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SMLOUVA S LEKARNOU O UCASTI NA KLINICKEM
HODNOC ENi

uzaviena v souladu s § 1746 odst. 2 zakona ¢. 89/2012 Sb.
obcanského zakoniku (dale jen ,,Smlouva“), mezi:

AbbVie, s. r. 0., Metronom Business Center, Bucharova
2817/13, Stoddlky, 158 00 Praha 5, Ceska republika, IC:
24148725, DIC: CZ24148725, zastoupena jednatelem MUDr.
Branislavem Trutzem (dale jen spole¢nost ,ABBVIE"),

a

Oblastni nemocnice Pfibram, a.s., Gen. R. Tesarika 80, 261
01 Prbram | Ceskd Republika, IC: 270 85 031, DIC:
Cz27085031, zapsana v obchodnim rejstiku Meéstského
soudu v Praze oddil B, viozka 8883, zastoupena MUDr.
Stanislavem Holobradou, teditelem (dale jen ,LEKARNA®)

Spoleénost ABBVIE a LEKARNA jsou dale v textu
oznaCovany spolecné jako ,smluvni strany“, kazdy zvlast
pak jako ,smluvni strana“.

Spoleénost ABBVIE si pieje angazovat LEKARNU k G&asti na
Klinickém hodnoceni (dale jen ,klinické hodnoceni“)
M16-289 S nazvem »,Randomizované, otevrené,
multicentrické klinické hodnoceni fdze 3 hodnotici
rovalpituzumab tesirin v porovndni s topotekanem u
pacienti s pokroc¢ilym metastatickym malobunéénym
karcinomem plic (SCLC) s vysokou expresi DLL3, u
kterych doslo k prvni progresi onemocnéni béhem nebo
po chemoterapii prvni linie zahrnujici platinu® (dale jen
.protokol“)vsouvislosti s Rovalpituzumab tesirin (ROVA-T)
(dale jen ,hodnoceny pripravek*) spole¢nosti ABBVIE a k
zajiStovani  sluzeb souvisejicich s pfedmétnym klinickym
hodnocenim, jez jsou popsany dale v této smlouvé, a to za
podminek, které jsou uvedeny v této smlouvé. S ohledem na
vzajemné prisliby, které jsou ve smlouvé uvedeny, se strany
dohodly na nésledujicim znéni:

1. Poskytovani sluzeb. LEKARNA se zavazuje poskytovat v
souladu s podminkami této smlouvy nasledujici sluzby
vztahujici se ke klinickému hodnoceni:

. baleni;

. distribuce;

. skladovani;

. ochrana pfed znecisténim a znehodnocenim béhem
pfepravy;

. pFiprava;

. kontrola; a

. vydej,

hodnoceného pfipravku v prabéhu realizace klinického
hodnoceni (dale jen ,sluzby*).

Lékarna nezajiStuje fyzicky pfevoz hodnoceného pfipravku.
Lékarna obdrzi od spole¢nosti ABBVIE knasledné distribuci
pouze nezbytné mnozZstvi hodnoceného pfipravku dle
protokolu pro subjekty hodnoceni zafazené do tohoto
klinického hodnoceni.

2. Dodrzovéni pravnich predpisti. LEKARNA bude sluzby

PHARMACY AGREEMENT
FOR PARTICIPATION IN A CLINICAL STUDY

concluded in accordance with Section 1746(2) of Act No.
89/2012 Coll. Civil Code (“Agreement”), by and betw een:

AbbVie s.r.o., Metronom Business Center, Bucharova
2817/13, Stodulky, 158 00 Praha 5, Czech Republic ID:
24148725, VAT ID. CZ24148725, represented by Branislav
Trutz, MD, General Manager and Executive (“ABBVIE’),

and

Oblastni nemocnice Pribram, a.s., Gen. R Tesarika 80,
261 01 Pribram I, Czech Republic, ID: 270 85 031, VAT ID:
CZ27085031, registration in commercial register at Prague
City Court, Section B, File 8883 represented by MUDr.
Stanislav Holobrada, Director (“PHARMACY”)

ABBVIE and PHARMACY are hereinafter referred to jointly
as “parties” and individually as a “party.”

ABBVIE desires to retain PHARMACY to participate in a
clinical study (“Study”) M16-289 entitled “A Randomized,
Open-Label, Multicenter, Phase 3 Study of
Rovalpituzumab Tesirine Compared with Topotecan for
Subjects with Advanced or Metastatic DLL3high Small
Cell Lung Cancer (SCLC) who have First Disease
Progression During or Following Front-Line Platinum-
Based Chemotherapy” (“Protocol”) in relation to
ABBVIEs product Rovalpituzumab tesirin (ROVA-T)
(“Study Product”) and to retain services relating to the
Study further described in this Agreement on the terms and
conditions set forth in this Agreement. NOW THEREFORE,
in consideration of the mutual promises set forth herein, the
parties agree as follows:

1. Provision of Services. PHARMACY undertakes to
provide the follow ing services relating to the Study
pursuant to the terms of this Agreement:

. packaging;
distribution;
storage;
. prevention from contamination and devaluation in
course of transport;
preparation;
controlling; and
. dispensing,

of the Study Product in the course of the Study
(“Services”).

Pharmacy shall not be responsible for transport of the Study
Product. Pharmacy shall be supplied the required quantity
of the Study Product by ABBVIE for further distribution in
accordance with the terms of the Protocol for Study
subjects enrolled to the Study.

2. Compliance with Laws. PHARMACY shall provide the
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poskytovat v souladu (i) se vSemi pfislusnymi zakony,
vyhlaSkami, smérnicemi a pravidly, zejména pak
v souladu se zakonem ¢&. 378/2007 Sb., o léCivech, ve
znéni pozdéjSich predpist, s vyhlaskou €. 226/2008 Sh.
ministerstva zdravotnictvi a ministerstva zemédélstvi o
spravné klinické praxi, vyhldSkou ¢&. 84/2008 Sbh.
ministerstva zdravotnictvi a ministerstva zemédélstvi o
spravné lékarenské praxi, vyhlaSkou ¢&. 86/2008 Sb.
ministerstva zdravotnictvi a ministerstva zemédélstvi o
spravné laboratorni praxi; (i) v souladu s pokyny
spole¢nosti  ABBVIE, (i) pokyny SUKLu a etické
komise/etickych komisi; a (iv) podminkami stanovenymi
v této smlouvé a v protokolu klinického hodnoceni.

Materialni zajiSténi klinického hodnoceni. Spole¢nost
ABBVIE poskytne LEKARNE dostateéné mnoZstvi
hodnoceného  pfipravku. VeSkeré tyto hodnocené
pfipravky zlstavaji vyhradnim vlastnictvim spole¢nosti
ABBVIE. LEKARNA povede evidenci o veskerém
nakladani s hodnocenym piipravkem; zejména pak
LEKARNA povede evidenci o veSkerych prijatych,
skladovanych, distribuovanych,  zlikvidovanych  a
vracenych hodnocenych pfipravcich. Tyto zaznamy
budou konkrétné obsahovat datum, mnozstvi, ¢islo Sarze,
datum exspirace a Ciselné kdédy vSech hodnocenych
pripravkd. LEKARNA  bude uchovavat vdechny
dokumenty tykajici se sluzeb, které poskytuje na zakladé
této smlouvy, po dobu nejméné 15 let od dokon&eni nebo
pred€asného ukon&eni klinického hodnoceni.

Manipulace s hodnocenym pripravkem. LEKARNA zajisti,
aby byl hodnoceny pfipravek skladovan a aby s nim bylo
manipulovano fadnym zpGsobem, a to vyhradné
kvalifikovanymi pracovniky, a aby hodnoceny pfipravek
nebyl uzivan po vyznaCeném datu expirace. Po
dokonCeni nebo pfed€asném ukonceni  Klinického
hodnoceni nebo na zakladé vyzvy spole¢nosti ABBVIE,
budou veskeré nespotfebované hodnocené pripravky
nebo pfipravky s vypr§enou platnosti vraceny spole€nosti
ABBVIE v souladu s protokolem a v souladu
s pfislusnymi pfedpisy tykajicimi se odesilani takovych
hodnocenych pfipravkG. Pokud strany odsouhlasi, Ze
vraceni  takovych hodnocenych  pfipravki neni
proveditelné nebo neni dovoleno mistnimi zakony a
pfedpisy, budou veSkeré nespotfebované hodnocené
pfipravky  nebo  pfipravky s vyprSenou  platnosti
zlikvidovany na naklady LEKARNY v souladu s mistnimi
zékony a predpisy bud: (i) LEKARNOU, za predpokladu,
e LEKARNA ma nezbytné vybaveni, kvalifikaci a uredni
povoleni potfebné pro likvidaci hodnocenych pfipravkd;
nebo (i) tfeti stranou nasmlouvanou ABBVIE za
predpokladu, ze LEKARNA je uvedena jako puvodce
hodnocenych pfipravkli, a za pfedpokladu, ze LEKARNA
potvrdi, Ze tfeti strana ma nezbytné vybaveni, kvalifikaci
a ufedni povoleni potfebné pro likvidaci hodnocenych
pripravkd.  LEKARNA  odskodni, zprosti a zajisti
bezuhonnost spole¢nosti ABBVIE za jakékoliv naroky a
fizeni proti spole¢nosti ABBVIE, v€etné, mimo jiné vSech
narokll v souvislosti s po$kozenim Zivotniho prostiedi,
které nastanou v dlsledku likvidace hodnocenych
pripravk LEKARNOU. Po jakékoliv takové likvidaci
LEKARNOU tato obratem poskytne spoleénosti ABBVIE
certifikat o likvidaci nebo obdobny dokument stvrzujici
finalni likvidaci hodnocenych pfipravka.

Services in accordance with (i) all applicable laws,
regulations, guidelines and rules, including, w ithout
limitation, the Act on Pharmaceuticals No. 378/2007
Coll., as amended, Decree of the Ministry of Health and
Ministry of Agriculture No. 226/2008 Coll., on Good
Clinical Practice, Decree of the Ministry of Health and
Ministry of Agriculture No. 84/2008 Coll., on Good
Pharmaceutical Practice, Decree of the Ministry of
Health and Ministry of Agriculture No. 86/2008 Coll., on
Good Laboratory Practice; (i) directions of ABBVIE; (iii)
directions of SUKL and ethical committee(s); and (iv)
conditions set forth in this Agreement and the Study
Protocol.

Study Supplies. ABBVIE shall provide PHARMACY with
sufficient quantity of the Study Product. All such Study
Product remains the sole property of ABBVIE
PHARMACY shall keep a record of all disposing with
the Study Product; in particular, PHARMACY shall keep
record of all accepted, stored, distributed, liquidated
and returned Study Product. These records shall
namely include the date, amount, batch number,
expiration date and code numbers of all Study Product.
PHARMACY shall retain all documents regarding its
services under this Agreement at least 15 years after
the completion or premature termination of the Study.

Handling with Study Product. PHARMACY shall ensure
that the Study Product is stored and handled properly,
by qualified personnel only, and that the Study Product
is not used past the labeled expiration date. Upon
completion or premature termination of the Study,

or at ABBVIEs request, any remaining or expired
Study Product will be returned to ABBVIE in
accordance with the Protocol and in compliance with
applicable requirements governing the shipment of
such Study Product. If the parties agree that the return
of such Study Product is not practicable or is prohibited
under local laws or regulations, any remaining or
expired Study Product will be destroyed at
PHARMACY’s sole costs and expense and in full
compliance with applicable laws and regulations by
either (i) the PHARMACY, provided that PHARMACY
has the necessary facilities, expertise and regulatory
approvals required to destroy Study Product; or (ii) by a
third party contracted by the ABBVIE, provided that the
PHARMACY is identified as the generator of the Study
Product and further provided that the PHARMACY
confirms that the third party has the necessary facilities,
expertise and regulatory approvals required to destroy
Study Product. PHARMACY will indemnify, release and
hold harmless ABBVIE for any claims made or
proceedings brought against ABBVIE including, but not
limted  to, claims related to  environmental
contamination that may arise from the destruction of
Study Product by PHARMACY. Upon any such
destruction by PHARMACY, PHARMACY will promptly
provide ABBVIE with a certificate of destruction or
similar document verifying the final disposition of the
Study Product.
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5. Monitorovani a pfistup na pracovisté. B&hem provadéni 5.
kiinického hodnoceni umozni LEKARNA spoleénosti
ABBVIE a/nebo pracovnikim povéfenym spole€nosti
ABBVIE, jakoz i predstavitelim pfislusnych organd,
pristup do prostor LEKARNY na zakladé predchoziho
pisemného oznameni zaslaného v dostateném Casovém
pfedstihu a bé&hem bézné pracovni doby za ucelem
kontroly a monitorovani poskytovani pfedmétnych sluzeb
a zaroven auditu zaznami vztahujicich se kdanym
sluzbam, aby tak bylo mozné ovéfit, zda LEKARNA pini
své zavazky dle této smlouvy a dodrzuje pfislusné
zakony.

6. Odména. 6.

(@) Uhradou za Fadné poskytované sluzby dle této
smlouvy bude spoleCnost ABBVIE vyplacet
LEKARNE finanéni odménu dle rozpo&tového
souhrnu  a platebniho pfehledu (dale jen
.rozpocet”), ktery je soucCasti této smiouvy jako
Priloha A. Jednotlivé platby budou zahrnovat
jakékoli a vedkeré naklady, které LEKARNE
vzniknou Vv souvislosti s poskytovanim sluzeb,
zejmena pak naklady na zaméstnance,
subdodavatele a daldi pracovniky, které LEKARNA
vyuzije v souvislosti s plnénim této smlouvy, jakoz i
jakékoli daldi naklady a vylohy, které ve spojitosti
s plnénim této smlouvy vzniknou.

(b) Smluvni strany se dohodly, ze vySe Uhrad
vymezenych v rozpoc¢tu, o nichz je pojednano v této
smlouvé, predstavuje skuteCnou trzni hodnotu
sluzeb, které se LEKARNA zavazala poskytovat, a
nebyla uréena  jakymkoli zpusobem,  ktery
zohledfiuje  objem nebo  hodnotu  jakychkoli
pfedchozich transakci nebo jakychkoli jinych
podnikatelskych aktivit realizovanych mezi
jednotlivymi stranami.

(c) VeSkeré platby budou uhrazeny do tficeti (30) dnu
poté, co spoleCnost ABBVIE odsouhlasi pFisluSnou
fakturu, na niz budou podrobné rozepsany sluzby
poskytované LEKARNOU na zakladé této smlouvy
nebo vynaloZeni prabéznych vydajl, a to az po
kompletnim vyhotoveni této smiouvy.

LEKARNA souhlasi stim, Ze pokud by doslo ke
sporu, LEKARNA do vyfe$eni takového sporu
nepozastavi poskytovani sluzeb a/nebo vydavani
hodnoceného pripravku, nebot takové zadrzeni
nebo nevydavani by mohlo zpUGsobit klinickému
hodnoceni nenapravitelné Skody.

(d) V pfipadé ukonCeni této smlouvy ze strany
spole¢nosti ABBVIE z jakéhokoli jiného ddvodu, nez
jakym je poru$eni smlouvy ze strany LEKARNY,
vyplati spoleénost ABBVIE LEKARNE finanéni
odménu odpovidajici rozsahu poskytnutych sluzeb
a vynalozenych nakladd, a to v souladu
s rozpoctovanymi ¢astkami uvedenymi v rozpoctu.

(e) Pokud bude kdatu ukonceni této smlouvy nebo
klinického hodnoceni celkova ¢&astka vyplacena

CONFIDENTIAL
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Monitoring and Access. During the Study, PHARMACY
shall permit ABBVIE and/or ABBVIE designee(s) and
representatives of competent authorities to access the
premises of PHARMACY upon reasonable advance
notice and during normal business hours , to inspect
and monitor provision of the Services, as well as to
audit records relating to the Services, in order to verify
PHARMACY’s compliance with the obligations herein
and w ith applicable laws.

Compensation.

€Y

(b)

(c)

(d)

(e

In  consideration for duly performed Services
hereunder, ABBVIE, shall pay PHARMACY as per
the Budget Summary and Payment Schedule
(“Budget”) attached hereto as Exhibit A.
Payments shall include any and all costs of
PHARMACY incurred in connection with the
Services, including, without limitation, costs of any
employees, sub-contractors and other personnel
used by PHARMACY in connection with this
Agreement, as well as any other costs and
expenses incurred in connection with this
Agreement.

The parties agree that the amount for payments
set forth in the Budget and discussed hereunder
represents the fair market value for the services
that PHARMACY has agreed to render and has
not been determined in any manner that takes into
account the volume or value of any referrals or
business otherwise generated between the
parties.

All payments shall be made w ithin thirty (30) days
of ABBVIEs approval of an invoice detailing
PHARMACY’s services under this Agreement or
incurrence of pass-through expenses, and only
after full execution of this Agreement.

PHARMACY agrees that in the event of a dispute,
PHARMACY will not withhold Services and/or
Study Product pending resolution of the dispute
because such withholding may cause irreparable
harm to the Study.

In the event of termination of this Agreement by
ABBVIE for any reason other than for
PHARMACY’s breach, ABBVIE, shall pay
PHARMACY according to the extent of Services
performed and expenses incurred in accordance
with the budgeted amounts set forth in the
Budget.

If, at the date of termination of this Agreement or
the Study, the total amount ABBVIE has paid is
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spole¢nosti ABBVIE mens$i nez &astka, na niz ma
LEKARNA narok na zakladé této smlouvy, vyplati
spolegnost ABBVIE LEKARNE tuto splatnou &astku
u prilezitosti provedeni posledni platby uvedené v
rozpoCtu.  Jakykoli  preplatek ve  prospéch
spole¢nosti ABBVIE dle této smlouvy a uréeny v
ramci  kone€¢ného vyrovnani bude spole€nosti
ABBVIE uhrazen do Ctyficeti péti (45) dnli od data,
kdy o tom bude LEKARNA spoleénosti ABBVIE
vyrozuména, spole¢né s doprovodnymi podklady
pro uhradu s pisemnym vyrozuménim o takovém
pfeplatku, odeslanym spole¢nosti ABBVIE.

7. Duavérnost informaci.

less than the amount to which PHARMACY is
entitled hereunder, ABBVIE shall pay the amount
due PHARMACY at the time of the final payment
described in the Budget. Any overpayment due
ABBVIE pursuant to this Agreement, as
determined at the time of final reconciliation, shall
be made payable to ABBVIE within forty-five (45)
days of PHARMACY’s notification by ABBVIE,
along with accompanying support documentation
for the remittance with written notification of such
overpayment sent to the ABBVIE

7. Confidentiality.

(a) Beéhem trvani této smlouvy (jak je definovano nize) (@) During the Term (defined below) of this
ani poté nesmi LEKARNA ani jeji zaméstnanci, Agreement and thereafter, PHARMACY and its
zastupci, subdodavatelé nebo prfidruzené osoby employees, agents, subcontractors and affiliates
zpfistupnit duavérné informace bez predchoziho shall not disclose Confidential Information w ithout
pisemného souhlasu spole¢nosti ABBVIE. Bez ABBVIEs prior written consent. Notw ithstanding
ohledu na vySe uvedené zlstanou povinnosti the foregoing, obligations of confidentiality and
zachovat dlvérnost a nepouzivat davérné non-use with respect to any Confidential
informace oznacené spole¢nosti ABBVIE za Information identified as a trade secret by ABBVIE
obchodni tajemstvi v platnosti tak dlouho, dokud si shall remain in place for so long as the applicable
pfislusné davérné informace zachovaji status Confidential Information retains its status as a
obchodniho tajemstvi podle pfisluSnych zakona. trade secret under applicable law. PHARMACy

(b)

LEKARNA zajisti, Ze jeji zamdstnanci, zastupci,
subdodavatelé a pfidruzené spole¢nosti budou
dodrzovat podminky mi€enlivosti v pribéhu a po

shall ensure that its employees, agents,
subcontractors and affiliates will adhere to the
confidentiality obligations herein during and after

skonceni jejich zaméstnaneckého poméru, the term of their employment, engagement or
spoluprace &i  obchodné  pravniho  vztahu affiliation.  “Confidential Information” shall include
s LEKARNOU.. Mezi ,divérné informace* patfi the Study Protocol, information related to Study
protokol klinického hodnoceni, informace ohledné Product, and all materials and information

hodnoceného pfipravku a veSkeré materidly a

concerning ABBVIE and the Study disclosed to

informace tykajici se spoleCnosti ABBVIE a PHARMACY by ABBVIE or developed as a result
klinického hodnoceni, které spolecnost ABBVIE of conducting the Study, except any portion
LEKARNE poskytla nebo knimz se dospélo thereof w hich:

v dusledku provadéni klinického hodnoceni, vyjma
téch &asti, které:

ot;driem’m na zakladé této smlouvy, coz bude
LEKARNA schopna dolozit

i yly “KARNE, jejim  zaméstnancim, i is known to , its employees,
byl LEKARNE, t ki PHARMACY I

zastupcum, subdodavatelim nebo agents, subcontractors or affiliates before

pfidruzenym osobam znamy pied jejich receipt thereof under this Agreement, as

evidenced by its records;

(i) byly LEKARNE,  jejim  zamdstnanciim, (i) is disclosed to PHARMACY, its employees,
zastupcim, subdodavatelim nebo agents, subcontractors or affiliates after
pfidruzenym osobam zpfistupnény po pfijeti acceptance of this Agreement by a third
této smlouvy ftfeti stranou, ktera neni pfi party who has a right to make such
sdélovani  takovych  skuteCnosti vazana disclosure in a non-confidential manner; or
mi¢enlivosti, nebo

(iii)  jsou nebo se stanou vefejné dostupnymi, aniz (iii) is or becomes part of the public domain

by se tak stalo pochybenim ze strany through no fault of PHARMACY, its
LEKARNY, jejich zaméstnancu, zastupcd, employees, agents, subcontractors or
subdodavateld nebo pfidruzenych osob. affiliates.

Zadna z ustanoveni této smlouvy nelze vykladat tak,

- . ; oS (b) Nothing in this Agreement shall be construed to
Zze by smuvnim stranam  znemoZfiovala restrict the parties from disclosing Confidential
zpfistupfiovat  divérne informace, ~je-li ~ to Information as required by (i) law or court order or
vyzadovano (i) ze zakona, na zakladé soudniho other governmental order or request, (i) the
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rozhodnuti nebo rozhodnuti ¢&i Zzadosti jiného
statniho organu, (i) pfislusnym organem EK nebo
(i) SUKLem &i zahraniénim pfislusnym organem, a
to za podminky, Ze strana ktera je povinna provést
takové zpristupnéni, vyrozumi spole¢nost ABBVIE,
a bude-li to mozné, umozni spole¢nosti ABBVIE,
aby ta pfijala vhodné pravni kroky za ucCelem
redigovani svych Davérnych informaci. Strana
vyzvana ke zpfistupnéni informaci pfedlozi pouze
takovou c¢ast duvérnych informaci, ktera bude na
zakladé pisemného vyjadfeni pravniho poradce
pozadovana ze zakona.

(c) LEKARNA, jeji zaméstnanci, zéstupci,
subdodavatelé a prfidruzené osoby nesmi vyuzivat
davérné informace za jakymkoli jinym ucelem, nez
jak je stanoveno v této smlouvé, bez predchoziho
pisemného souhlasu spole¢nosti ABBVIE.

(d) LEKARNA, jeii zaméstnanci, zastupci,
subdodavatelé nebo pfidruzené osoby nesmi
spole¢nosti ABBVIE zpfistupriovat zadné informace,
které jsou davérné nebo majetkem néjaké ftreti
strany, aniz by ktomu LEKARNA nejdiive ziskala
pfedchozi pisemny souhlas jak této ftfeti strany, tak
spole€¢nosti ABBVIE.

Ochrana dat. V zavislosti na sluzbach, které bude
LEKARNA provadét, m(ze byt pozadana o sbér,
uchovavani, zpfistupnéni nebo jiné  zpracovani
informacich identifikujicich nebo v kombinaci s jinymi
informacemi identifikovatelnych jako udaje urcité Zijici
osoby, vcetné hodnocenych subjektd a jinych osob
uCastnicich se klinického hodnoceni (dale jen ,osobni
Gdaje“). V takovém pfipadé LEKARNA souhlasi se
sbérem, uchovavanim, zpFistupnénim  &i  jinym
zpracovanim osobnich udajd v souladu s touto smlouvou
a vyhradné v souladu s pisemnymi pokyny spole€nosti
ABBVIE a s platnymi zakony a pfedpisy, zejména pak
ustanoveni zakona &. 101/2000 Sb., o ochrané& osobnich
udaju, smeérnice ES 95/46 a jakychkoli dalSich smérnic
pfijatych nasledngé Evropskou komisi. LEKARNA bude
uchovavat vhodné zaruky, aby zajistila davérnost a
bezpe&nost osobnich Gdaji. LEKARNA neprodlend
upozorni spole€nost ABBVIE o jakémkoli neopravnéném
pristupu nebo zpfistupnéni osobnich udaji (dale jen
,haruseni bezpefnosti“) v€etné €asu a povahy takového
naruSeni bezpeCnosti a pfijme veSkera pfiméfena
opatfeni k napravé takového naruSeni bezpecénosti. Tam,
kde platné zakony na ochranu osobnich udaju vyzaduji,
aby strany uzavfely dopliikové dohody nebo ujednani
véetné smluv o mezindrodnim prenosu dat LEKARNA
zajisti, aby byly takové nezbytné smlouvy predlozené
ABBVIE byly uzavieny a udrZzovany v uginnosti.

Publicita. = LEKARNA  bez  predchoziho  souhlasu
spole€¢nosti ABBVIE neodhali existenci ani podminky této
smlouvy ani nepouzije nazev, obchodni znamku, sluzebni
znamku ¢i logo spole¢nosti ABBVIE v Z&dné reklamé,
prohlaseni ani informacich, které budou zpfistupnény treti
osobé nebo Siroké verejnosti. LEKARNA bere na védomi,
2e podminky této smlouvy vc&etné uhrady libovolnych
plateb z ni vyplvajicich mohou byt spole¢nosti ABBVIE
zpfistupnény a odhaleny vefejnosti, bude-li to pozadovat

competent EC, or (i) SUKL or foreign competent
authority, provided that the party requested to
make such disclosure shall notify AbbVie and if
possible allow AbbVie to take action to protect or
redact its Confidential Information. The party
requested to make such disclosure shall furnish
only that portion of the Confidential Information
which is legally required based on the written
opinion of legal counsel.

(c) PHARMACY, its employees, agents,
subcontractors and affiliates shall not use
Confidential Information for any purpose other
than that indicated in this Agreement without
ABBVIEs prior written approval.

(d) PHARMACY, its employees, agents,
subcontractors or affiliates shall not disclose to
ABBVIE any information w hich is confidential or
proprietary to a third party unless PHARMACY
has first obtained the prior w ritten approval of both
such third party and ABBVIE.

Data  Protection. Depending on the Services
PHARMACY performs, PHARMACY may be required to
collect, retain, disclose or otherwise process
information identifying or, in combination with other
information, identifiable to a living individual, including
Study subjects and others participating in or associated
with the Study (“Personal Data”). In that event,
PHARMACY agrees to collect, retain, disclose and
otherwise process Personal Data solely in accordance
with this Agreement, ABBVIEs written instructions, and
all applicable laws and regulations, including, without
limitation, Act No. 101/2000 Coll. on Protection of
Personal Data, EC Directive 95/46 and any other
privacy-related directives subsequently adopted by the
European Commission. PHARMACY shall maintain
appropriate safeguards to ensure the confidentiality and
security of the Personal Data. PHARMACY shall
promptly inform ABBVIE about any unauthorized
access to or disclosure of Personal Data (“Security
Breach”), including the timing and nature of the Security
Breach, and take all reasonable measures to remedy
the Security Breach. Where applicable data protection
laws require that the parties enter into additional
agreements or undertakings, including international
data transfer agreements, PHARMACY will undertake
to ensure that all necessary agreements submitted by
AbbVie are implemented and in place.

Publicity. PHARMACY shall not disclose the existence
or terms of this Agreement or use ABBVIEs name,
trademark, servicemark or logo in any publicity,
advertising, announcement or information, which is
disseminated to any third person or to the general
public without ABBVIEs prior written approval.
PHARMACY understands that the terms and conditions
of this Agreement, including the amount of any
payment made thereunder, may be disclosed and

CONFIDENTIAL
Legal Template: CZ Pharmacy Agreement(Clinical Study) 22JAN2014 }
Document Name: CZM16-289 Pharmacy Agreement Nemocnice Pfibram a.s. for PI Dr. Smakal 19Dec17 Final Clean
Page 50f15



Oblastni nemocnice Pfibram, a.s. (for Nemocnice Stefanie a Rudolfa BeneSov a.s., Pl Dr. Smakal)
19Dec2017
M16-289 (TAHOE)

10. Prezentace a_publikace.

11.

12.

zakon nebo nafizeni.

LEKARNA bez predchoziho

souhlasu spole¢nosti ABBVIE nebude prezentovat,
publikovat ani nepfedlozi k publikaci Zadnou praci
vyplyvaijici ze sluzeb poskytovanych podle této smiouvy.

Vlastnictvi. VeSkeré udaje, zpravy, sdéleni, materialy,
dodavky, produkty prace, informace, inovace, vynalezy,
prezentace, pfednasky a objevy (at uz budou podiéhat
patentu &i autorskému pravu nebo nikoli), které budou
koncipovany, aplikovany v praxi, vytvofeny ¢&i vyvinuty
LEKARNOU samostatn& nebo ve spolupraci s jinymi
subjekty, a které budou souviset s poskytovanim sluzeb
LEKARNOU nebo s hodnocenym pfipravkem (spoleéné
dale jen ,materialy“) budou neprodlené zpfistupnény
spole¢nosti ABBVIE, postoupeny spole€nosti ABBVIE a
stanou se vyhradnim vlastnictvim spoleénosti ABBVIE
Na Zadost a naklady spolednosti ABBVIE LEKARNA
vypracuje nebo necha vypracovat takové dokumenty
nebo provede takové jiné kroky, které bude spole¢nost
ABBVIE povaZovat za nezbytné za uCelem ziskani,
zapisu nebo vynuceni patentl, autorskych prav nebo
postoupeni materiali, které jsou uvedeny vySe, na ucet
spole€¢nosti ABBVIE.

V rozsahu, vnémz budou
autorskému pravu (v€etné mimo jiné pocitaCovych
programll, zdrojovych kodl, kodh objektu a podplrné
dokumentace), budou tyto materialy povazovany za dilo
provedené na zakdzku a stanou se a =zustanou
vyhradnim vlastnictvim spole¢nosti ABBVIE. V rozsahu,
v némz nebude mozné urcité materialy povazovat za dilo
provedené na zakazku, LEKARNA souhlasi, Ze postoupi

tyto materidly podiéhat

takové materidly spoleCnosti ABBVIE, coZz touto
smiouvou také €ini.
Bez ohledu na vySe uvedena ustanoveni neziska

spole¢nost ABBVIE do viastnictvi Zadna prava dusevniho
vlastnictvi, ktera jsou majetkem LEKARNY, jak je to
doloZzeno jejimi pisemnymi zaznamy vypracovanymi pfed
datem podpisu této smlouvy (dale jen ,dfive existujici
prava duSevniho vlastnictvi‘). LEKARNA timto udéluje
spoleCnosti  ABBVIE nevyhradni, neodvolatelnou a
bezplatnou celosvétové platnou licenci k pouzivani a
modifikaci takovych dfive existujicich prav duSevniho
vlastnictvi (v€etné prava udélit sublicenci k nim), avSak
pouze v rozsahu, v némz je tato licence nezbytna k tomu,
aby spole€nost ABBVIE mohla vyuzivat sluZzeb
LEKARNY podle této smiouvy, véetn& mimo jiné
veSkerych dodavek a produktti prace. V rozsahu, v némz
néktera z dfive existujicich prav duSevniho vlastnictvi
nejsou  plvodnim  vlastnictvin  LEKARNY,  timto
LEKARNA prohladuje a zaruduje se, Ze LEKARNA
obdrzela povoleni od plvodniho vlastnika takovych prav
treti strany pouzivat veSkera prava této treti strany nebo
jejich &ast a e ma LEKARNA pravo udslit spole¢nosti
ABBVIE vySe uvedenou nevyhradni licenci k takovym
pravum treti strany.

Nevyloudeni. LEKARNA zajistue a zarucuje, Zze
LEKARNA, za,méstnavnci LEKARNY véetné Iékarnika,
vrozsahu LEKARNE znamém v pfipadé zastupcu
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10.

11.

12.

made public by ABBVIE as law or

regulation.

required by

Presentations and Publications. PHARMACY will not
present or publish, or submit for publication, any w ork
resulting from the Services under the Agreement
w ithout ABBVIEs prior written approval.

Ow nership. All data, reports, communications, material,
deliverables, work product, information, innovations,
inventions, presentations, lectures, or discoveries
(w hether or not patentable or copyrightable) conceived,
reduced to practice, made or developed by
PHARMACY solely or jointly with others in connection
with PHARMACY’s performance of the Services or
related to the Study Product (collectively “Materials”)
will be promptly disclosed to ABBVIE, assigned to
ABBVIE, and will be the sole property of ABBVIE At
ABBVIEs request and expense, PHARMACY will
execute, or cause to have executed, such documents
and take such other actions, as ABBVIE deems
necessary or appropriate, to obtain, record or enforce
patents, copyrights or assignments thereof in ABBVIEs
name covering the foregoing Materials.

To the extent the Materials are copyrightable (including,
without limitation, computer programs, source code,
object code and supporting documentation), it will be
deemed a Work Made for Hire and will become and
remain the sole property of ABBVIE. To the extent any
Material may not be a Work Made for Hie,
PHARMACY agrees to assign and does hereby assign
such Material to ABBVIE

Notw ithstanding the foregoing, ABBVIE will not acquire
ownership of any intellectual property owned by
PHARMACY, as evidenced by its written records, prior
to execution of this Agreement (“Pre-existing
Intellectual Property”). PHARMACY hereby grants to
ABBVIE a non-exclusive, irrevocable, royalty-free
worldw ide license to use and modify such Pre-existing
Intellectual Property (including the right to sublicense)
only to the extent that such license is required to enable
ABBVIE to make use of PHARMACY's Services under
the Agreement, including without limitation any
deliverables and work product. To the extent any
portion of the Pre-existing Intellectual Property is not
PHARMACY’s original work, PHARMACY hereby
represents and w arrants that PHARMACY has obtained
permission from the original ow ner of such third party
content to use all or a portion of such third party
content, and that PHARMACY has the right to grant to
ABBVIE such non-exclusive license in and to such third
party content.

Debarment and Exclusion. PHARMACY represents
and warrants that none of PHARMACY, any
PHARMACY employees, and within the reasonable
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subdodavatelt vystupujicich v ramci této smlouvy, nikdy
nebyli a v sou€asnosti nejsou vylouc¢enou pravnickou
nebo fyzickou osobou, vyfazenou pravnickou nebo
fyzickou osobou, usvédcenou pravnickou nebo fyzickou
osobou nebo nejsou uvedeni na seznamu Ufadu pro
potraviny a Iléky Spojenych statd (Food and Drug
Administration - FEDA), ktery uvadi nezplsobilé nebo
omezené zpusobilé klinické zkouSejici, ani nejsou
predmétem fizeni, které by ktakovym skute¢nostem
mohlo vést. LEKARNA se dale zavazuje, zajistuje a
zaruCuje, ze pokud se béhem platnosti smlouvy
LEKARNA, jakykolv  zjejich zaméstnancli, véetné
zastupcu nebo subdodavatell konajicich dle této
smlouvy, stane vylou¢enou pravnickou nebo fyzickou
osobou, vyfazenou pravnickou nebo fyzickou osobou,
usvédcéenou pravnickou nebo fyzickou osobou nebo bude
pfiddn na seznam nezplsobilych nebo omezené
zpUsobilych  klinickych zkouSejicich ufadu FDA nebo
bude  pfedmétem  Fizeni, které by  ktakovym
skuteénostem mohlo vést, LEKARNA to okanité oznami
spoleCnosti ABBVIE a ta bude mit pravo tuto smiouvu
okamzité ukoncit. Toto ustanoveni plati i po ukonéeni
nebo vyprseni této smlouvy. Pro UCely tohoto ustanoveni
budou platit nasledujici definice:

(@) ,Vylou¢ena fyzickd osoba“ je osoba, ktera byla
Uradem FDA v souladu s pravnim ftitulem 21
Zakoniku Spojenych statd (,USC*) Oddil 335(a)
nebo (b) nebo jakymkoliv jinym pFisluSnym
organem, zahrnujici jakykoliv mistni pfislusny Gfad
bez omezeni, vylouéena z poskytovani sluzeb
v jakékoliv funkci osoby, ktera ma schvalenou nebo
dosud projednavanou zadost osoby pracujici s Iéky.

(b) ,Vylou€end pravnickda osoba“ je spole¢nost,
sdruzeni nebo spolek, ktera byla Gfadem FDA
v souladu s pravnim titulem 21 Zakoniku Spojenych
statl (,USC") Oddil 335(a) nebo (b) nebo jakymkoliv
jinym  pfislusnym organem zahrnujici  jakykoliv
mistni pfislusny ufad bez omezeni, vyloucena z
predkladani nebo pomoci pfi predklddani jakékoliv
zjednodusSené lékové Zzadosti nebo je dcefinna i
pFidruzena spole€nost vylou€ené pravnické osoby.

(c) Za ,Vyfrazenou fyzickou nebo pravnickou osobu“ se
povazuje (i) entita  vyfazena, vyloucena,
pozastavena nebo je jinak nezpuUsobila v U¢astni na
programech federainiho zdravotnického systému
Medicare nebo Medicaid, které spadaji pod Ufadu
generalniho inspektora Ministerstva zdravotnictvi
USA (i) dale se povazuje entita vyfazena,
vylou¢ena nebo je jinak nezpusobila v ucasti ve
federalnich programech se statni uc€asti vcetné
programi vytvorenych GSA.

(d) Za ,Usvéd€eny subjekt* se povazuje entita, ktera
byla usvédéena z trestného &inu, kiery spada do
oblasti Titulu 21 Zakoniku USA §335a(a) nebo Titulu
42 Zakoniku USA §1320a-7(a), ale prozatim nebyla
vyfazena, vylou€end, pozastavena nebo jinak
prohlasena za nezpusobilou.

extent as PHARMACY is aware of such state also
agents and subcontractors performing services
hereunder, including any subinvestigators, have ever
been, are currently, or are the subject of a proceeding
that could lead to PHARMACY or such employees,
agents or subcontractors becoming, as applicable, a
Debarred, Excluded or Convicted Entity or Individual,
nor are they listed on the FDA’s Disqualified/Restricted
List for clinical investigators. PHARMACY further
covenants, represents and warrants that if, during the
Term, PHARMACY, or any of PHARMACY’s
employees, agents or subcontractors performing
services hereunder, becomes or is the subject of a
proceeding that could lead to that party becoming, as
applicable, a Debarred, Excluded or Convicted Entity or
Individual or added to FDA’s Disqualified/Restricted List
for clinical investigators, PHARMACY will immediately
notify ABBVIE, and ABBVIE wil have the right to
immediately terminate this Agreement. The provision of
this paragraph regarding notice of acts occurring during
the Term will survive termination or expiration of this
Agreement. For purposes of this provision, the follow ing
definitions will apply:

(a) A “Debarred Individual” is an individual who has
been debarred by the FDA pursuant to Title 21 of
the United States Code (“USC’) Section 335a (a)
or (b) or by any other competent authority,
including, without limitation, any local competent
authority, from providing services in any capacity
to a person that has an approved or pending drug
product application.

(b) A “Debarred Entity” is a corporation, partnership
or association that has been debarred by the FDA
pursuant to Title 21 of USC Section 335a (a) or
(b) or by any other competent authority, including,
without limitation, any local competent authority,
from submitting or assisting in the submission of
any abbreviated drug application, or a subsidiary
or affiliate of a Debarred Entity.

(c) An “Excluded Individual’ or “Excluded Entity” is (i)
an individual or entity, as applicable, who has
been excluded, debarred, suspended or is
otherwise ineligible to participate in federal health
care programs such as Medicare or Medicaid by
the Office of the Inspector General of the U.S.
Department of Health and Human Services; or (ii)
is an individual or entity, as applicable, who has
been excluded, debarred, suspended or is
otherwise ineligible to participate in federal
procurement and non-procurement programs,
including those produced by the U.S. General
Services Administration.

(d) A “Convicted Individual” or “Convicted Entity” is an
individual or entity, as applicable, who has been
convicted of a criminal offense that falls within the
ambit of Title 21 of USC Section 335a(a) or Title
42 of USC Section 1320a — 7(a), but has not yet
been excluded, debarred, suspended or otherw ise
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13.

14

15.

(e) ,Seznam nezpUsobilych nebo omezené zpulsobilych
ufadu FDA“ je seznam Klinickych zkouSejicich
s omezenim pfi ziskavani hodnocenych Iékd,
biologickych pFipravklli nebo prostfedkl, jestlize
Ufad FDA stanovi, ze zkouSejici opakované nebo
umysiné neplnili regulaéni pozadavky tykajici se studii
nebo pfedloZili zadavateli studie nebo FDA nespravné
informace.

Platnost smlouvy a jeji ukon€eni.

(@) Sohledem na ustanoveni odstavce (b) a (c) nize
tato smlouva nabyva uc€innosti po jejim Fadném
uzavieni a vyprS§i kdatu dokoneni vSech
povinnosti stran vyplyvajicich z této smlouvy nebo
kdatu ukonéeni Smlouvy o klinickém hodnoceni
uzaviené mezi spoleCnosti ABBVIE a Nemocnice
Rudolfa a Stefanie BeneSov a.s. v souvislosti
s predmétnym  klinickym hodnocenim (dale jen
,doba trvani“), nebude-li ukon¢ena dfive v souladu
s nize uvedenymi odstavci (b) a (c).

(b) Kiterakoli strana mize tuto vypovédét na zakladé
pisemné vypovédi doruéené druhé strané v pfipadé,
ze se druha strana dopusti poruSeni nékterého ze
zasadnich ustanoveni této smlouvy, nebo v pfipadé,
Ze klinické hodnoceni nebude povoleno nebo bude
zastaveno ze strany kteréhokoli statniho nebo
kontrolniho organu.

(c) Spoletnost ABBVIE mize tuto smlouvu ukongit
s okanzitou platnosti na zakladé pisemného
oznameni doruéeného LEKARNE, a to =za
pfedpokladu, Ze kdykoli v dobé& platnosti této
smouvy () LEKARNA pozbude opravnéni,
zpUsobilost nebo povoleni k provozovani lékarenské
¢innosti dle pfislusnych zakon(; (i) na nékterou ze
smluvnich stran bude vyhlaSeno konkurzni fizeni;
(i) bez duvodu na zakladé pisemného oznameni
dorugeného LEKARNE nejméné tficet (30) dni
pfedem.

Pojisténi. LEKARNA souhlasi, Ze bude udrZovat
v platnosti pojiSténi, které bude dostatecné k uspokojeni
povinnosti a zavazki podle této smlouvy, v rozsahu,
vnémz jsou tyto povinnosti a zavazky komercéné
pojistitelné. LEKARNA dale souhlasi, e do sedmi (7)
pracovnich dnt od pfijeti pfislusné pisemné Zadosti od
spole€nosti  ABBVIE predlozi spole¢nosti ABBVIE
pisemny doklad o takovém pojisténi (v€etné pojistnych
certifikatd nebo jinych dokladi obsahujicich dostatecné
zajisténi),

Nezavislé postaveni _smluvniho partnera. LEKARNA
jedna ve vztahu ke spole¢nosti ABBVIE v ramci této
smlouvy jako nezavisly smluvni partner, pficemz
LEKARNA  neni opravnéna  spolednost ABBVIE
k ¢emukoli zavazovat nebo jednat jejim jménem.
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13.

14.

15.

declared ineligible.

(e) “EDA’s Disqualified/Restricted List” is the list of
clinical investigators restricted from receiving
investigational drugs, biologics, or devices if FDA
has determined that the investigators have
repeatedly or deliberately failed to comply with
regulatory requirements for studies or have
submitted false information to the study sponsor
or the FDA

Term and Termination.

(a) Subject to subparagraphs (b) and (c) below, this
Agreement shall be effective following the full
execution of this Agreement and shall expire upon
the date of completion of all the obligations of the
parties hereunder or termination of the Clinical
Study Agreement concluded between ABBVIE
and Nemocnice Rudolfa a Stefanie BeneSov a.s.
in relation to the Study (the “Term?”), unless
terminated earlier as provided in subparagraphs
(b) and (c) below .

(b) Ether party may terminate this Agreement
immediately upon written notice delivered to the
other party upon the breach by the other party of a
material provision of this Agreement, or in the
event of non-approval or termination of the Study
by any governmental or regulatory authority.

(c) ABBVIE may immediately terminate this
Agreement upon delivering written notice to
PHARMACY if, at any time during this Agreement,
(i) PHARMACY loses its authorization,
qualification or permit to act as a pharmacy under
applicable laws; (i) if insolvency was declared
with respect to any of the parties; or (ii) without
cause upon 30 days prior written notice to
PHARMACY.

Insurance. PHARMACY agrees to maintain insurance
sufficient to satisfy its duties and obligations under this
Agreement to the extent such duties and obligations
are commercially insurable. PHARMACY further agrees
to provide written evidence of such insurance (including
certificates of insurance or other evidence providing
reasonable assurances) to ABBVIE within seven (7)
business days follow ing receipt of written request from
ABBVIE therefore.

Independent Contractor. PHARMACY’s relationship to
ABBVIE under this Agreement is that of independent
contractor, and PHARMACY has no authority to bind or
act on behalf of ABBVIE
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16.

17.

18.

19.

20.

21.

22.

Postoupeni prav a povinnosti. LEKARNA nemize
postoupit tuto smlouvu zadné jiné strané ani ucinit jeji
sluzby dle této smlouvy prfedmétem subdodavatelské
smlouvy bez  pfedchoziho pisemného  souhlasu
spole¢nosti ABBVIE. Jakykoli pokus o takové postoupeni
prav a povinnosti uc¢inény bez pFfedchoziho pisemného
souhlasu spole¢nosti ABBVIE je neuc¢inny a neplatny a
pfedstavuje zavazné poruSeni této smlouvy. Pfipadny
schvaleny postupnk prevezme povinnosti LEKARNY
podle této smlouvy. Postoupeni nezprosti LEKARNU
odpovédnosti za vykon povinnosti, které ji vzniknou. Dale
v pfipadé, Ze bude LEKARNE povoleno najmout si
subdodavatele nékterych sluzeb podle této smlouvy,
podepiSe takovy subdodavatel smlouvu, kiera bude
tohoto subdodavatele zavazovat ktomu, aby dodrzoval
podminky a naleZitosti této smlouvy, a LEKARNA
zlGstane odpovédna za jednani ¢i opomenuti takového
subdodavatele, jako kdyby aktivity subdodavatele
provadéla samotna LEKARNA.

Pind zavaznost smlouvy. Tato smlouva pfedstavuje plné
zavazné ujednani smluvnich stran ve vztahu k pfedmétu
této smlouvy a nahrazuje veSkeré pfedchozi dohody a
zavazky vztahujici se ktémuz. V pfipadé konfliktu mezi
podminkami této smlouvy a protokolem, budou ve vztahu
k védeckym zalezitostem, lékafské praxi a bezpelnosti
hodnocenych subjektd rozhodujici ustanoveni protokolu.
Ve vSech ostatnich zalezitostech budou rozhodujici
podminky stanovené v této smlouvé. Tuto smlouvu je
mozné meénit pouze na zakladé pisemného ujednani
podepsaného smiuvnimi stranami.

Pfetrvavani platnosti smluvnich prav a povinnosti. Bez
ohledu na ukonéeni platnosti této smlouvy z jakéhokoli
dlvodu zUstavaji prava a povinnosti, jez na zakladé této
smlouvy nejsou dotEena jejim ukon&enim, plné platna a
ucinna.

Oddélitelnost _jednotlivych ustanoveni. Pokud soud
disponujici  pfislusnou  jurisdikci  shleda  kterékoli
z ustanoveni  této smiouvy nebo jeho  Cast
nevymahatelnou  nebo  neplatnou, platnost nebo
vymahatelnost  dalSi  ¢asti  kteréhokoli  takového
ustanoveni a/nebo zbyvajicich ustanoveni tim neni
dotéena.

Rozhodné pravo. Tato smlouva se Fidi a je vykladana
vsouladu s pravnimi predpisy Ceské republiky,
s vyjimkou ustanoveni koliznich norem. VSechny spory
vzniklé v souvislosti s touto smlouvou se budou fesit na
zakladé Ceského znéni této smiouvy.

Rozhod&i Fizeni. Jakékoli spory, neshody ¢&i naroky
vznikle na zakladé této smlouvy nebo ve spojitosti s ni
které neni béhem fficeti (30) dnd mozné urovnat
vzajemnou dohodou smluvnich stran, budou FeSeny
prislusnymi soudy Ceské republiky.

(@) tento clanek smlouvy zlstava v platnosti i po
pfed¢asném nebo fadném ukoncéeni této smiouvy.

Oznameni. VeSkera oznameni pozadovana nebo jinak
vypracovana Vv souladu stouto smlouvou budou mit
pisemnou formu a budou druhé strané doru¢ena osobné
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16.

17.

18.

19.

20.

21.

Assignment. PHARMACY may not assign this
Agreement to any other party, nor may it subcontract
any of its services hereunder, without ABBVIEs prior
written consent. Any attempted assignment without
ABBVIEs prior written consent shall be null and void
and shall constitute a material breach of this
Agreement. Any permitted assignee shall assume all
obligations of PHARMACY under this Agreement.
Assignment shall not relieve PHARMACY  of
responsibility for the performance of any accrued
obligation. Further, in the event that PHARMACY is
permitted to subcontract any duty hereunder to any
third party, such subcontractor shall execute an
agreement obligating such subcontractor to comply w ith
the terms and conditions hereof, and PHARMACY shall
remain responsible and liable for the acts or omissions
of such subcontractor activities as if such activities had
been performed by PHARMACY.

Entire Adreement. This Agreement contains the entire
understanding of the parties with respect to the subject
matter herein and supersedes all previous agreements
and undertakings with respect thereto. In the event of a
conflict between the terms and conditions of this
Agreement and those of the Protocol, the Protocol shall
control with respect to matters of science, medical
practice and Study subject safety. In all other matters,
the terms and conditions of this Agreement shall
control. This Agreement may be modified only by
w ritten agreement signed by the parties.

Survival. Notw ithstanding termination of this Agreement
for any reason, rights and obligations which by the
terms of this Agreement survive termination of this
Agreement, shall remain in full force and effect.

Severability. If any of the provisions of, or a portion of
any provision of, this Agreement is held to be
unenforceable or invalid by a court of competent
jurisdiction, the validity and enforceability of the other
portion of any such provision and/or the remaining
provisions shall not be affected thereby.

Governing Law. This Agreement shall be governed by
and construed in accordance with the laws of the
Czech Republic, excluding its conflicts of laws
provisions. The Czech language version of this
Agreement shall govern all disputes hereunder.

Jurisdiction. Any dispute, controversy or claim arising
out of or relating to this Agreement w hich cannot be
resolved within thirty (30) days by mutual consent of the
parties, shall be settled by competent courts of Czech
Republic.

(a) this Section shall survive termination or expiration
of this Agreement.

22. Notices. Any notice required or otherwise made
pursuant to this Agreement shall be in writing,
personally delivered or sent by certified mail, return
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23. Stejnopisy. Tato

nebo doporucenou postou s dodejkou nebo
prostfednictvim uznavané kuryrni sluzby, pficemz budou
fadné oznaCena adresou, nebo budou zaslana faxem
s potvrzenim o doru€eni, a to na adresy stran uvedené
nize. Tato oznameni budou povazovana za doru¢ena (a)
kdatu jejich pfevzeti, budou-li doru¢ena osobné& nebo
zaslana doporu¢enou postou ¢&i uznavanou kuryrni
sluzbou nebo (b) k datu potvrzeni pfijeti faxu.

LEKARNE:

Oblastni nemocnice Pribram, a.s.

K rukam p. Libuse Hofmanové

Gen. R Tesarika 80, 261 01 Pribram |,
Ceska Republika

Telefon: +420 318 641 111

Spoleénosti ABBVIE

Josef Svoboda, MD, PhD

Country Clinical Operations Manager

AbbVie s.r.o.

METRONOM BUSINESS CENTER,

Bucharova 2817/13, 158 00 Praha 5 — Stodulky,
Ceska republika,

Phone: +420233098186

S kopii na adresu:

Vice President and

Associate General Counsel
Business Legal

Dept. V323

AbbVie Inc.

1 N. Waukegan Road

North Chicago, IL 60064 U.S.A.
Fax: 847-938-1342

smlouva mize byt vyhotovena
v libovolném poctu stejnopistd, z nichz kazdy bude
povazovan za origindl a v8echny spole¢né budou
predstavovat jednu a tutéz smlouvu. Obé strany berou na
védomi, Ze originalni podpis nebo jeho kopie pfenesena
faxem nebo ve formatu PFD budou pro ucely této
smlouvy predstavovat originalni podpis.

23.

receipt requested, or recognized courier service,
properly addressed, or by facsimile with confirmed
answ er-back, to the other party at the address set
forth below. Notices shall be deemed effective (a)
on the date received if personally delivered or sent
by certified mail or recognized courier, or (b) upon
the date of confirmed answer-back if sent by
facsimile.

If to PHARMACY:

Oblastni nemocnice Pribram, a.s.
Attn. LibuSe Hofmanova

Gen. R Tesarika 80,

261 01 Pribram |,

Czech Republic

Phone: +420 318 641 111

If to ABBVIE

Josef Svoboda, MD, PhD

Country Clinical Operations Manager

AbbVie s.r.o.

METRONOM BUSINESS CENTER,

Bucharova 2817/13, 158 00 Praha 5 — Stodulky,
Czech Republic,

Phone: +420233098186

with a copy to:

Vice President and

Associate General Counsel
Business Legal

Dept. V323

AbbVie Inc.

1 N. Waukegan Road

North Chicago, IL 60064 U.S.A.
Fax: 847-938-1342

Counterparts. This Agreement may be executed
in any number of counterparts, each of which shall
be deemed to be an original, and all of which
together shall constitute one and the same
agreement. Each party acknowledges that an
original signature or a copy thereof transmitted by
facsimile or by PDF shall constitute an original
signature for purposes of this Agreement.
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IN WITNESS WHEREOF, the parties hereto have hereunto set their hands as of the last date set forth below the signatures
of the parties hereto. / NA ZNAMENI SOUHLASU se znénim vySe uvedenych ustanoveni smluvni strany stvrzuji tuto
smlouvu svymi podpisy k nize uvedenému datu.

AbbVie s.r.o. Oblastni nemocnice Pribram, a.s.
By/podpis: By/podpis:

Name/jméno: MUDr. Josef Svoboda, CSc. Name/jméno: MUDr. Stanislav Holobrada
Title/funkce: Country Clinical Operations Manager Title/funkce: Director / Reditel

Upon pow er of attorney/na zakladé piné moci

Date/datum: Date/datum:
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