

Spolecnost PPD bude platit za sluzby
poskytovatele sluzeb tak, jak je
podrobné uvedeno v pfiloze ¢. 1.
Poskytovatel sluzeb bude posilat
faktury  spoleCnosti ~ Ctvrtletné a
poskytovatel sluzeb zaSle konecnou
fakturu za vSechny poplatky, ndklady a
vydaje do tficeti (30) dnil po ukondeni
sluzeb. Spolecnost PPD  bude posilat
platby za sluzby provedené v souladu
s touto smlouvou do Ctyficeti péti (45)
dnd od prijeti faktury.

Odpovédnost a pojisténi
Poskytovatel sluzeb souhlasi, Ze
odskodni zadavatele za vSechny

naroky tretich stran  za obhajobu
téchto narokl vyplyvajicich z (i)
provadéni  sluzeb  poskytovatelem
sluzeb nebo (ii) porudeni smlouvy
poskytovatelem sluzeb. Poskytovatel
sluzeb v3ak neodSkodni spolecnost
zadavatele, pokud tyto naroky vznikly
nasledkem nedbalosti nebo umysiného
pochybeni zadavatele nebo spole€nosti
PPD.

Odpoveédnost zadavatele za Skodu je
upravena samostatnym prohlaSenim,
které tvori pfilohu €. 6 této smlouvy

Poskytovatel  sluzeb  neprodlené
pisemné oznami spoleCnosti PPD a
zadavateli vSechny naroky tfetich stran

tykajici  se  onemocnéni  nebo
poSkozeni  zdravi skuteCné nebo
domnéle  zplsobenych  nezadouci

reakci na hodnoceny léCivy pFipravek,
0 nichZ se dozvi, a umozni zadavateli
vyfidit takovy narok (vCetné vyjednani
smiru) a bude pfi vyfizovani naroku se
zadavatelem pIné spolupracovat.

51

6.1

6.2

6.3

with any applicable data privacy or
data protection legislation of the
country in which the data originated.

Payment

PPD shall pay for Service Provider’s
Services as detailed in Appendix no 1.
Service Provider will invoice PPD
quarterly, and Service Provider will
send a final invoice for all fees, costs
and expenses within thirty (30) days of
completion of the Services. PPD shall
send payment for Services performed
in accordance with this agreement
within forty-five (45) days of receipt
of an invoice.

Liability and Insurance

Service Provider agrees to indemnify
Sponsor for any third party claims, for
defending those claims, arising out of
(i) Service Provider’s performance of
the Services or (ii) Service Provider’s
breach of the Agreement. However,
Service Provider will not indemnify
PPD or Sponsor to the extent that such
claims result from Sponsor’s or PPD’s
negligence or willful misconduct.

Indemnification by Sponsor is covered
by a separate indemnity letter attached
to this Agreement as Appendix no. 6

Service Provider shall promptly notify
PPD and Sponsor in writing of any
third party claim of illness or injury
actually or allegedly due to an adverse
reaction to the Study Drug of which it
becomes aware and allow Sponsor to
handle  such  claim  (including
settlement negotiations), and shall co-
operate fully with Sponsor in its
handling of the claim.
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6.4

7.1

7.2

Spole¢nost  PPD  potvrzuje, Ze
zadavatel uzavrel pojisténi klinického
hodnoceni v souladu s § 52 odst. 3 (f)
zakona €. 378/2007 Sb., o IéCivech
v platném znéni, ve které je vyslovné
sjednano i pojisténi poskytovanych
sluZzeb. Spole¢nost PPD potvrzuje, Ze
zadavatel bude udrZzovat platnou a
ucinnou smlouvu o pojisténi po celou
dobu provadeéni klinického hodnoceni.
Poskytovatel sluZzeb potvrzuje, Ze ma
sjednano pojisténi dle § 45 odst. 2
pism. n) zdkona €. 372/2011 Sb., o
zdravotnich ~ sluzbach, ve  znéni
pozdgjsich predpist, které pokryva i
poskytovani sjednanych sluzeb.

Regulacni korespondence a kontrola

Poskytovatel sluZzeb okamZité oznami
spole¢nosti PPD a  poskytne
spolecnosti PPD kopie v3ech dotaz(,
korespondence  nebo  komunikace
zaslané a prijaté od vSech organ( statni
spravy nebo regulacnich Gradl tykajici
se sluzeb, zejména Zadosti o kontrolu
zafizeni  poskytovatele sluzeb a
poskytovatel sluzeb umozni
spole¢nosti PPD a zadavateli se téchto
kontrol zucastnit. Poskytovatel sluZeb
vyvine pfimérené Usili, aby oddélil a
nezverejnil zadné divérné informace,
které neni nutné v pribéhu téchto
kontrol odtajnit. Poskytovatel sluzeb
souhlasi, Ze spole¢nost PPD a/nebo
zadavatel budou vyhradné odpovédni
za veSkerou komunikaci tykajici se
klinického hodnoceni zasilanou a
prijimanou od organ( statni spravy.

Poskytovatel sluzeb poskytne vsem
organlim statni spravy, spolecnosti PPD,

zadavateli a  jejich  pfislusnym
opravnénym zastupclim pravo
pfiméfeného  pfistupu do  zafizeni
poskytovatele sluZeb, k zaznamlm

(vCetné prava délat znich kopie za
pofizovaci cenu, svyjimkou originalni
zdrojové dokumentace subjektd

6.4

7.1

7.2

PPD confirms, that Sponsor has
arranged liability insurance of the
Clinical Study in accordance with par.
52 prov. 3(f) of Act No. 378/2007
Coll. On Pharmaceuticals, as amended,
which expreslly covers insurance of
provided services. PPD confirms, that
Sposnor  will maintain valid and
effective insurance agreement during
the entire duration of the Clinical
Study. The Service Provider confirms
that it has arranged a liability
insurance in accordance with par. 45
prov. 2 letter. n) of Act no.
372/2011Coll. On Medical Sevices as
amended which also covers the
provided Services.

Regulatory Correspondence and
Inspection

Service Provider shall immediately
notify PPD, and provide PPD copies,
of any inquiries, correspondence or
communications to or from any
governmental or regulatory authority
relating to the Services, including, but
not limited to, requests for inspection
of Service Provider’s facilities, and
Service Provider shall permit PPD and
Sponsor to attend any such
inspections.  Service Provider will
make reasonable efforts to separate,
and not disclose, any Confidential
Information that is not required to be
disclosed during such inspections.
Service Provider agrees that PPD
and/or Sponsor will be solely
responsible for all communications,
with respect to the Clinical Study, to
and from regulatory authorities.

Service Provider shall grant to any
regulatory authorities, PPD, Sponsor
and their respective authorised agents
the right of reasonable access to Service
Provider’s facilities, records (including
a right to make copies thereof at cost,
except for original source medical
records of Study Subjects) and shall
provide all reasonable assistance at all
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8.1

9.1

9.2

10.

10.1

hodnoceni) a poskytne po celou dobu

platnosti  této  smlouvy veSkerou
pfimérenou pomoc pro Ucely provadéni
auditu  dodrZzovani  této  smlouvy

poskytovatelem sluZzeb a také auditu
vsech Cinnosti, provadéni, zabezpeCeni

a integrity vsouvislosti sni nebo
s poskytovanim sluzeb.

Publikace

Poskytovatel sluzeb nesmi sluzby,

vcelku nebo Céstetné, zvefejnit nebo
na né odkazovat bez predchoziho
vyslovného  pisemného  souhlasu
zadavatele. Z&dna ze smluvnich stran
nepouzije jméno Z&dné jiné strany,
nebo jméno zadavatele v souvislosti
s Zadnou reklamou, publikaci nebo
propagaci bez predchoziho pisemného
svoleni.

Ukoncéeni

Spoleénost PPD miZe ukonCit tuto
smlouvu s okamzitou acinnosti
pisemnou  vypovédi. Poskytovatel
sluzeb mlZe skonit pisemnym
ozndmenim s tficetidenni  (30)
vypovédni Ihitou, pokud okolnosti,
které poskytovatel sluzeb nemdize
pfiméfené  ovlivnit,  poskytovateli
sluzeb zabranuji sluzby dokoncit.

Po ukonCeni této smlouvy z jakéhokoli
jiného dlivodu, nez je poruseni ze strany
poskytovatele sluzeb, zlistanou viechny
nesplacené Castky dluzné a splatné
spole¢nosti PPD poskytovateli sluzeb
v souladu s podminkami této smlouvy,
pfipadné, pokud spoletnost PPD
zaplatila néjaké Castky zalohové, vrati
poskytovatel sluzeb vSechny tyto platby
a jiné platby neZ penézni, s vyjimkou
Uhrady za v8echny sluzby nebo jejich
Césti, které byly néleZité provedeny
v souladu s touto smlouvou.

Dalsi smluvni ustanoveni

Tato smlouva vcetné viech priloh tvori

8.1

9.1

9.2

10.

10.1

times during the term of this Agreement
for the purposes of carrying out an audit
of Service Provider’s compliance with
this Agreement as well as an audit of all
activities, performance, security and
integrity in connection therewith or the
provision of the Services.

Publication

Service Provider may not publish or
refer, in whole or in part to, the
Services without the prior express
written consent of Sponsor. No party
hereto shall use any other party’s
name, or Sponsor’s name, in
connection with any advertising,
publication or promotion without prior
written permission.

Termination

PPD may terminate this Agreement
effective immediately upon written
notice. Service Provider may
terminate upon thirty (30) days’
written notice if circumstances beyond
Service Provider’s reasonable control
prevent  Service Provider from
completing the Services.

Upon termination of this Agreement for
any reason other than breach by Service
Provider, any outstanding sums shall
remain due and payable by PPD to
Service Provider in accordance with the
terms of this Agreement or, if PPD has
paid any sums in advance, Service
Provider shall repay all such sums and
other sums other than money, in respect
of any Services or part thereof properly
performed in accordance with this
Agreement.

Additional Contractual Provisions

This  Agreement, including the
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10.2

10.3

10.4

10.5

jedinou a dplnou smlouvu mezi
stranami a nahrazuje vSechny jiné
pisemné a Ustni smlouvy tykajici se
sluZzeb. Nebudou platit Zadné dodatky
nebo Upravy této smlouvy, pokud
nebudou  pisemné a  nebudou
podepsany vsemi stranami.

Tato smlouva bude zévaznd pro obé
smluvni strany a jejich pravni nastupce
a postupniky. Poskytovatel sluzeb
nepostoupi ani neprevede Zadna prava
ani zavazky podle této smlouvy bez
pisemného souhlasu spole¢nosti PPD.
Na Zadost zadavatele miZe spolecnost
PPD postoupit tuto smlouvu zadavateli
nebo tfeti strané a spoleCnost PPD
nebude zodpovédna za zadné zavazky
nebo finanéni zavazky podle této
smlouvy, které vzniknou po datu
postoupeni.

Smluvni strany jsou nezavislymi
kontraktory a nic zobsahu této
smlouvy nebude vykladano tak, Ze by
mezi nimi vznikal vztah spoleénikd,

zastoupeného a zastupce,
zaméstnavatele/zaméstnance nebo
spole€ného  podnikani.  Spole¢nost
PPD nebude zodpovédna za odvedeni
zadnych  dani  nebo  poplatkd
souvisejicich se  zaméstnanim za
poskytovatele sluZeb nebo

zameéstnance poskytovatele sluzeb,
poskytovatel sluzeb soucasné zaruCuje,
Ze bude plnit vSechny pfislusné
zavazky tykajici se téchto dani a
poplatk.

Ustanoveni této smlouvy, ktera
obsahuji ~ zavazky nebo  préava
pretrvavajici i po dokonceni sluZeb,
zlstanou v platnosti i po ukonceni
nebo dokonceni této smlouvy.

Smluvni strany souhlasi, Ze zadavatel
bude mit pravo prosazovat kterékoli
ustanoveni této smlouvy jako prijemce
tfeti strany. Ob& smluvni strany této
smlouvy berou na védomi, Ze s

10.2

10.3

10.4

10.5

Appendices, constitutes the sole and
complete agreement between the
parties and replaces all other written
and oral agreements relating to the
Servicess. No  amendments  or
modifications to this Agreement shall
be valid unless in writing and signed
by all the parties.

This Agreement shall be binding upon
the parties and their successors and
assigns. Service Provider shall not
assign or transfer any rights or
obligations under this Agreement
without the written consent of PPD.
Upon Sponsor’s request, PPD may
assign this Agreement to Sponsor or to
a third party, and PPD shall not be
responsible for any obligations or
liabilities under this Agreement that
arise after the date of the assignment.

The parties hereto are independent
contractors and nothing contained in
this Agreement shall be construed to
place them in the relationship of
partners,  principal and  agent,
employer/employee or joint venturers.
PPD shall not be responsible for
paying any employment-related taxes
or contributions on behalf of Service
Provider or Service Provider Personnel
and Service Provider warrants that
Service Provider will fulfil all
applicable obligations regarding such
taxes and contributions.

The terms of this Agreement that
contain obligations or rights that
extend beyond the completion of the
Services shall survive termination or
completion of this Agreement.

The Parties agree that Sponsor shall
have the right to enforce any of the
provisions of this Agreement as a third
party beneficiary. Each party to this
Agreement acknowledges that except
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10.6.

11.

111

11.2.

vyjimkou zadavatele neexistuji Zadni
pfijemci tfeti strany s Zadnymi pravy
prosazovat kterdkoli ustanoveni této
smlouvy.

Smlouva je sepsana v jazyce Ceském a
anglickém. V pfipadé rozporu mezi
anglickou a Ceskou verzi je rozhodujici
Ceska verze.

Pravo

Tato smlouva se bude fidit a bude
vykladana vsouladu s pravnimi
predpisy Ceskeé republiky.

Smluvni strany se dohodly, Ze pfipadné
spory vzeslé z této smlouvy, nebo v
souvislosti s ni, budou rozhodovany
pFislusnym soudem v Ceské republice.

11.3 Poskytovatel sluZeb, zadavatel a PPD

timto berou na védomi, Ze tato smlouva
musi byt uvefejnéna v souladu se
zdkonem ¢. 340/2015 Sh., o registru

smluv, % registru smluv:
https://smlouvy.gov.cz/ (dale  jen
“registr smluv”). Smluvni strany

souhlasi, Ze nebudou uverejnéna Zadna
obchodni tajemstvi nebo osobni Udaje
ani nebudou uvedena jako soucast
takového uvefejnéni. Pro Ucely této
smlouvy jsou za takové obchodni
tajemstvi  povaZzovany, kromé jineho,
platebni informace priloZené v pfiloze 1,
minimalni poCet zafazenych subjektll

hodnoceni, predpokladany pocet
zafazenych  subjektd  hodnoceni a
predpokladana délka klinického

hodnoceni. Smluvni strany odsouhlasily
verzi této smlouvy pro uverejnéni, ze
které budou ochodni tajemstvi a osobni
Udaje vyjmuty. Tato verze je priloZena
jako Priloha 7 (dale jen “schvélena
verze”). Smluvni strany souhlasi, Ze
poskytovatel sluzeb zajisti uverejnéni
takto schvalené verze smlouvy v
registru smluv do dvaceti péti (25) dn
ode dne posledniho podpisu této

for the Sponsor, there are no third
party beneficiaries with any rights to
enforce any of the provisions of this
Agreement

10.6 The Agreement is in Czech and English

11.

111

11.2

11.3

language. In the event of any
discrepancy between English and
Czech version, Czech version shall
prevail

Law

This Agreement shall be governed and
construed in accordance with Czech
law.

The Parties agree that any disputes
arising from this Agreement or in
relation with this Agreement shall be
settled by competent court of Czech
Republic

Service Provider, Sponsor and PPD
hereby acknowledge that details of this
Agreement are required to be published
pursuant to Act no. 340/2015 Coll., on
the Contract Registry in the official
register: https://smlouvy.gov.cz/
(further, the *“Agreements Register”).
The Parties agree that no business
secrets or personal information shall be
disclosed or made public as part of such
publication. For the purposes of this
Agreement, such business secrets
include but are not limited to: payment
information attached in Appendix no. 1,
the minimum enrollment goal, expected
number of Clinical Study subjects
enrolled and the expected duration of
the Clinical Study. The Parties have
agreed a version of this Agreement for
publication, in which all business secrets
and personal information have been
redacted. This is attached hereto as
Appendix no. 7 (further, the “Agreed
Form”). The Parties further agree that
Service Provider shall effect the
publication of the Agreed Form on the
Agreements Register within twenty-five
(25) business days of the Date of Final
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smlouvy.
uverejnéni v

Poskytoval
registru

pro
zada

Ucely
pfi

identifikaci smluvnich stran nésledujici
adresu:

jako adresu, kam ma byt

registrem

zaslano ozn&meni o uvefejnéni. Pokud

poskytovatel

sluZeb neuverejni

schvélenou verzi do dvaceti péti (25)
pracovnich dni ode dne posledniho

podpisu,

jsou zadavatel nebo PPD

opravnéni tak ucinit.

Pokud nastanou pochybnosti o platnosti
schvéalené verze po jejim uvefejnéni,
smluvni strany se navzajem informuji
ihned, jak je to prakticky mozné po
zjisténi takovych pochybnosti a spolecné
budou pracovat na upravé schvalené verze
pro uverejnéni.

Poskytovatel sluzeb v Zadném pripadé
neuverejni tuto smlouvu jinak nez ve
schvélené verzi, pokud neni pisemné

odsouhlaseno

jinak s PPD a

zadavatelem.

Seznam pfiloh k této smlouveé:

Pfiloha €. 1:
Pfiloha €. 2:

Pfiloha €. 3:

PPD:

Signature of this Agreement. The
Service Provider will notify PPD
through the following email address at
the time of publication:

as the
email address to which a notification of
publication in the Agreements register
shall be sent. Should Service Provider
fail to publish the Agreed Form of this
Agreement within twenty-five (25)
business days from the Date Of Final
Signature, the Sponsor or PPD may
publish the Agreed Form.

In the event that there is a challenge to
the validity of the Agreed Form, once it
has been published, the Parties shall
notify each other as soon as reasonably
practicable upon becoming aware of
such challenge and shall work together
to agree a revised version of the Agreed
Form for publication.

In no event shall Service Provider
publish this Agreement in any form
other than the Agreed Form, unless
agreed in advance in writing with PPD
and Sponsor.

Datum/date:

Poskytovatel sluzeb/ Service Provider:

Datum/date:

Rozpis plateb

Appendix no. 1:

List of appendices to this agreement:

Payment Schedule

Appendix no. 2:

N
Appendix no. 3: |
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Priloha €. 4: Appendix no. 4:

Priloha €.5: Appendix no. 5:

Prlloha ¢. 6:

Appendlx no. 6:

Prllohac 7: Schvalena verze Appendlx no. 7: Agreed Form
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PFiloha €. 1 — Rozpis Plateb Appendix no. 1 — Payment Schedule

ke smlouvé mezi: to an Agreement between:
PPD Investigator Services LLC PPD Investigator Services LLC
a Poskytovatelem Iékarenskych sluzeb: Pharmacy Service Provider: Vseobecna
V3eobecnou fakultni nemocnici v Praze fakultni nemocnice v Praze
Millennium Pharmaceuticals, Inc. Millennium Pharmaceuticals, Inc.
Protokol . [N Protocol no. [

I “‘ﬂ «
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Pfedpokladand  celkovd  Castka  vyplacend The anticipated total amount to be paid to the Service
poskytovateli sluZzeb za provedeni tohoto klinického Provider for conducting this Clinical Study is CZK
hodnoceni je 446.400,- KC. 446,400.
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