Fakulini nemocnice Hraded Krdlowd

Fakultnd nemocnice Hrades Krdlowd

00270239.0

| CLIMICAL STUDY AGREEMENT
concluded according fo Section 1745(2) of Act Mo
B92012 Eb. Civil Code and Section 12(2) of Decree No.
2262008 3b. on Good Clinical Practice and Detailed
Conditions of Clinical Trials on Medicinal Producis, as
amended.
AbbVie s.ro., Metrenom Business Cenler, Bucharova
281713, Stodolky, 158 00 Praha 5, Czech Republic, 1D
24148725, VAT ID; CZ224148725, representad by Mgr. Jan
Balzar, Cauniry Clinscal Oparations Manager, upan powar
aof attermney  ("AbbWYie") desires 1o retain  Fakultnl
nemocnice Hradec Kralowé, Sckolskd 581, poslcode
500 95 MNovy Hradec Krilove, Czech Republic, Company
10 O017Ta20E, Tax |1D: CZOD1TESR0E6, represenied by

MU, Ales Herman, Ph.D irector  (the "Provid f
Medical Services') and w
M IV, Hematology Clinke, employes of Provider o

ical Services (the “Principal Investigator’), Pravider
of Medical Services and Principal Investigator desire to
cornducl a clinical sludy (the "Study™) In rolation o
Epcoritamab (the “Study Product™) valid as of the date
this Clinical Study Agreemanl (this “Agresment”] is Tully
executed, and effective as of the day of this Agreement’s
publication in accordanca wilh applicable Czech law, as

stated below in Sectlon 8 (the "Effective Date”),

WHEREAS;

« AbbVie is acling as an Eull:n':rized agei'lfin {he 'ﬁ:a'f:h f

Republkc of AbbVie Deutschiand GmbH & Co. K,
Mainzer Slrasse 51, 85 182 Wiesbano, Germany, the
Study sponser in the Eurcpean Union as defined in
the Regulation {EU] Mo, §536/2014 respectvely
Directive 2001/200EC | as amended ("Sponsor’);

SMLOUVA O KLINICKEM HODNOGENI

| uzaviena podie & 1748 odst 2 zakona £ 892012 Sb '

abéanského zakoniku a § 12 odst. 2 vyhlasky & 22602008
Sb., o spravné Klinick® praxi a bliddich padminkich
klinickeho hodnocsni  B&nvych  pripravkn, wve  zméni

| pozdéjsich pradpis.

AbbVie, 5, r, 0., Metronom Business Center, Bucharaova
2817113, Stodaboy, 158 00 Praha §, Ceska republika, 15
24148725, DIC: CEZ24148725, zasloupena Mgr. Jamem
Salzeram, Country Clinical Operations Manager, na
zékladd png mec (AbbVIe") si pfeje zapojit Fakultn
nemocnici Hradec Kralowé, Sokolska 581, 500 05

Hradeo Kralove - Nowy Hradec Kralove, Coskd republia,
IC: 00172906, DIC: CZ0D172806, zastoupenou MUDr,
tow.

Alefem Hemanem, Ph.D  fediteiem P
zdravolnich sluzeb™) 2
H W Inbarni hemalologickd  klinika, zamasinancea
oskylovatele zdravolnich sluzeb [(Hlavni zrkousejici®).
Poskytovatel zdravotnich siufeh a Hlawni Zkoudejlci maji
zajgm =8 zapgjil do provadéni klinickeho  hodnoceni
{.Studie”) tWkajictho se Epcoritamab [ Hodnoceny vy
pripravek”). Dalem plainosti tlo Smiouwy o Klinickam
hodnocenl je datum jejiho podpisu vdemi smiuwnimi
sirapami 8 datem dginnost tato Smiowwy [ Smiocuva”) e
don uvehenéni o Smiouvy v souladu g plislugnymi
ustanovenimi prava Ceské republiky, we smyslu nize

_ dalinovaném v chinku 8 { Datum déinnosti’).

VZHLEDEM K TOMU, 2e o o |

= AbbVie jedna v Ceské republice jako opravnény
zAstupce spoleénost AbbWie Deulschland GmbH &
Co, KG, Mainzer Strasse 81, 65189 Wiesband,
Mamacko, zadavalsle Studie v Evropské unii podle
definice uvedeng v nalizenl EU & 53672014 resp,
smamici 2001/20/ES | Zadavatel"):

s Each of AbbVie and Sponsor is a member of the
AbbVie group of companies that s direclly or
indirectly owned by AbbVie Inc, (fogether with Abb\Vie

Inc., “AbbYie Group')

« AbbVie | Zadavaled jsou dleny skupiny spolednosti
Abbvie a jejich primym ci neplimym viasinikem je
Abbvie Inc. (spoledng s AbbVie Inc. . Skupina
Abb\ie"),

s The Study Is to be conducted pursuant to Protocol Ma,
M22-003 entitled ,A Phase 3, Mulficenter,
Randomized, Open-Label Trial to Evaluate the
Safefy and Efficacy of Epcoritamab + Rituximab
and Lenalidomide  (R2]  compared fo
Chemoimmunotherapy in Previously Untreated
Follicular Lymphoma (EFCORE™FL-2), "Which may
bhe amended fram time fo time in writing by AbhVie
{the "Protocel"). EU CT na. 2023-506906-38-00; and

+  Studie se ma provadél podie profokolu ¢ M22-003
5 mAzZveEm ‘Multicentricke, randomizovang,
oteviend hklinicke hodnocen! faze 3 hodaotici
bezpednost a béinnost epooritamabu + rituximaby
a lenalidomidu  [(R2) ve  sroviani 05
chemoimunoterapll o difive  nelédendho
felikuldgmihe  lymfomu (EPCORE™FL-2)" | kiery
AbbVie mife das od dasu  plsemndé  Zménit
{.Frofokol’), EU CT fisle 2023-506306-38-00; a

«  AbbVie is entering info thiz Agreement with the
understanding thal Prnclpal Invastigater, employes
of Provider of Medical Services, will be responsible for
the conduct of the Study.

« AbbVie uzavird Wwie Smiouvd s védomim, fe za
provadéni Studie bude odpovidal Hiavnl zkoudajici,
jeni & zaméstnancem Poskylovalele zdravatnich
siuEeb,

NOW, THEREFORE, In consideration of the mulual
_pramises set forth herein, the parfies agres as follows:

d. Provider of Medical Serices and  Principal
Investigatar each shall conduct and require, sub-
investigatons), and Provider of Medical Services'
olher  employess, subconiractoss  and  agents
performing servicas relatad to the Stiedy (collectively,
“Providaer of Medical Services Parsonnel’ | 1o
conduct the Siudy in aocordance with: (i) this
Agreament; {ii} tha Protocod; (i) all wrillen instruclion

Strany s¢ PROTO NYMI s ohledem na svzdjemng sliby

| uvedené v 1éto Smiouvé dohodly ndsledovnd:
| 1. Rozsah praci

a.  Poskytovalel zdravetnich sluzeb a Hiavnl zkougejicl
budou  provadét  Studii v souladu s masledujicimi
ustancvenimi, jepchz dodrzeni budou vy2adowval | na
daldich zkoudejicich & daldich zaméstnancich,
subdedavatelich & zéastupcich  Poskytovatsle
zdravoinich sluZeb spojenych se Studil (spoledng
FPerzonil Poskyvtovatele zdravoinich slufeb”)
Studis se bude provadst W souladu s i) louio
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provided by or on behalf of AbbVie, and (iv) all
applicable laws and industry codes of praclice
(collectvealy “Law{s)'}, including without Bmitation,
anli-bribes’ and anb-cormuplion aws, IRtemakonal
Conference  an  Hamionization of Technical
Feguirements for Regiislration of Pharmaceuticals for
Human Lse E6 Good Clinical Practice "ICH-GCP"),
beginning  January 2023 The Climcal Triaks
Regulation (EU} 5362014 ("Regulation™}, the Act an
Pharmaceuticals MNo. 3782007 Sb., as amended
{"Act on Pharmaceuticals”), Decres MNo. 46302021
Coll., as amended, on Detailed Conditons of
performance of Clinical Trials on Human Medicinal
Produets, as amended, the Act on Health Care
Senvices Mo, 37212011 Sb., as amended ("Health
Care Services Law'), Decres Mo, B4/2008 Sh. on
Good Pharmacy Praclice, as amended ("Good
Pharmacy Practice”), Decrae No. BE/2008 Sh. an
Good Laboratory Practice in the Area of Medicines,
Act Mo, 11002018 Sb. on Processing of Personal
Cata, the EU General Data Protection Regulatian
{2016/679) and related dala protection laws (‘Data
Protection Lawi{z]") and other data protection and
privacy laws, as each may be amendad, from time 1o
time, In furdherance of the foregoing chbligations,
AbbVie shall ensure that the State Institute for Drug
Control ("SUKL") and an Ethics Commities ("EC")
eslablshed and consliluted In accordance  with
applicable Laws approves and oversees the conduct
al the Study. AbbVie shall notify SUKL and EC of (i)
the date and place of commencemeant of the Study
within sixty (60} days from ils starl o the Czech
Republic and (i) the introduction of substantial
ameandments to the Protocol as required by applicable
regulations. Provider of Medical Services and
Principal Investigator shall observe the procedures
sel forth for recording &nd reporing dala as required
by applicabla regulations.

Smibouvou, (i} Protokolem, (i) wviemi pisemnymi
pokyny poskylnuiymi spolecnosti AbbVie nabo jejim
jrEnem; a qiv) vieml provadécimi pfedpisy platnym
pro dané pramyshave odvalyl (spoledng Jakony”),
Zejména zakony profi Oplatklm a korups, pokyny pro
Spravnou kKinkckou praxi Mezinaredni konlerence pro
harmonizacl technickych poZadavkl na registrac
humannich [&civ EE (JCH-GCP"), potinaje lednem
2023 Naflzenim o Kinickych hodnocenich huméannich
leénrjch phipravka (EU) & 536:2014 ( Nafizeni®),
zakonem o l&tivech & 3782007 Sb. v platném znénl
{.Zakon o lé€ivech}, wyhlaskou G© 4632021 o
bli2slch podminkach provadéni klinickeno hodnoceni
humannich lacivyeh  phipravka, v platném  zneni, |
zakonem o zdravoinich she?bach & 3722011 Sb,
v platném znéni ( Zakon o zdravotnich sluibach'), |
wyhlaskou & 8402008 3b. o spravné ekarenske prax
wplatném  znéni ( Spravna  lékarenska praxe'),
wyhlaskou £, 86/2008 Sb. o stanoveni zasad spraving |
laboratomi praxe v oblasti 188iv, zakonem & 112018
S, o Zpracovan osobnich ddajl, Obecnd nalfizen
EWU o achrané osobnich Odajd {2016/675) a souvissjicl
pravii pledpisy na ochranu ocsobnich adajd (Pravni
predpisy na ochranu oscbnich ddaji”) a dalsimi
zakony na cchranu Odaj a soukromi v platném znéni, |
Abbvie na podporu spinénl  wie  wvedenych
povinnost - zajisti povolenl  SiEniho  dstave pro
konbrolu  leciy  ( SUKL") & olické komise [ EK"),
izend a ustanovend v souladu s platrymi zakony, 8
fejich dohled nad provadénim Studie. AbbVie ohlasi
SUKLuy a EK (i) do Sedesst (60) dnd od zahajeni
Studie v Ceské republice mislo & datum zahajeni
Studie a (i) zavedenl wvyznamnych dodatki do
FProtokolu  podie  poZadavkl  platnych  pledpisi,
Poskytovatel zdraveinich sfufeb a Hlavnl zkousejic
& zavazu)l dodrzovat postupy stanovené pra Zaznam
& hladeni (dajd zposobam poZadovanym pfisludngmi
predpisy.

Prior o each Sludy subjecls ["Study Sublect’)
participation im the Study, Principal Investigater shall
ablain Mrom any Sludy Subjec) undar the lerms of Act
no, 3782007 Coll., a signed informed consent form
["ICFE’), as provided by AbbVie and approved by
SUKL and the EC. If Provider of Medical Services or
Principal Investgator proposas o publish any Study
Subject recruitment advertisements, such
adverliserments require AbbVie's prior review and
approval in advance of submission to the applicable
EC. Provider of Medical Services and Principal
Investigator shall report afl serinus adverse events or
other safely concerns as specified in the Protocol and
in accordance with applicable Laws

Anticipated number of Sludy Subjects 10 be enrallad
by Principal Invesligaler in lhe Siludy al medical
facility operated by Provider of Medical Services is
five Study Subdecis.  This number may be
axcesded upon writien permission from AbbVig,

Principal Investigator represents and warrants that |

Hiavni zkouBejicl se zavazuje od kaZzdého subjekiy
hodnocen! ve smysiu zékona & 3782007 50, (dale
jen Subjektu studie”) pfed jeho OZastl ve Studi
Ziskat podepsany formuldl informavancho souhlasu
{.ICF") dle vzoru poskylnudaho spolednosti Abbvie,
schvidleného SUKLem a EK. Pokud Poskytovatel
Zdravetnich sluzeb nebo Hiavnl Zkousejici navrhnou
zvefejneni inzeratl pro nabor Sublekld studse, AbbVie
fakové inzaraly musi pred predioZenim phislung EK
Zhontrolovat a schvdlif, Paoskviovatel zdravatnich
sluzeb a Hiavni zkousegici jsou povinnl hiasit viechny
zavaing pedsdoucl ddinky nebo  jind  problémy
5 bezpednosti zplsobem wwedenym v Profokolu @
v aoulady & plainymi zakony.

Predpokladany podet Subjekti studie, kterd majl byt
Hlavnim =zkouSejicim zafazeny do Stodie ve
Fdravolnickinm zatizenl VAT
Proskytovalelam zdravolnich sluzeb je pal [l subjekin
studie. Temto pofei nesmi byt navyien bez
predchoziho  pisemného  souhlasného  stanoviska

_Spoletnost AbbVie,

Hiavni zkoudejici prohlasuje a zarude, Ee Hiawni '

Principal Irvesligalor is an amployes of Provider of Zrauseajic 2 Zaméstnancem Poskylovalals
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Medical Services, Provider of Medical Services
agrees Lhal no ather investigator may be substiluted
far the Principal Investigator without the prior written
consent of AbbVie. I the Principal Invesligator
becomes unwiling or unable to parform the duties
required by lhis Agresment, Provider ol Medical
Services shall promptly notify AbbVie and cooperate
with AbbVea lo promplly find 8 muluatly scceptable
replacement principal investigator, In the evant that,
despite  bast effords, a replacement prncipal
invastigafor canno! be found within & reasonable
perod of fime, both AbbVie and Provider of Medical
Servicas shall be entitied fo ferminate fhis Agreement
with immediate effect upon writlen rolice 1o the olhar
party

zdravetnich stufeb, Poskyiovate! zdravotnich sludeb |
souhlasl stim. 2o Hlavnl zkousejici nesmi byl
nahrazen jinym  zkouSejlcim  bez pledchoziho |
pisemného souhlasu AbbVie, Pokud Hiavni 2kousejic
nebude chtit nebo nebude maoci pinit své povinnost
vyZadovans bowto Srmlouvou, Paskytovalel
zdravetnich shideb o tom bude ihned informovat
AbbVie a v dobre vire bude ve spolupraci s ni hledat |
wrAjEmng pijatelnéha nahradniho hiavniho
Zhoudegiciho. WV plipadé, Ze i pres vedkera vynaloieng
isili se nepodafi najit v pfiméfend dohé nahradniho
hlavnibo zkousajiciho, jsou spolecnost AbbVie 1
Poskytovatel zdravoinich shuZeb oprévigni ukondit
luto  smlowvl 5 okamziou  Géinnosti na  zaklada
pisemng vypovadi zaslang druhg smiuvni strané,

Principal Irvesfigator shall complete and retum 1o
AbbWie the Investigaior Information and Agreament
(“IA"™ provided by AbbVie prior o the initation of the
Study and prompily notify Abb\ie of any change inils
accuracy during the Term of this Agreament. Further,
Principal Investgator shall and shail ensure hal each
sub-investigator completes and returns to AbbVie the
financial disclosure form provided by AbbVie prior 1o
the initiatian of the Study and promplly nobfies AbbVie
of any change i the accuracy of the financial
disciosure form during the Temm (defined below) of
this Agreemenl and for one (1) year lalkawing
completion of the Study, Provider of Medical Services
and Princtpal Invastigalor undarstand and agrae that
Principal Investigator and sub-investigatons), and
lheir immediate families, may not have a dirsct
owmership inferest (including, withoul Bmitabon,
intellectual property rghis o royalty rghts) in the
Study Product end may nol be compensated with
AbbVie Inc., 3411 Silverside Road Tatnall Buikding
STE 104, Wilmington, Defaware 18810, United States
of Amarca, securties In exchange for being a
principal investigafor or sub-investigatoris) in the
Sludy.

‘Provider of Medical Sarvices, Principal Investigatar |

and Providar af Medical Services Persocnnal shall nat
bill or seek meimburasment from any third party
(including, without limitation, Study Subjects, health
insuranca providars, or any govemmental program)
for any Sludy Maledals {as defined bebow) or olhor
iterms or services that are paid for or provided without
charge by of on behall of AbbVie. Provider of Madical
Servicas and Principal Investigator shall follow all
applicable commercial, govermmeni programs, and
ather payor nies requiring disclosure that such Study
Materals and/or other ilems, or services were paid for
ar provided without charge by or on behalf of AbbVie,

Provider of Medical Sernvices andior Prncipal i

Investgatar shall {i} ensura thal Sludy Subject dala,
as required in the Protocol, is enfered into the CRFs
{whalher electronic or paper) wilhin five (3) business
days of Study Subject visit and (i) use best efforts o
respond o gueries related to the dala enbered inlo the

Hiagvni zkousejici pied zahdjenim Sludie wplni a
spoledénosti AbbVie doda formuldf Informace o |
Zkouseflcim a souhlas ("lJA") poskyinuly spoletnosli
AbbVie a aby spoletnost AbbVie béhem doby
platnost této Smiouvy neprodiené informoval o viach
zménach danych informaci. Dale Hlavni zkoudejic
wiplni & doda spoleénasti AbbVie a zajistl, aby viichni
dalsi zkouwSejicl pfed zahajenim  Sludie wplnili a
spodednostt AbbVie dedall formuldf prohlagenl o
financnich zapmech a spoletnost AbbVie behem [nize
definovane) platnosti teto Smiouvy a po dobu jedncho |
i1} roku od jejiko ukonceni neprodieng informovali o
kaidé zméné v pfesnostl prohlaZeni o finantnich
zajmach. Poskylovatal zdravelnich sluzsb a Hlavni
zhouda|ic berou na vidori a souhlasi s tim, #a Hlawni
zkouSejici a daldl zkousejici a jejich blizol pribuzni
nesmél mit pfimy  viestnicky podil {mj. ani préva
dugewning viastichwl nebo pridva na  autorskd
hpnordfe)] na  Zadném  Hodnocenam  lédivam
pfipravku, aml nesmaji byl odménénl  akckami
spolednost AbbVie Inc,, sidiem 3411 Silverside Road
Tatnall Bulding STE 104, Wimington, Delawars
15810, Spojenéd staly americké, viménou za to, 2e
fzou Hiavnim zkoudejicim nebo daliim Zkousejizim va
Studii,

Poshytovatal zdravatnich slufFeh, Hiavnl zhougeiici a |
Personal Poskylovatele zdrawvotnich slufab nesmi
ultovat Zadné thetl strand (zejména Subjektim studie,
poskytovatelem zdravotnibo pojgistani nebo neakéamu
viadnimu programu ) nebo ji #adat o Ohradu 28 Fadne
{nife definovana} Maleraly studie nebo jiné polodky & |
sluZby, které byly  uhrazeny nebo  bezplatng
poskylnuily spokecnosti AbbVie nebo jejim jmanem. |
Poskytovatel zdravednich stuZeb a Hiawni zkousejic
jsou povinni dodrioval vEechpna platna pravidla
komerénich & viadnich programd a dalsich plaico
vyzadujici zveraiméni faktu, Z2a dang Matenaly studie |
alneba jing poloZky & slufny byly Zaplaceny nebo
bezplatné poskytnuty spoleénosti AbbVie nebo jejim
jmenem .
Poskytovatel zdravoinich  slu2eb  a'nebo Hiavni
snoudejici (i) zafist, %e studijni dala tykajicl se
Subjektu studie, v rozsahu poZadovaném Protokolem,
jzou viodena do CRF (baz ohiedu na skuiednosl, zda
v elektonicke nebo paplrovd podobd) nejoozddl do
pél [5) obechodnich dnd od navitewyy Subjekiu studie,
a (i) vynatoi nejlepsi dsii za Glelem zodpovézeni |
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CRFs within five (5) business days of being issued by
Abbvie.

delazi v sowvislost se studijnimi daty vicdenymi do
CRF nejpozdéjl do péli (5) pracovnich dnl od jejich
vEnesen| 7e stramy Abblie,

1.

B3

The anticipated tarm of complation of the Study in the

medical facility @ﬁrmed hi Provider of Medical

Services is from

AbbVie Obligafions. AbbVie shall comply with = 2

applicable Laws in the parformance of its achivities
refating to the Study ard shall obtain all approvals
required in connection wilh such aclivities,

Pradpokladana doba  treani Studie v ramci
Zdravotnického Zaflzenl provozovaneho

Fns,ﬁmfelem zdravotnich slufeb je od

Povinnosli Abbyie, AbbVie phi provadéni svych

dinnosii souvisejicich se Sludil bude dodrioval platng
zakony a ziskda wiechna povoleni vyFadowvand |
v souvislost takowymi Cinnostmi,

3
a.

b

G

fudy Materials: Licenses; Eguipment.

Materaly studie, licence, zafizenl

AbbVie will provide suflicient quanliies of Shidy
Producl, investigator brochures, access o an
elactronic data capture syslem for comphating Case
Report Forms (FCRFS"), access to or copies of certain
patient reporied oulcomes (electronic of paper)
surveys, questionnaires, andior scales (colkectively,
"PROs"), and any olher compounds and maleriais
that the Protocol specifles or that AbbVie deems
necessary o cenduct the Study {together, the "Study
Materials™) at no cost. AbbvVie will deliver Study
Praduct apd compounds to the Sludy site or
pharmacy designated by the Provider of Medical
Servicas and/or the Prncipal Investigalor. Providar of
Medical Services and Principal |Investigator will
ensure proper receipt, handling and storage, and
dispensing af the Sludy Product and amy other
compounds by a duly qualified phamacisi according
to Good Pharmacy Praclice. All Sludy Materials and
ather informaticn provided by AbbVia in connectian
with this Agreement are and shall remain the sole
property of AbbVie,

Shipments of Study Product shall ke made during the
reqular business hours upon prior wrillen natificalion
of appointed pharmacist at Pharmacy Department of
Pravider of Medical Sarvices.

Supplied Study Product shall be delvered o
Pharmacy Department of Provider of Medical
Senicas no, 20 in approprigle container ar package
approved for the Study Product and shall be identified
in sccordance with applicable Law,

Pravider of Medical Services
Investigator shall maintain adequate records o
account for the Study Malenals including, without
limitaticn, dates, guandity, and use by Study Subjects.
Pravider of Madical Services or Principal Investigator
zhall inspact the Study Malerials upon receipt and
notify AbbVie upon becoming aware thal any Study
Materials are damaged or that the supply of Study
Materials is inadequate,

Stedy Matenaks. shall: 1) be stored and handled in [

accordance wilh the labating, Inveslgalor Brochure,
aor material data safety sheei, as applicable, of the
applicable Sludy Materials, with applicable legal and

and Prncipal |

Abbvie poskytne bezplainéd dostatedng mnozstel
Hodnoceného Wéhveho  piipravka,  brodur  pro
zhoudefici, pistup  k  alektronickému syaiému
ziznamu  dal pro vyplhovani  chorobopisa  (Case
Report Form, ,CRF"), pfistup k nékierym vysladngm
pelakironickym nebao listinnyrm) Setfenim, dotaznikom
afnebo stupnicim hodnecan| pacientd nebo  jejich
kopie (spolecrd PRO) | viechny dalsl latky a
malerialy, klerd uvadi Prolokol nebo kleré AbbVie
povaiule z2a nezbying K provaddnl Studie (spolednd
(Materidly _ studie”), AbbVie dodd  pristugng |
Hodnoceny l&tvy plipravek a latky na Pracovisid
nebo do lekamy uréend Poskytovatelern zdravotnich
gluZeb anebo Hlavnim zkoufejicim, Poskytovatel
zdravetnich sluZeb s Zkouiejici zajisti spravny plijem,
manipulach, skladevani a pliprava Hodnocendgho
lediveho pFipravku a wiech daliich lalek patfidng
kvalifikovanym  IEkarmikem podle zasad Spravng
lekarenské praxe. VWeikeré Materialy siudie a dalgi |
informace, Kierd  poskylne  spolednost  AbbVie
v souvisloatl s touto Smilouvou, Bou A Zostanou
wylufnym viastnicivim spolednost Abbhie,

Dodavky Hednocendho ledivého plipravku se budou
uskutecriovat v b&Fnou pracovni dobu v navaznostina |
piseEmnd mformevini paviiendho Iekdmika v odddion
Lekarmy Paskylovatele zdravolnich slufehb.

Foskytnuty  Hodnoceny  Edivy  pfipravek bude
dodavan na adresu namocnicnl  Bkamy & 20
Foskytovatele zdravotnich stufeb. Hodnooeny ey
pripravek bude dodan vidy fadné zabaleny v abalech
uréenych pro Hodoooeny Mdivy piipravek a cznadeny
bude v souladu & Plsludnymi pravnimi pradpisy.

Poskytovatel zdraveinich stufeb a Hlavni zkoussjic
budou wast odpovidsjicl zaznamy o pouzili Materiald
studie, zejmena o datech, mnozstvi a poudit! ze sirany
subjekis Siudie. Poskytovatsl zdravoinich sluZeb
nebo Hiavnl zkousejici Materialy studie po obdrdenl
zhontroluje a v piipadé, Z= nékieré Materndly studie
budou poskozend nebo nedostaiednd, oznami o
spodednosti AbbVia,

Materialy studie; (1) se musi skladevat a musi se 5 nimi '
zachazel vsouladu snformacami na  stléich,

orodurcy pro Zkoudelicl  pebo  pheludnymi |
hezpetnostnimi listy, platnymi poZsdavky zakond
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regulatory  requirements, and  AbbVie's  writtan
instructions, (i) nol be used past their respactive
labeled expiration dates, if any,

& pfedpist & plsemnymi pokyny AbbVie; (i) se nasmi
pouiival po pfipadng vyznadeand dobd pauZilalnost,

Semnvices to provide Equipment 1o Study Subjects for
Iheir use during the Study, Principal Invesligator shall
instruct the Study Subjects as to the proper use of the
Eguipmeant, If any of the Equipment is lost, stolen, or
damaged by a Study Subject or while under the
contred of a Siudy Subject, than AbbVie shall pay the
reasonable cost of replacement or repair, as
applicable.

d. Mone of Provider of Medical Senvices, Principal Ani Poskytovatal zdravatnich slufsb ani Hiawni
Invesbgalor or any Provider of Medical Services Z¥ousgjici an nikdo 2z Personalu  Poskylovalele
Parsonnal shall (i) publish any part of the PROS in any zdravetnich slufeb nasmi (i) zvefeinil Hdnow st
manuscripl, poster, oral presentations, or otherwlse, PRO v ZAdndm rukopisu, posteru, dstnl prezentac anl
{ii} remowve or alter any notica contained in the PROS; fadnym jingm zplsabem, (i) odstranit & zménit
ar () modify, transfer, distribute, or release the PROs Zadnou poznamku uvedenou v PRO; ani (i} zmanit,
to any third party, except in connection with plewvest, distribuoval & uvolnit PRO pro Zacnou et
performing the Study in accordance with the Protacol, sfranu kromé pripadl spojernych s provadénim Studie

| _____podle Protokolu. .
€. Upan conciusion of the Study, termiration of this Po dokondeni Studie, ukonteni platnost bilo Smiouwy
Aoreement, or at AbbVia's request, any remaining or neho na Zadost spolecnosti AbbVie budou vedkerd
expired Study Maternals shall be returnad fo AbbVie Zhyvajici nebo prodle Matenaly stodie  vwraceny
al Abb\Vie's masonable expense in accordance with spolednost  AbbVe na  jegji  pfimérens naklady

the Protecol and AbbVie written instructions, and in vsoulady 3 Profokolem,  plsemnymi  pokyny |
comphance wilh applicable requiremenis governmng spolednost AbbVie av souladu s prislugnymi predpisy
the shipment of such Study Materals. If the pariies ikajiciml se zasllani takowych Materiald studie
agres thal the relurm of such Sludy Malerals is nol Pokud s strany shodnou na lom, 2e vraceni lakowych
practicable or is prohibited under local Laws, any Materiald studie neni praktickd nebo j@ mistnl Zakany
remaining or expired Sludy Malerals will be zakaruji, budou wvEeschny zbyvajici mebo prosle
destroved in full compliance with applicable Laws, Materaly studla znideny v dplndm sauladu s platnymi
Upon amy such destrecton, Pravider of Medical Zakony. Poskylovalael zdravatnich sluzeb po Kazdem
Services will promptly provide AbbVie with a lakovém zZnifenl neprodiend poskytng spoletnost
carlificate of desiruction or similar documant vearifying AbbVie patvrzeni o likvidaci nebo podobry dokument

____Ine final disposition of the Study Materials. ! potvrzufiel konednou likvidaci Materidl studie. 3

f.  Iinecessary for the purposes of conducting the Study, Bude-li to potfebneé pro Odely provadéni  Studie,
AbbVie may provide Provicer of Medical Services and AbbVie mife Poskytovateli zdravotnich sluieb a
Principal Investigator with cerain eguipment which Hiavnimu zkouselicimo poskytnout eréite vybaveni,
shall be describad and mulually agreed wpon In Zatizani poskylovang spoletnosti AbbVie na zakladé
separate koan agreement on Loan for Use. Prior 1o o Smbouvy je popsanc a vazalemnd odsouhlaseno
pravision of any of such Equipment, Institulion and v saparatni Smiouvé o wplitce., Pred poskytnutim
Abbvie will execule a separale loan agreement for Jakéhakoll lokowiho Vybavenl, 2dravolnicke zafizeni
use of such Eguipmeanl. AbbVie shall nol supgply any a spofeénost AbbVie uzavie separsinl smilouwy o
medicz| device for purpose of parformance of clinizal viypljéca takového Vybaveni, AbbVie se zavazuje, ¥a |
shudy lo Provider of Medical Sardeces prior o pfed uzavienim separatni smbouvy o vwpljics nebude |
axecution of separate Agreement on Loan for Use, FPoskytovatell zdravotnich sluzeb poskytnul jakykoli
For any Equipment provided by AbbVie Provider of #dravoinicky  prostfedek  pro Oely  provadani
Medical Services and Principal Investigator shall: (i) klinického  hodnocenl.  Poskytowatel  zdravotnich
pramptly Inspect the Eqguipment following receipl and siuzeb a Havwni zkousejicl veskerd Vybaveni, kKleré jim
notify  AbbVie upon becoming aware that any AbbWie poskytna, (i) thned po pfllmu probiédne, a
Equipment iz damaged or malfunclioning; (i} usa lhe pokud zjisli, Ze j@ poskozeng nebo nefunkeni, oznami |
Equipment in accordance with the user manual andior o spotednost AbbVie: (B budou pouZivat v souladu
alhar insiructions provided with the Equipment; and s navadam a/mebo jimymi pakyny dodanymi spoleéng
{iil} mark or otherwise identify the Equipment as 5 \Vybavenim; (i) oznadi & [inak identifikuge Zafizeni
AbbVie's maintain the Equipmant in a secure manner. (ako predmét viasinictvl spaletnosti AbbVie a  bude |
Al Abbvie's direction and expense, the Equipment je udrioval v bezped| tak., Ma koncl Studie nebo
shall be relumad ta a location spacified by Abb\ie at v plipadé diivéj§iho ukonteni této Smlouvy bude
the end of the Study or earfier termination of this Vybavend podle pokynd spolednost AbbWie a na jejl
Agreament. naklady vraceno na misto, které AbbVia urdi.

Q. In the avenl the Prolocol requires Provider of Medical Pokud  Prolokel  vyZaduje, aby  Paskylovatel

zdravolnich  slufeb poskyllo Zafizen] Subjektam
studie béhem Studis k pouziti, Hlawni zkousejicl musi
Subjekly studie poudit o spravném pouivini Zatizeni.
W pfipsdé, Ze Subjekt studie Zafizeni ztrati, poikodi
neho sl necha wkrast, nebo v pfipadé, e ke ziraté,
odcizeni nebo poskozeni Zafizent dojde v dobé, kdy
je Subjekt studie bude mit pod kontrodow, AbbVie |
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uhradi pAiméfenca Eastku za plislulnou vwwménu nebo
DA,

Provider ol Medical Services and Prncipal b Poskylovalal zdravolnich slugeb a Hlavni zkousajici
Investigator shall use the Study Materials and the smlfl pouZival Materidly studie a Zaflzenl jen pro
Egquipment soclety for the conduct of the Study and Qéely provadéni Sludie, a v névaznosti na soublas
with  Abb\Vie's congent, other AbbVie-sponsored spodednosti AbbVie pro  jakdkoll  jind  studie |
sludies, not for any clther study nor for any other use. fingncovaneg spolecnosti AbbVie, a ne pro Zadnou
] ifgring of Study; Rec g C 4. Moni die; zdznam genl ]
Upon the request of AbbVie, Provider of Medical | a.  Poskytovatel zdravetnich  sluzeb amebo  Hlavni
Servicas and/or Principal Investgalar shall submit zkoudajici na 2adost spoletnost Abb\Vie prediozi isini
aral or writlen reporis on the progress of the Study, nebo plsemnég zpravy o posiupu Sudie. Poskytovatel
Within forty-Tive (45) days followlng completion or adravelnich sludeb amebe Hlavni zkouSejlcl do
termination of the Study, Provider of Medical Senvices ényficel pitl (45) dnd po dokondani nebo ukondeni
andior Principal Investigator shall lurmish AbbVie with: Studie doda spoleénosti AbbVie: (i) zévéraénou
{i} the final report on the Study prepared by the zpravu o Studii vwhaotovanou Hliavnim zkouseficim pro
Princpal Investigalor for the EC; and (i) all dala, EK,; a (i} vBachny odaje, raznamy, GHF, hlaseni a
recards, CRFs, reports, and ofher information dalsl  imformace  wavefond  (knamd  2drojovych
genarated (excluding source documents and medicat dokumenid a l&kafskych zdznamd) v souvislosti se
records) in redation to the Study (collectively, Studil {spoledne _Ziznamy') Viechny vide zmindng
“Records”), which shall be the exclusive property of informace  se  stanou  wyluénym  viastnictyim
ApbMie. . SpolednoslAbbMie
Lipan reasonable advance natice and during rormal - b, Poskylovatel zdravoinich stufeb umodn| spolednest
businass hours, Provider of Medical Services shall AbbVie aosobam povéfenym spolednosti AbbVie
permilt AbbVse and AbbVie's designess acoess to any pristup na viechna pracovistd, na klerych e provadi
Taciliias al which tha Study 5 conduckad, including Studia, wéeingé vEech |&kargm, které phRprasvuj
any pharmacy dizpensing the Study Product andior Hodnocend [ECivd plipraviy anebo dalsi lalky, a lona
alhar compounds, lo monitor the conduclt of the zakladd aznamenl podanégho 5 dostatetnym
Study, including the receipt, handling, storage and predstihem a v bédnd pracovni dobd, za udelem
digpenzing of the Siudy Product andfor olher monitorovanl  provadéni Studie  véetnd  plijmu,
compourds, and 1o audlt the Records, source manipulace, uchovavani a plipravy  Hodnocendho
documenlts, amd other  Study-related  data lééhého pflpravky alnebo daliich latek, a take za
(collectively, “Study Documents’) as well as utedem audilu Zdenama, sdrojovych dekumentd a |
tzchnical and organizabonal security measures pul in jinych dat tykajiclch se Studie (spoladng Ume
place to protect Personal Data fo vernify compliance studie”) jako® i bazpetnostni opatfend technické a
with this Agreement, provided thal Provider of Madical organizatn| povahy aplikovana v praxi za Géeiem
Senvices andlor Principal Investigator may redact achrany Osobnich Odagl. Cilerm je ovlifit dodriovani
such Sludy Documants as legally reguired (o prodect této  Smilouvy, phidemz Poskylovalsl zdravotnich |
Study Subject confidentiality, I, a5 a resull of Study sluzeb amebo Hiavni zkoude|icl aml dane Dokumenty
menitoring, Abbvie idantifias a significant audit finding sludia uprawil, tak, jak o vyZaduji zakony na achranu
that i not fimely cured {in case of any breaches of divérnych dat Subjekia studie. Pokud spaletnost
Bection T within five (b) days) or is incapable of imaly AbbVie pi monitorovani Studie nalezne néake
cure, AbbVie may Immedialely terminale  this vyznamrd zjisténi asuditora, a lolo zjiSténl nebuds
Agresment, wias napravena (v pfipadé jakéhokodi ponedeni
Clanku T va N0l pati [5) dnd) nebo nebude moc byl
vEas  napraveno, AbbVie smi tutn  Smiloavu
S . 8 okamiitou platnost] ukondit ——
Provider of Medical Services andfor Prncipal | ¢ Poskytovatel zdravetnich  sluZeb afnebo  Hiawni
Inveslgator shall, to the eaxient pemilled by rhoudejicl v roesahy  povolengm . plaingymi Zakony:
applicable Laws, promptly: (I} notify AbbVie upon miusi (1) informeval spaletnast AbbVie pold, co obdrki
recaiving any requasis o inspecl and have access o z Kierehokaliv regulatomibo organu jakékoliv Zadosl
documents related to the Stdy by any regulatory o kantrolu nebo pifstup k dokumentim tykajicim se
authorly, and (i) provide AbbVie with a copy of any Studie, a (i) poskvinout spolednasti AbbVie hopii
documents received from or provided to such vigch dokumenih, klerd od takowych regulatornich
regulatory authorily. In the event a regulatory citation argand obdrzi nebo kterg im poskyine. Poskytovatel
or notice i3 Issued relaling o the Study, Provider of rdraveinich siudeb a Hiavni zkouSajici v pfipads |
Medical Services and Principal Investigator each vydani  reguiatornihe  wiadfenl nebo  ozndmeni
agree, io the exient permitted by applicable Laws, o tkajiciho se Studie oba souhles| 3 tim, Ze v rozsahu
furnisht: to AbbVia wilhin fiftean {15) days of recaipt of povalanam. platrymi Zdkony poskylnou spolednost
such regulatory citation or notice: {A) nofification of AbbVie do patnacti (15} dnd oc obdrdeni daného
such citalion or nalice, (8} a summary of such citalian requiatomibio wyjadieni nebo ceznamenic (A) sdéleni
daného vyjadien nebo ozndmeni, (B) scubin dandho
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ar nofice, and {C) Provider of Medical Services
responsa 1o such citallon or natice,

wyiadfenl  nebo  cenamenl, a  (0)  odpovéd
Poskytavalale rdravotnich sludab na dang wyjadfani
neho azrament,

d. Provider of Medical Services and Prncipal | d. Poskytovatel zdravoinich shiteb a Hlavnl zkousejici
Invesbgalor shall relain the Sludy Documenis in budou Dokumenty sledse archivoval v souladu s
accordance with applicable Laws or for the term of 25 platnymi Zakony, 8 o po dobu 25 st od
yvears aftercompletionfemination of the Study {the dokoncenifukonceni  Studie ( Doba  uchowvavanl’),
"Retentio "1 Study Documents will be stared pfitem? Studiinl cokumentace bude na naklady |
al AbbVie's expense at the Provider of Medical spolednosli AbbVie archivovana U Poskytovalsle
Semvicas zdravotnich sludeb,

AbbVie will inform the Provider of Medical Services no Spolednost Abb\ie bude mformoval Poskytovalels |
later than & months prior o the end of the Retention zdravoinich slufeb nejpozd&li 6 mésich  pred
Period of how the Study Documents will be handied, updynution Dioby uchovavani o tom, jakym Zplsobam
In the evenl thal Abb\ie doas nat nolity the Providar bude & Dokumenty studie naloZeno. V' phipadé, Ze
of Medical Services within the specified fime, the spolednost AbbVie ve stanovens dobé Poskylovalele
Contracling Parties shall enter into negoliations and zdravolnich sluZab informovat nebude, smiuvni sirany
zhall make every effort fo proceed jointly, In the event zahaji jednanl a wynalod maximalnl usill ke
Ihat the AbbVie raguests an exlansion ol [he spoleéngmu postupw. Vo plipadé, a8 bude spoletnost
Refeniion Period with the Provider of Medigal AbbVie fadat o prodiouZfzeni Doby uchovavani u
Services, the Provider of Medical Services s entitied Poskytovalele zdravolnich sluZeb, je Poskylovatel
to request additional archiving chargea. In the event zdravpdnich slufeh opravrén pofadovat zpoplainéni
thal the exension of archiving with the Provider of dodatecr archivace. V plipadé, Ze prodiouzeni
Medical Services is not possible, the Provider of archivace u Pogkviovatele zdravoinich slufab nebude |
Medical Services shall, afler pricr agreement with moEni, odesle Poskylovalel zdravolnich sluzeb po
Abb\ie send the Study Documents by registered mail pfedchozl dombuvé se spolednost AbbVie Dokumenty
lo a record retenton provider chiosen by AbbVie al the studie doporucengd poskylovaleli archivagni shuzby
AbbVie's expense, spednanému spolednoet] AbbVee, v plndm rozsahu na
naklady spolenost AbbWie.

If no Stludy subject is enrolled in the Sludy, lhe Pokud nebude do sludie zarazen Zadny subjekt |

archiving fea will be refunded o AbbYie, hodrocenl. bude archivaénl poplatek vracen Abbvie,
_5. Compensalion 5. Odména,

a. For services performed In accordance with the | a Z2a sluzby provedensg vsoulady s touts Smiouvou,
Agreemanl, AbbVie shall pay Provider of Medical spolednost AbbvVie uhradl Poskytovateli zdravatnich
Sevices the fees sel forth in the Study budget siuzeb  &astky  stanoverne v Rozpodlu studie
attached hareto and incorparated herein as Exhibit A phpojeném k 18to Smiouvé a zadlenénam do nl jako
{‘Study Budget"). AbbWie hereby acknowledges, that Piiloha A ("Rozpodet Studis ). Abbye timto bere na
fhe remuneration of the Principal Investigator and the vidoml, #e odména Hlavnimu zhouejicimu a
staff of the Pravider of Medical Serdces will be paid In Personalu poskylovatele zdravotnich sluieb bude
accordance with the internal guidedines of the Provider wyplacena die  wnitfnl  smémice Poskylovalele |
af Medical Services. Provider of Medical Services zdravolnich shuzeb. Poskyiovalel zdravolnich slufab
hereby warranis and reprasents, that Provider of timio potvrzuje 8 prohladuje;, Ze mtemi smémice |
Medical Serices  internal  guidelines  are  in Poskytovalele zdravoinich sluzeb jzou v souladu
accordance with applicable Laws and do not conflict 3 plisluinymi pravnimi pfedpisy a nejsou v rozporu 5
with this Agreement. The parties agree thal the fees podminkami tito Smiowyvy. Strany souhlas s m, 2e
gat forth in Exhibit & are based on the quantities of castky uvadeng v PFiloze A  wyphyvaji z podiu
the Study procedures reguired by the EC approved Studipnich procedur pozadovanych Protokolem studie
Proteeol as of the Effective Date, If & Prolocol schvalenym  k Datu ofinnosti  plstudénymi EX
amendment, as approved by the EC, changes the W piipadé, Ze dodatex kProlokolu, a o po jeho
quantity of existing Shudy procedures and AbbVie's schvaleni z& strany EX, bude ménit pofet Stuedijnich
payment for the modified quantity of exisling Study procedur 8 skladbu plateb hrezenych spolednosti
procedures will nol axcead (he overall Sludy Budgal, AbbVie v souvislosti 58 zménou  pattu Sludijnich
AbbVie will provide Provider of Medical Senvices with procedur, nepfekroéi celkowy  Studijni  rozpoést,
& writben notice and pay Provider of Medical Services spolednost AbbVie zadle Poskylovelsli zdravotnich
withaut requiring an additional written amendment 1o sluteb pizemné ozndmenl a bude Poskytovatell
{his Agreement, Zdraveinich sluieb hradd odpovidejici &astky bez

nutnest uzaviral dodatedny pisemny dodatek k télo
Smiouve.
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Pravider of Medical Services furdher understands and
agrees thal none of Principal Invesligator of sub-
investigatoris) will receive any funds fram AbbVie in
cannection wilh the performance of the Sludy olher
than the funds paid to Provider of Medical Services in
accordance with Exhibit A. Thae parlies agree thal
the amount for payments set forth in Exhibit A
reprasents lhe fair marke! value for the semvices lo be
rendered and has not been determined in any manner
Ihal takes inlo account the volume or valee of any
referrals or business othenwise generaied bebween
Provider of Medical Services and any member of the
Abbvie Group,

AbbVie hereby agrees, that no other egreement shall
be entered [nto with the Principal Investigalar, or any
ather member of the Study Personnel in connection
with this Study.

Poskytovatel zdravatnich siuZeb dale bere na védom|
a souhlasl stim, e Havnl zkoudejicl anl dalsl
Zhoudellel  nedostancu  od  spolednost AbbVie
v souvislostt s provadénim Sluedie Zadné jing
prostiedky nef 1y, ktené AbbVie vyplatl Poskytovateli
2dravolnich siueb v souladu s Prilohow A Stranmy
sjedndvall, fo Gastka kvyplat® weedend v Pliloze A

predsiavuje objexiivni tzni hodnotu  poskyinuiych |
aluFeh a nebyla stanovena #Fadnym zpusabem, kbenf |

by beal v polaz aobjem nebo hodnodu jinych referanci
nebo obchodovani mazi Poskytovatelem zdravatnich
sluzeb a ngjakym Slenem Skupiny AbbVia.

AbbVie ze zavazuje, 2 v souvistosli = touto Studil
neuzavie s Hlavnim  zkousejicim  ani jinou
spolupracujicl csobou Zadnou jinou smiouyu

b. Pravider of Medical Services and  Prhncipal
Imvestigator each represent and warrant that itthe'she
s raw in complance with, and undertakes that in
peformance of s'histher obligatiocns  under this
Agreament, shall conlinue to comply with, all
applicable Laws, regulations and industry codes of
practice, ncluding these relaled to anti-oribery and
anti-corruption, Provider of Medical Services and
Princzpal  Invesligalor each further represonl and
warrant that it will not offer, promize ar authorize the
giving of anylhing of value to a govermment official or
other person to obtain or refain business or gain a
businass advantage.,

Poskylovalal zdravolinich slufeb a Hlavni zkougajici
prohlasuji, Ze akiualngé dodriujl a zavazujl se, Ze pfi
plnani syych pavinnosl podis Blo Smiouyvy budau
dodrioval viechny plaing  Zakony,
a dopaorucens posiupy, mi. i1y, kere souvis! 5 bojam
proti dplatkam a kerupei. Poskytovatel zdravotnich

siudeb a Hlavni zkouSejici dale prohlagu)ji 8 zarucuji |

g2, }e nebudou nablzet, slibovat ani povolovat
poskyinuti Cahakoliv hodnoiného sl&tnim
zaméstnancdm anl nikomu Jirdmo 2a Gtelem ziskani
nebo wdrfeni abchodu nebo ziskani obchodni wyhady.

pedpisy |

&. In tha aven! that the Agreemant is terminated, Abbvie
shall pay Provider of Medical Services and Principal
Imvestigator for  services performed and  non-
cancelable expenses incurred up to the effective date
of termination. AbbWie shall mol be obligated 1o
reimbursse Provider of Medical Services or Principal
Investigator for expenses thal are invoiced to AbbVie
more than one hundred eighty (180) days after the
lermination dale of lhis Agrsement, To avaid any
doubts, the above stated shall not apply o penatty
invoices issuad by Pravider of Medical Senices.

Zapkati Poskytovated zdravoinich siuZeb s Higwnimu
Zkousajicimu za poskylnulé siufby a nazruEitaing
wydaje vwnalodend do data Glinnosti ukondend, Abb\Vie

nebude povinna Poskytovatali zdravoinich slufeb |

nebo  Hlavnimu  zkouSelicimu  nahradil

vidaje

faklurcvane spolalnost AbbVie dele nei sio |

cemdesst {180} dnd pa datu ukondenl téio Smiauvy,
Za Géelem odstranéni pochybnosti, shora uvedend se
nevziahuje na  penalizaéni  faktury  wstavens
Poskylovatelem zdravolnich suzeb,

. ¥V pfipadé ukondani této Smiouvy spolacnost AbbVie |

. AbbVie shall not be responsible for paying for services
performad in violation of the Protocol or for data
cantained in a CRF which is incomplete or inaccurats.
If payment has been made for such services, the
amount paid shall be deducted from tha final payment

dug under this Agreement (ihe 'Elnal Payment').

d. Spoleénost AbbVie nebude cdpovidat za Ghradu sluzeb

poskytnutych zpusebem neodpovidajicim Protokolu,
ani nebuds odpovidat za nedping nebo nepfesng
Udaje obsatene v CRF. Pokud ji2 platba za takove

slezby byla uvhrazena, wyplacena &astka bude |

odedlena  konetné plalby splatné podle o Smiouvy
[ Konecna platha).

. In the evenl of any paymenl dispule under this
Agreemant, (i) AbbVie shall pay undisputed amounts
upan recaipl of an myvoice therefor, and (i) the parties
shall cooperate in good faith fo resalve such dispute in
a timely manner. Following resalution of such dispute,
Provider of Medical Services  andfor Principal
Investioalor shall re-invoice AbbVie for the amounts
ihe parlies mulually agres are due, and AbbVie shall
pay such amounts. In no evenlt may Provider of

Pakud dojde k néjakéemu aporu o dhradu podle téio |

srmouvy, (i) AbbVie zaplatl po plijetl pfislusne faktury

nespone Sastky a (i) strany budou v dobré wife |

spofupracovat na véasndm vyioseni damdho spong,
Foskylovalel zdravoinich siuieb ainebo  Hilawni
zkousajicl po wyleseni
spobecnost AbbVie wwiakturuje splatng Castky, kiers
strany vzajemné odsouhlasity, & AbbVie fyto Sastky
uvhradi. Poskylovalel zdravolnich sluZeb, Hiavni

takoveho SpOfy Znavu o

Medical Sarvicas, Principal Investigator or Provider of
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Medical Services Perscnnel withheld Study data or
Records pending resolulion of a payment dispuls.

sluZeb nesméjl v Zadnem plipadé do vyiedeni sporu o
plalbu zadrfaval Udaje ze sludie nabo Zdznamy.

AbbVie will make lhe Final Payment and send a
financial reconciliation to Provider of Medical Services
after complation of the perfformance of all semvices
contemplated heraunder and the delivery to Abb\Vie of
all CRFs and all other ilems described In Section 4(a),
If AbbYie has paid Provider of Medical Services ar
Prncipal Investigator less than Provider of Medlical
Semvices or Principal Investigator i entifled at tha time
of firanclal reconclliation, AbbVie shall pay the
remaining amount due as part of the Final Payment,
Any overpayment due AbbVie al the time of final
reconciliaton shall be made payable to AbbVie within
forty-five (45) days of AbbVie's nolice 1o Provider of
Medical Services or Principal Investigator of such
overpayment, along wilh an explanation of such
overpayment, fo the AkbVie contact identified in
Exhibit A.

. AbbVie uwhradi Honednou platbuy a Poskytovatsl

Zdravetnich sluzeb po poskytnutl viech sludeb |
Zamyslanych loulo Smiouvow, doedani veach CRFE

spodednosti AbbVie a doddnl viech dalsich polokek

popsanych v €lanku 4la) &lo Smilouvy zagle nanéni

odsouhtasenl. W pfipadé, #e spolefnost AbbVie
raplatita  Poskytovatell zdravelnich  sluzeb  nebo

Hiavnimu zkoudejicimu ménd, neZ npa oo ma
Poskylavatel zdravoinich  slufeb  nebo  Hiawnl

zkoudejici pravo v dobd finandnino odsouhlaseni,

AbbVie diuinou Sastku uhradi v ramci Konedngé

plathy. V pfipadé, 2e v dobé konedneho cdsouhlasaeni

bude existovat praplatek  splatny  we prospach

spolednost AbbVie, bude || wplacen do Styficet] pét

45} dnd od oczmdmeni o danam pleplatky, kiers
spolednos! AbbVie zadle Poskylovaiel zdravalnich

gsluzeb nebo  Hlawnimu  zhousejicimu  spoledéng

5 wysvitlenim takového pleplatku. Pfeplatek se zadle

kordakini osobé spolednosti AbbVie uvedansg podle

pfislusnasti v PFiloze A

. AbbVie and Provider of Medical Servicas heraby agrae

that for purposes of publication of this Agreement in
accordance with 380/2018 Coll. Act on Register of
Contracts, the anficipated total compensation for the
Study s the following: CZK 47,250,981.25

.. Spolecnost AbbVie 8 Poskylovale! zdravotnich sluieb -

timta pro Gdaly uvefajpdni télo Smiouyy, 3 o v souladu
& ustanovenimi zakona & 3402015 Sk, o registru
smiluy, soullasl, 2o celkovd oclekavand odména za
provedani Studie &ini: 47.250.981,25 KE

6. Confidentiaity.

MIEenlivost.

Cwuring the Term of this Agreemaent, including an
exiensions thereof, and for a peried of ten E
after the expiration or lermination of this Agreement,
each of Provider of Medical Services, Principal
Investgatar and Provider of Medica! Services
Personnel shall not disclose to any third parly (other
than AbbVie's designated parties) ar uss Confidential
Information (as defined below) for any purpose other
than that indicated in this Agreement withoul AboYie's
prios written consent, Notwithstanding the foregoing,
abligalions of confidentally and non-ussa with respect
to any Confidential Information identified as a trade
sgcrat by AbbVie shall remain in place lor 50 long as
the applicable Confidential Information retains its
slatus as a trade secret under applicable Laws.
“Confidential _Information” shall include  any
information provided to Provider of Madical Senvices,
Principal Investigator or Provider of Medical Services
Peraonnel by ar on behalf of AbbVie including, withouwt
limétaticen, the Protocol, Study Materiais, Records, and
all olher materals, dala, results, and information
concerning AbbVie or the Stady or developed as a
resull of conducling the Study (ncluding Personal
Dotz collected from Shudy Subjects), except any
parion thereol thal:

. Poskylovatel zdravaotnich slufeb, Hlawnl skoudejici a

Persandl Poskylovatele sdravotnich sluZeb  bdhem
doby frvani feto  Smilouvy giné  wiech jgjich
prodiouieni, a po dobu daseti o el Im vy pedenl
naba ukonéani nesmi bez pledchozibo pisemného
souhiasy spoletnost AbbVie sd@lit (nide definowand)
Diwérne informace Zadne Fetl strané [kromé stran,
které urdl spoletnost AbbWia) anl je poudit pro- 2adny
jiny Udel ned ten, kiery @ uveden v této Smiouvé. Bez
ohledu na wie uvedend budou zavazky midaniivost a
Ne RO ivani Zadmych Duwernych informaci |
omalenych spolednostl  AbbVie |ako  obchodni
tajamsivi ¥ plalnost po fakovou dobu, po jakou dans
Diwverng  Informace bugou mit podle plislusnych
Zakonl charskter cbchodniho tajemsivi. | Dovérng
nfermace” budou zahrmoval vsechny informace
poskytnuta Poskytowateli  zdrawvaotnich sluak,
Hiavnimu zkovggjicimu neboe Persongdlu Poskylovatele
zdravotnich sluieh spoleénostl AbbVie nebo jejim |
iménam, zejmena Protokol, Materialy studie, Zaznamy
a viechry matenaly, data, wysledky a informace, klerd |
se tyka)l spoletnosti AbbVie nebo Studle nebo kieré se |
abjevily  wdisledky  provadéni  Stodie (wEetné
Ozobnich ddaps zizkanych od Subjekio studle), krome
vEech jejich &ast, kierg:

(i} i5 known 1o Provider of Medical Services,
Principal Investigator or Provider of Medical
Semnvicas Persaonnel pricr (o receipt thareof under
thiz Agreement. as evidenced by Hs written
records;

iy byly znamy Poskytovalell zdraveinich sluzeb,
Hiavnimu  ZkouSejicimu  nebo Personaluy
Pogkytovatele zdravoinich sluZeb plfed jeiich
obdriznim v ramci tto Smiouvy, a je maZno fo |
dokazal plsamnymi 2aznamy;

{ii) is disclosed to Provider of Medical Services,
Principal Investigalor or Provider of Medical
Semvicas Personnel after accaplance of this

(i} byly poskylnuly Poskytovateli  zdravatnich
sluzeb, Hlavnimu zkowsejicimu rebo Personalu
Poskylovatale rdravolnich sluFeb po schvalanl
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Agreement by & third party who has a right io
make such disclosure in a nos-confiderntial
manmer;

{lii} is or becomes part af the public domain through [

no faull of Provider of Medical Servicas, Pincipal
Irvestigator or Provider of Medical Services
Personnel, or

et Smiouvy et stranou, kiera mé préva na
fakové zvafajnéni nedivérnym zpisabarm;

(W) jeou nebo e stanou vedejnd znamemi, an2 by
dodlo &k pochybeni Poskylovalele edravolnich
slufeb, Hlavniho zkoufejiciho nebo Persondlu
Poskylovatele zdraveinich sluieb; nebo

{iv) is independantly devaloped by Provider of
WMedical Services, Prncipal Investigator or
Pravider of Medical Services Parsonnal without
use af or reference fo the Confidential
Infermalban, as evidanced by Provider of Meadica!
Semvices' wrilten reconds,

Within forty-five (45) days following complation or |

lermination of tha Sludy, Provider of Medical Services
andlor Principal Investigator shall return or destray all
Conflidanbal Information; provided, howeaver, Provider
of Medical Services and Principal Investigator may
relain one copy of Confidential Information on &
confidential basls o ensure compliance with this
Agreement and for archival purposes.

vy ja Poskylovatel zdravolnich sluZsb, Hiawvni
Zkousejici  nebo  Personal  Poskylovalele
zdravotnich slufeb samastaing wvinuli, anii by
Ddwéme  informace  poudill nebo nma  ngé
adkazovall, a @ moino lo dokazal piseamnymi
ZAZNAMY,; . .
Poskytovatel  zdravoinich  slu?eb  alnebo  Hiawni
zhousgjici wrall nsbo  zmicl  wiechny Diwérngé
informace do Syficeti pédtl {45y dnl od provedeni nebo
wkonéeni Stadie, ewiak ze predpokiadu, Ze =i
Poskytovatel zdravodnich slufeb a Hiavni zkougejici
smi ponechat jednu kopii Ddvérnpch informaci ve
svam duvémém archivu, aby dodrelo Wuto Smiouvu a
pro-archivni Gledy_

Mothing in this Agreement shall be construed o
restrict Provider of Medical Services or Principal
Investigator Irom disclosing Confidantial Information
as required by applicable Laws or court order or other
govammantal arder ar requias!, providad in aach case
Provider of Medical Services andior Principal
Investigator shall give AbbVie prompl writlen notice
[and if possible and legally permizsible, at least five
&) business days’ notica) in arder lo allow Abbvie 1o
take whatever action I deems necessary o protect its
Confidential Information, In any evenl, Provider of
Medical Sendces and Principal Investigator shall: (1)
fumish only ihel porfion of the Confidential
Information which it is lagaily raquired to discloss, and
{ii} permit AbbVie to allempl o limil such disclosure
by appropriaie legal means.

Nio ztoho, co je wedano v telo Smlouvé, nebuds
wykladano jake omezeni Poskytovalele zdravatnich
siuZsb nebo Hlavniho zkaugejiciho zvafajnit Dlovamea
informace, pokud fo wwdaduji plamé Zékony nebo
sauwdni pfikaz nebo jing viadni plikaz nebo Zadost, |
phéemi Poskyiovalel zdravolnich  stuzeb anebo
Hilgvni zhougajici to v kaddém pfipadé spolednost |
AbbVie okamitd pisemnd oznami (a pokud moZno a
zakonem povoleno minimalng pét (5) pracovnich dnd
predem), aby spalecnosti AbbVie  umoznilo
podniknout kroky potfebne podle viastniho uvaden k
achrand jejich Ddwamych informaci. Poskytovalel |
zdravoimich slufeb & Hlavni zkouisjici v kaidém

pfipada: (i) poskytne jen tu tast Davemych infarmaci,
klerou za zakonme poskytnoul musi, a (i) poveli |
spolednosti AbbVie, aby se pokusila dostuprymi
pravnimi prostiediky dangé zvefejnéni omesil.

Mone of Provider of Medical Services, Prncipal
Investgator or any Provider of Medical Services
Personnel shall disclose to AbbVia any informatiaon
which s confidential or proprietary to a thisd party
unless Provider of Medical Services firsl oblains the
prios willen approval of such third party and AbbVie.
In he evenl, Provider of Medical Services is obliged
to publish any part of this Agreement, it shall notify
AbbVie prior any of such publication and shall lel
Abbvie to redact any sensifive information of
business nalure, mcluding bul nol  Emited o,
information considered by parties as business secref,

Poskytovatal zdravotnich stuzeb ani Hlavni zkousejici
ani  Persondl  Poskylovatele zdravolnich  sludeb
neposkytnou spofecnosti Abb\ie Fadné informace,
klerd jsou pro midfakou el stranu dovémd nebo
chranérd, pokued Poskylovalel zdravalnich sluZeb
neabudrdi pradchozi pisamne schvaleni lakowd trati
sirany & spolsGnosti AbbVie. V' pfipadé, e |
Poskytovatel  zdravetnich  sluZeb  bude  povinen
zverajnit jakoukoli cast Bt Smilouvy, zavazuje sa, e |
wrozumi spolednost AbbYie plod jakymkal lakovem
avefejnénim a8 umodnl spoleénosti AbbVie, aby
redigovala jakékali citlvé informace chehodnl povahy,
ajména informace povaiovana smiluvnimi siranami
za cochadnl tajermsti,

7. Data Protecton.
a. Where AbbVie on behalf of Sponsor or any Provider

Cichrana dat.

aof Medical Servicas Persaonnel Processes (a5 definad
below) Personal Data of Study Subjects, the paries
shall ansure such processing s pardormed ondy in
accordance with this Agreement, all applicable Laws,
intuding requirements pedaining o data transfer
agreements I applicable, and AbbVie's writlen
instructions. Far the purposes of this Agreement, the

. Pokud AbbVie jménem Zadavalele nebo nokdo 2z

Parsopalu Poskylovatele zdravobnich shefeb bude |
Zpracovaval {jak je definovéna nize) Osobnl ddaje
Subjekit studie, smiuvvml stramy zajistl, ahy takova
Zpracovani  probihale pouze v souladu 3 loulo
amilouvou, viemi platnymi Zakony vieiné pofadavkn
pfipadmych smiluy na prenos dal a preamnymi paky my
spolefnosti AbDVie, Pojmy Zpracovani’, Osobni

terms “Processing’,  Personal Data’, "Data ldaje”, Sprivee ddaji” a Porudeni zabezpedeni
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osobnich Odajd” budcu pro oéely Bl Smiowwy
vykladany ve smysly, klery je Bmbo vyraziom urden |

"and " | h" shall have
the meaning ascribed o them in Data Protection Law,

Fravnimi pledpisy na achranu oscbnich ddaji,

. To lhe extenl &bbVie Processes Personal Dala of

Study Personnel, notification of AbbVie's privacy
praclices, incduding bul not limiled to a description of
the categores of Perszonal Data collected, the
purposes of Proceseing, dela subject rights, and
cross<barder  fransters,  are  described  at
hitps: e abbvie.com/privacylinvestigators-an

olher-site-staff niml.  Provider of Medical Senvices
reprasents and warrants that, 1o the extent it disclases
of makes available Personal Data about Study
Personnel o AbbVie, Provider of Madical Services
shall make such Siudy Personnel aware of the
AbbVia privacy nofice referenced in this Section 7{b).

. W rozeghu v jakém spolednost AbbVie zpracovava

Osabnl odaje  Studiinibo persondls,  Sdden
spolefnost AbbVie o pravidlech na cchranu ocaobnich
Udajl, epmena vielnd popisu kategori Osobnich
odajll. jed jsou shromaidovany, popisu éelu jejich
Zpracovani, prav subjekic udajl a plevod takavych dat
pies hranice, ig uineno na
https dwww.abbvie comprvacyinvestigators-and-

othar-site-staff.htmi. Poskyltovatel zdravolnich sluzab
prohladuje a polvizupe, e v rozzahu v jakém pledava
&i zpfistupfuje Osobnl ddaje o Studijnim personalu
vid spolednostl AbbWie, Poskylovalel zdravalnich |
slufab takave Zleny Studijniho personalu vyrozumi o |
Sdéteni spolednost Abbvie o pravidiech na ochranu
aaohnich ddajl uvedengm v tomic Odstavei 7 (b)),

. Parlies agree thal Sponscr acts as Dala Conlrofler Smiuvni slrany souhlasi, Ze Zadavatel bude jednat |
with regard (o key-coded Personal Daia disclosed 1o jako Spravee dat = ohiedem na klidowd kddovand
SponsorrAbbVIe and source medical records of Osobnl Odaje zplistupnéneg Zadavateli'spolednost
Study subjects collecied or generated by Provider of AbbVie a zdrojové zdravotnl zaznamyy  subjesid
htadical Senvices'Principal Imvestigatar in hodnoceni ziskane & vygenerovane Poskyiovatelem
accordance with [CF, Protocol and this Agreement zdravoeinich slufeb / Hlavnim zkougejlcim v souladu
{"Study Subject Personal Data™) and Persocnal 5 ICF, Protokalem a fouto Smilovou { Osobni odaje
Data of Princlpal Invesfigator and  Institution Subjektu Studie’] a Osobn| ddaje Hiavniho
FPersonnel collected under this Agreement, and has zhoufe|iclho 8 Personalu zdravotnického zafizeni |
delegated lts rights and obligations under this ziskand na zakiadd 1ato Smiouvy, a 2o pleved] sva
Agreemanl ta  AbbVie, Provider of Medical prava = pavinnosti yyphyvajicl z t8te Smlouvy na
ServicesPrincipal  Investigator act as  Dala AbbVie. Poskylovalel zdravolnich sluzeb / Hlawni
Processor of Study Subject  Personal Data and zroudejici jednaji jako Zpracovateld Osobnich ddajl
agree to comply with the terms of Data Processing Subjektu Sdie a souhlasl, 2e budou jednat v souladu
Addendum attached hareta as Exhihit B. 3 podminkemi Dodatku o zpracovani osobnich Gdaju,

Elery je phpojeny k télo Smiouvé jako jeji Pritoha B,

d. Provider aof Medical Searvices andior Prncipai d  Poskylovatel :dravolnich slufeb  afnebo  Hiavni

Investigator act as Data Controller with respect to any
medical records they oblam from Sludy subjects and
any other persenal data collected or generated by
lhem in the cowrse of the Siudy far the purposs of
axercising their independent medical judgment.

Zkousejicl bude jednat jaxo Spréavee dat ve vztahu k
jakymkoli zaznamdm zdravoinické dokumentace, jed |
budou ziskany od Subjekit stedia a akékali jind
osobni - Odape  jimi Ziskané & vygensrovans |
Vprobdhu  Studie  pro acely  Zajisténi  jejich
nezavisleho lékafskeho uvaieni
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e, Parties shall maintain appropnate technical and

apganizational securily measures to protect Personal
Dota, Pardies agree to regulardy fest, assess and
evaluate the effectiveness af such mplemanted
ERCUrity measures,

&, Smiuvni strany budou zajidtoval dostatednou Groved

lechnickych a organizaénich opalfeni za Géelam
achrany  Oscbnlfch  Odajld,  Smiuvnl  sirany
souhlasi, #a budou provadél prawdeinou
kontroly & wyhodnocen!  Odinnostl  takowych
uplainanych bezpednostnich opatfani.

f. Parties shall natify each other of any requests or
compaints from any governmenial authority or other
third party with respact loany Processing of Personal
Data and will in good faith cooperate with and
promplly  assisl each other, and any ralevant
govemment authorty in such cases, including
makirg available all infarmaticn  necassary 1o
demaonstraie compliance with this Section T

.

Smiuvni  strany se budou vzdjernné  pisemng |
informaovat odestanim ocznameni ohiedné [akehokall
poZadavku Gi stiznost od jakéhokoli spravnibo Gradu
& iné theti strany ve vztahu k jakémukali Zpeacovani
osabnich 0dajs a buds v dobré vire spolupracovat
8 neprodlens  poskyine  ostatnim smibuvnim
stranam, a jakémukoli pfisiudnamu spravnimu Giadu
v lakowych pRipadech, véetni zpistupnéni veskerych

informaci  nazbyingch  za  ofelem  prok&zani
_ - . sodladného jednén s timto Clankem 7.
. Publicity 8. Publicita,
a. Withoul the olher parly’s writlen consent, no parly may a. Ani jedna sirana nesmi bez pisemndho souhlasu

use the name, trademark, or logo of the ather party or
he olher pary’s afliliates inany publicily, advarlising,
ar ather information intended to be wsed for
commetcial or promotonal purposaes. The loregomg
restriction shall alse apply to Provider of Medicai
Servica usa of the name, rademark, andior logo of
any third parties collaborating with AbbVie on the

drubsd strany pauZll jména, abchodnl znadku, stuFebnl
znatku and logo drubé strany nebo phidraZzenych
spolednostl drubd sirany v Zadné reklamd, Inzerd
nebo jinych informaecich uréanych pro obochodni nebo |
propagaéni Ofely Shora uvedend omaezen! se buda
rovnéZ  aplikowal na pouiiti nazvu Poskytovelzle |
Zdravotnich sluZeb, cohranng znamky, amebo loga

Study  andior Study Product  {"AbbVie jakakoli Heli strany spolupracujici se spolednosti
Collaborators’). Except as required by applicable AbbVie na této  Studih aneba wve waztahu k

Laws, nedther Provider of Medica! Services nor
Principal Investgator shall disclose the terms of this
Agreament withoul AbbVie's prior written approval,
Pravider of Medical Services and Principal
Investigator understand and agres that the lerms and
conditions of this Agreement and the amount of any
paymenl made hereunder may be disclesad and
made public by AbbVie or any member of the AbbVie
Group as reasonably necessary o comply with
applicable Laws and other obligaticns. As AbbVie
reasonably requests, Provider of Medical Services
and Principal Investigator shall coaperate in Qoad
faith wilh AbbVie o prompily provide accurate and
complete  information  in connecbon with  such
discdosures,

{"Subjekty
polupracujici  se  spoleinosti  AbbWie™). Ani
Poskylovatel zdravotnich sluzeb anl Hiavni zkousajicl |
kromé plipadd vy2adovanych platnymi Zakeny nesmi
prazradil podminky 8t Smilouvy bez pfadchoziho
pisemného souhkasu spolednost Abbvie, |
Poskytovatel zdravolnich slufeb a Hiavnl zkougejici
berou na védomi a souhlasi s tim, Ze podminky o
Smiouvy a vyse jakakoliv platby provedend na jejim
Zdkladd mohou byt sdéleny a zvefeindny spolednost
Abbvia nebo Senem Skuping AbbVie v pripadech, kdy
1o AbbVie bude rozumné povaZovat 2a potfebng kvl
dodrienl platnyeh Zakonl 8 daliich povinnosti. Ma |
phiméfancy. Zadost  AbkVie budou  Poskytovatel
zdravotnich sludeb a Hlavni zkousejici sa spolecnosh
AbbVie v dobré wife spalupracoval, aby v souviglost
& danym zvefenénim co nepdrive poskyll Oping

informace,

Hodnocenemu  lacivamu  pripravku
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b. In accordance with the foregoing, Provider of Medical | &V souladu s pfedchazeyic] dpravow, Poskylovatel
Services agrees, subject 1o the terms of Section B of zdravotnich sluZeb timio soublasi, Ze na zaklads |
the Agreement, o publish this Agreement in the podminek uvedenych v Eldnku & f8fo Smiouvy,
Ceontral Registry of Agreaments al smiouvy gov.cz in uvereinl  futa  Smilcuve v Ragistre smiuv na |
accordance with the terms of 34072015 Caoli; Act on smiouvy.gov.cz v sauladu & podminkami Zakona &
Register of Confracts (the “Acl”) within ten (10) 34072015 Sh., o registru smiuy [*Zakon™), 8 1o do desel
business days of full execution of the Agreement and (10} pracownich dnl cd podpisu télo Smilcuvy |eji
lo promplly nolify AbbVie of publicalion. Should posledni smiuwni stranow, a #e bez zbytedneho |
Provider of Medical Services fail io publish this adkladu wwrozumi spolednost AhbVie o vvafajnéni, VW
Agreamant within thirky (30) days of lull execubon of pripadé, #Ze Poskyiovatel zdravoinich sluZeb |
fhe Agreament, AbbVie reserves the righl o publish neuvereinl futo Smiouva ve oté C30) dnb od podpisu
his Agreement as reguined under the Act. AbbVie and teto Smilouvy posledni smiuvni stranou, spolecnost
Provider of Medical Services agrees thal pricr o Abbia sitimto vyhrazuje pravoe uvehsjnit fule Smicuvu
axecullon of the Agreement, AbbVie has submiltted 1o v souladu 5 poZadavky definovanymi v Zakons.
the Provider of Medical Senvices the final version of Spotetnost AbbVie a Poskytovatel zdravatnich shideb
the Agresment with highlighted sections  AbbVie souhlasi, e prad podpisern Smiouvy, spolecnost
deems as ils business secret or which contain Abbvie poskyine Poskytovatell zdravotnich sluZeb
personal detalls. Provider of Medical Services has finlni varzi Smilouvy s podbarvenymii Sastmi Smiouwy,
reviewed the Agreement and parties agree that the které povaule spolelnost AbbVie za obchodnl
redacted varsion of ithe Agreement conlaining fajernsivi, nebo Eklerd obszahujil osobnl  ddaje.
masked sections which shall be drafted for this Poskytovatel zdravolnich slu2eb proveds kontrolu
purpase and provided by AbbVie no later Ran &l the smiouvy & strany souhlasl, Ze radigovana verze
date of execution of this Agreement, in machine Smiouvy, obsahujicd zademénd sekoe, a kKlerou
readable format in electronic form by sending it 1o AbbVia za timio Gteterm plipravi a poskytne nejpozdaji |
following email; dasapokupkovai@inhk cz  shall v den podpisu této Smiouwvy, a to ve sirojove Sitelrém
represent the cnly redacted verston of the Agreement formatu v elekiroricke podebé zaslanim na emailovou
that shall b= published by Provider of Medical adresy dasa prokupkovai@inhk oz, bude pfedstavovat
Services within the term defined above. ledinou  redigovanou verdl  Smicdvy, Jed  bude
Far purposes of clanty, exhibiis such as the Budgst, Poskytovatelem zdravotnich shdeb uvelejinéna ve
the Pratocal, insurance cerificates and informalion Ihaté shara uvedang,
rggarding patient  reimbursement  shal not  be Pra idely pfesnosti a Jasnost, plilehy jako Rozpodat,
publshed. Protokal, pojising  corlifikaty a odae Ivkajici so
paclentekych nahrad nebudou uvelfajnény,
| S Ownemhip 000000000019 Mastoiehi 0 = TR —
2. Each party hereto retaing all right, title and interest in | 2. Ka2dd sirsna této Smiouvy 31 ponechava viechna
any palent, palanl application, irade secrel, know-how prava, pravnl Hiuly a pedily na véech palentech,
and other intelleciual property that was owned by such patentovych  plihladkach, obchodnich  tajemstvich,
parly prior to the Effective Date of this Agreement, and know-how a daldim dudavnim vlasinicivi, které dana
no license grant o assignment, express of implled, by strana viasinlla pled Datem GSionast] ba smbouwy,
estoppel or othensise, B intended by, or shall be Kromd plipadd zde specificky uvedenych lale Smicuva
inferred from this Agreement, except as specifically nezamysli vyslovngé ani odvozend & ze zakonne
sal forth herain. pfekaiky ani jinak wdélit Zadnou licenci ani cokaliv
postoupdt, ani nelze nic takového 2 ieto Smiouwy
advedil
b, Any miormabion, invenlion, data or discovery (whelthar | b, Viechny informace, vwnalezy, udaje nebo chjevy (at
patentable or copyrightable or not), innovation, patentovatelnd nobo zplisobdd k zapisu autorského |
communication or meporl, conceaived, reduced o prava & nikoliv), novace, komunikace nebo zpravy,
praciice; made, generated or developed by Pravider koncipovang, zredukovane pro prasi, vypracovans,
aof Medical Services, Principal Invesligator or Pravider vyhvafang nebo wwinuié Poskytovatelem zdravatnich
of Medical Semvices Personnel that either resulls from sledeb, Hiavnlim zkousejlclm nebo  Persondbem
use of any of the Study Materlals,, Eiological Poskytovatele zdravoinich slufeb, kterd  [=ou
materals obtained from the Study or resuls from wiyslediem pouditi Ibovalnych Materahi studie , pouitl
conduct of the Study (collectively, “Intellactual bialogickyeh  matendld - odebranych & ziskanych
Property’) shall be promptly disclosed fo AbbVie, and v ramcl Studie nebo provedenl Stedie (spoledng
wach of Provider of Medical Services and Principal Dugevni viastnictv|"), budou neprodiend pladany
Investigator hereby assigns to AbbYie all of Provider spaletnost Abbvie 8 Poskylovatel zdravatnich slulel |
al Medical Services' and Principal Invesbgalors a Hlavni zkouisjicl oba timto postupuji spolednost
rights, titie, and interest in and fo such Intellectual AbbVie wiechna svd prava na dangé Dusevni
Properly. Upon Abb\ie's reguesl and al AbbVie's viastnictwl, bGluly & nim a ogasti v nich, Poskytowvatel
expense, Provider of Medical Services shall reguire zdravatnich shadeb na Xdost a na naklady spotednost
Principal Invesligalor andfor Provider of Medical AbbVia bude npa Hlavnim zkoudsjicim  anebo
. Services Personnel to execite, or cause to have | Persondlu  Poskylovaiele  zdravotnich  sludeb |
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exccuted such documents and to fake such other podadoval  podepsanl  takowych  dokumentl
aclions as AbbVie desms necessary of appropaiale o a podniknuti akewvipch Okond, nebo necha Hiavniho
obtain, record and  enforce patents. copyrights, zhoudeiicihe  amebo  Persendl  Poskytovatele |

assignments or olher  proprielary  proteclion  in
AbbVie's name covering any of the foregoing
Intefleciual Propsary.

Zdravolnich slufeb podepsal takovd dokumenly a
podniknout  takove  dkony, kieré budou  podie
spaletnost AbbVis nazbying nebo vhodne K ziskani,
Zapsani g uplatnénl  patentt, autorskych  priv,
pastoupani nebo jing vlastnicks ochrany vilahujicl se
na cokoliy 7 wwie uvadengho Dudsvniho viasinictyi
jmanam spolecnosti AbbYie.

10. Bublicativns and Presenialions. For purposes of this

Agreement, “Sclentific _Publication” means any

sclentific publicalion or medical communlcalion
regarding Sudy results in any form that is intended
lor discfasure o third parbias, mcluding, withowt
limitation, manuscripts, abstracts, posters, slides or
ather materials used for presentations.

10,

Publlkace a prezentace.  Védecka publikace”
Znamens pro déely o Smicuvy kaZdou vedeckou
publikaci nabo Ekafské sdéleni tykajici se vysladki
Studie, v kbovaling formé urdeng ke sdélenl thetim
siranam, Zejména rukopisy, absirakly, postery, |
animky neba jing materialy pouivané pro prezentace,

- AbbVie = commitled ta fostering the highes! slandard

of conduct related to Scientific Publications and
lransparency, while at the same lme, prolecling ils
Confidential  Information.  Authorship  related 1o
Scienlific Publications shall be delermined In
accordance with and govemnead by the crteria defined
by the |International Commillea of Medical Journal
Editors (ICMJE) "Recommendations for the Conduct,
Feporting, Editing, and Publication of Schalady Work
in Medical Joumals” and Provider of Medical Services
zhall require that AbbVie's rale In support of the Study
be appropriately disclosed In any Provider of Medical
Servicas Publications (as defined below).

. Spolednost AbbVie choe v souvishosti 5 Védackymi

pubdikacemi a transpareninosti podporovat nejyyssi
standardy chowvani, a zdroven chranit sva Dlveéme
Infarmace. Autorstyl k Védeckym publikacim se urfuje
a fidi podle krtérii definovanych Mezimarodnim
yybarem vydavatall zdravotnickyeh Sasopisd (ICMIE)
DoporneSant pro provadéni,  hlageni,  wydawani
a publikaci  odbomyeh pract v medicinskych
tagopisech a Poskytovatel zdravoinich sluZzeb musi
yyEadoval, aby Oloha spoletnostl AbbVie pli podpolo
Studee byla v kaidé ([nlze definovand) Publikac
Poskytovatele  zdravotnich  slufed  piislugngm
Zplschem oZnamana.

Provider of Medical Services and Principal
Investigator acknowledge that the Study 5 a multi-site
sludy and lhal aAbbVie Group relains the rghl 1o
disciose the Study data and resuits first in a Scientific
Publication basad an lhe Study dala and results from
all approprizste sites {"Multi-Site Publication™).

. Paskytovatel zdravelnich slufeb a Hiavnl zkoussjic

berou na védoml, 2 Studie je mullicentricka a 2e
Skupina AbbVie si ponechava pravo uvefejnit Odaje a
vsiedky Studie jako prvnl ve Védeckd publikad
Zalofena na Gdajich & wysledoich Studie 2e visch
plistusinychy pracovist | Mullicentricka publicace’).

¢ Following the eariest of (i) AbbVie's Multi-Bite | ¢ Potéd, oo nastane ghivéEl z moZnosti (1) Multicentricka
Publication; or (i) twelve {121 months afler completion publikece spolecnosti AbbVie nebo (6} uplynuti
ar termination af the Study at all Study sites, Provider dvanact (12) mésicd po dokondeni nebo ukondeni
of Medical Services, Principal Investigator and Sludie na wiech Pracovigtich, Poskylovatel
Provider of Medical Services Persannel shall have the zdravotnich sluZeb, Hiavnl zkoufejicl a Personal
righlt lo prepare and submit Provider of Medical Poskytovatele zdravolnich slufeb budou mil pravo
Semvices' Study data for & Scientific Publication In pfipravil ddaje o Studl provadénd v Poskylovalels
scientific jourmals or olher professional pubficalions Zdravotnich sluzeh a pledlozit je k Védecké publikaci
{an "Provider of Medical Services Publication”). v vadeckyoh Casopisech mebo jinych  cdbornych
Pravider of Medical Serdices and Prncipal publikacich { Publikace Poskytowvatale zdravotnich
Investigator shall provide and shall require Provider of glufeb™). Poskyiovalel zdravoinich slufeb s Hlawni |
Medical Services Personnel fo provide Abb\ie with 2 Thougeilci poskyinou & buwdou na Personzlu
draft of any proposed Provider of Medical Services Paoskytovatele zdravolnich sluZeb wyiadovat, aby
Pubficalan al laasl thirty (30} days prios ko submission poskytl spofednosti AbbVis koncept kaide zamyileng
of such publication for AbbVie to ascertain whether Publikace Poskytovatele zdravolnich slueb alespor
any palenlable subjecl malier o Confidantial fficet (30} dnld pfed jgjim podanim, aby se spoletnost |
Infoemation (other than the results of ihe Study AbbVie maohla  ujistit, Z& necbsahuje  2adny
generaled hereundar) are disclosed therain, Abblie patentovatelmy prfedmét nebo Dovémse  informace |
zhall retum comments (o Provider of Medical Services (kromé vysledkd Studle dosaZenveh na zakladé bio
within thirly {30) days aftar recaipt of the drafl Provider Smilouvy). Spolefnost AbbVie do thiceti (30} dnd po
of Medical Services Publication ("Review Perlod”), pfijell navrhe Publikace Poskylovalele zdravotnich
and Provider of Medical Services and Principal sluFeb {Kontrolni obdobi’} zadle pfipominky zpét
Investigator agree and shall require Provider of Foskytovatell  zdravoinlch slufeb 3  Paoskytovatel
Medical Semvices Personnel lo agree  thal due zdravolnich sluZeb a Hliavnl zkouSejicl souhlasi a
consideration shall be given to AbbVie's comments. budou na Perzandlu Poskytovatels zdravoinich sludeb
Provider of Medical Services shall delay  any pofadovat, aby socuhlasil sidim, e plipominkam
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praposed Provider of Medical Services Publication an
addiioral sixly (60} days bevond the Review Period
in the event AbbVie so requests to enable AbbVie 1o
swcure palent or other proprietary prolection " Delay
Period™}, Provider of Medical Services and Principal
Investgalor agree and shall reguire Provider of
Medical Services Personnel fo agres to; (A] keep the
proposed Provider of Medical Services Publicalion
confidenfial uniil expiration of the Review Period and
any Delay Penod, and (B} delele Confidential
Informalion (other than Pravider of Medical Services
Siudy data) from amy Provider of Medical Services
FPublication, In the event that Provider of Medical
Senices, Prnclpal Investigator or Pravider of Medical
Semvicas Personnel and AbbVie differ in  their
concluesions or Interpretation of data In the Provicer of
Medical Services Publication, the parties shall use
good falth efforts fo aftempl to resolve such
differences threugh appropnate scientific debate, but,
subject o the removal of Confidential Informalion
{cther than Provider of Medical Services' Stady data),
Pravider of Medical Services, Principal Invesligatar or
Provider of Medical Services Personnel, as
appiicable, shall retain contral aver the final version of
the Provider of Medical Services Publication,

spaleénost AbbVie bude vénovana Fadnad pozomost
Poskylovatel zdravoinich  sluzeb odic?| viechny |
navrhovang Publikace Poskytovatele zdravotnich
sluFaty o dalfich Sedesat (80) dnd po  uplynubi
Kontroniho chdobl v pripads, 2e 10 bude spoletnost
AbbVie vyZadoval, aby mohila zajsil patentovau nebo
jimowr  viasthickou  ochranu  (Obdobi odkladu”)
Paoskytovatel zdravolnich slezeb a Hlavni zkoudsjici
souhiasi & budouw  vyiadoval, ahy  Persanal
Poskylovatele zdravolnich sluzeb souhlasil s lim, Ze:
(&) wded  navrhowanou Publikaci  Poskylovalsle
Zdravotnich sluzeb v ulajeni az do uplynutl Koniralnibo
obdobl & pFipadného Ohdobi odkladu a (B) 7 kaZda
Publikace Poskyiovalele zdravolnich siuzeb vwwmaze
Diwerng informace (kromé ddajld ze Studie provadeéns
Poskytovatelem zdravotnich sluzeb). Y pfipadé, 2a se
Poskytovatel zdravolnich sludeb, Hiavnl zkousejici
neba Parsondl Poskylovatele zdravelnich shuzeb a
spaletnost AbbVie budou ve svych zavlrech nebo
interpretaci dat v Publikaci Peskyiovalels zdravatnich
slisgeb i, strany se pokusi o rozdily Fesit v dobra
vife formou vhodnd védecka debaty, avéak — pod
podminkou odstranéni Dovémych informactk [krome
Odajl  ze  Studie  provadéns  Poskylovatebam
Zdravolnich  slufeb) - Poskytovatel zdravotnich
slukeb, Hiavni zkousejlci nebo Persondl Poskylovalele |
zdravotnich slufeb s padedl kontrolu nad konednou
verzl Publikace Poskylovalele zdravoinich sludeb.

11. Rapresentations and Warranlies.

. Prohladen! a zaruky.

a. Provider of Medical Services and Prnclpal
Investigator represent and warrant that:

{i} the terms of this Agresment are valid anﬂliﬂﬁﬂ_ﬁnb [

abligations of Provider of Medical Servicas and
Principal Investigator, and are nat inconsistent
with (A} any other confractual or legal abligation
itheishe may have; or (B) policies and
pracedures of Provider of Medical Services or
any organizatlon with which either Provider of
Medical Services or Princlpal |Investigator is

Poskytovatel zdravolnlch slufeb a Hlavnl zkousefici

prohlasujl a zaneCujl e:

iy  podminky B0 Smilouwy  jsou  platnymi
& ravaznymi povinnosimi Poskylovalele
Zdravoinich sluzeb a Hlavnihe zkouwfejiciho a
neEjsou ¥ rozpand (Al s Fadnym jngym smiluvnim
nebo  pravnim zavazkem,  RKlery  midEe |
Poskylovatel zdravoinich slufeb neba Hiawni
Zkouzejlcl mit, nebo (B) 5 politkami a postupy
Poskylovalele 2dravolnich sluZeb nebo libovalng |

affiliated: organizace, se  kierou  jsou Poskytovatel
2dravoinich sluzeb nebo  Hlavni  zKousejic
. Spojeni,

i) Provider of Medical Services. Principal |

Investigatar's and Provider of Medical Services
Personnel's performance of the services and
acceplance of compansation ar reimbursement
of expenses as set forth in Exhibit A i in
compliance with all policies and procedures of
Pravider of Medical Services, and Principal
Inveslinalors perarmance af such sarvices does
not present a conflict of interest with Principal
Inveslaalors olficial dulkas.

poskylovani slufeb a phjeli odmény nebo |
nahrady wdajl Poskytovatelam  zdravotnich
sluzeb, Hiavnim zkouselicim  a Personalem
Poskylovatele zdravatnich slufeb fak, jgk je
uvedeno v Philoze A, je v souladu se viemi |
poditikami & postupy Poekytovatele zdravatnich
shudeb, a fe poskyiovani danych sluzeb ze strany
Hlawniho rkousejiciho nepradstavuje sirat zajmi
5 oficidlnimi pevinnostmi Hlavniho zkousejicing,

(]

{in} Provider of Medical Services and Prncipal
Investigator have adeguate facilities, resources,
training and gxpertise o conduct he Study n
accordance with the Protocdl and applicable

Laws; and

(iii} Poskytovatel zdravoinich sluieb a  Hiawvni
Zhousellcl majl prostory, 2drale, wwevlk oa |
zhusenost vhodneé k provéadéni Studie v souladu

5 Protokolam a platnyml Zakony: a3

(iv) Prowvider of Medical Services and Prncipal
Investigator -are duly licensed health care
sarvices providers according o the Health Care

Services Law.

Poskytovatal  zdravolnich slufFsb a Hlawni |
2roudejich [sou fadnd opravndnymi poskylovatali
adravotnich slufeb podle Zakona o zdravotnich
sluzbach.

(i)
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Provider of Medical Services andlor Principal
Investigator shall promplly nolify AbbVie [T al any
time during the Term of this Agreement, Provider
of Medical Services andfor Principal Investigator
learns that Pravider of Medical Services andior
Principal Invesiigalor would no longer be able bo
truthfully make any of the representations and
warrantias in this Seclion 11{a) and AbbVie shall
have ihe rghl to immedialely lerminate Lhis
Agreement

W pfipadé, e Poskytowatel zdwavatnich sludeb afnebo
Hiavni zkousejicl béham platnost o Smiouvy Zjisti,
#e by jiZ nadale nebyii schopno dostat prohladenim a
2arukam uvadanym ¢ lomlo clanku 114a), bude o tom
ckamité informoval spolednost AbbVie, a spolefnost
AbbWVie bude mit praveo ulo Smilouve okamEils ekandit;

b, Provider of Medical Services and Prncipal
Investigator each represent and warrani that
nona of Provider of Medical Servicas, Prncipal
Investigator or Provider of Medical Services
Personnel are Debarred, or, o the best of
Provider of Medical Services' knowledge, have
been Dwbarred or are lhe subject of &
proceeding that could lead to Provider of
Medical Services, Proncipal lnwesbgator ar any
Provider of Medical Semnvices Personnal
becoming Debarred. For purposes of this
Agreement, “Debarred” means: (A} debarrad by
the United States Food and Drug Administration
["EDAT) or by any other competent authority, (B)
excluded, debarred, suspended, or olherwise
ineligicle fo participate in the local or L5
Federal healilh care programs or in local ar U.5.
Federal procurement ar non-procurement
programs; (C) listed on the FDA&'s Disqualiliad
and Resiricted Lists for clinical investigaters, or
[ convicled of a criminal offanse under lhe
apphicable Laws that could lzad lo being
exciuded, debarred, suspended, or otherwlse
declared ineligible. In the event Provider of
Medical Services and/or Principal Investigator
receives notice of, or olherwise becomes aware
of, the Debarmment or proposed Debarment of
Pravider of Medical Services, Principal
Investgator or any Provider of Medical Services
Personnel, Provider of Medical Services shall
nobify AbbVie immedialely and AbbVie shall
have the rght fo immediately terminate this
Agreament, The abligaliens af this Section
11(b) shall survive termination or expiration of
the dgreemenl.

b. Paskytovatel zdravatnich sluzeb a Hlavnl zkousajicl
oba ujiStujl a zansbuji, 2& anl Poskytovatel zdravatnich
sluFab  anl  Hlavnl  zkouejici  ani  Personal
Poskytovatele zdravotnich sluteb nejsou Vyloudenymi
osobami, ani podle nejlepiihe védomi a svadomi
Poskytovatele zdravatnich siuZeb pebyly Vyloutenymi
osabami A ani nejsou pfedmétem fizeni, kterd by
mohko pripadnd  wiést  kwylouten  Poskylovalele |
zdravatnich  sluzeb, Hlavniho zkouejiciho nebo
FParsonaly Poskytovaiele zdravotnich sludeb. Termin
Mylougeny™ pro Gdely télo Smilouvy zZnamana: (A)
wyloudeny amerckym Ufadem pro kontrolu potravin a |
Ikl [ FDA") nebo jinym kempelentnim onganem; (B)
yyloudeny, 5 vyslovenym Zakazem neono
pozastavenou cinnosli nebo jinak nezplsobily k Gcash
v mistnich nebo americkych federainich zdravatnich
programech & v mistnich nebo americkych federalnich |
vedainych nebo nevefejnych zakdzkach; (T} zapsany
do seznamu FOWR, vyloucenych klinickych zkousejicich
a klimickych zkoufeflcich s omezenim; neba (D}
odsouzeny za trestny Cin dle platmych Zakond, a boto |
odscuzeni by mohlo wést K wylaudenl, vyslovenl
Zakazu & docasneho pozastaveni, naba k nému
prohlageni za nezplisobilgho, FPokud Poskytovatel
zdravatnich sluzeb aneba Hiavnl zkaudejlcd dostane
oznamenl nebo se jinak dozvi o Vyloutenl nebo |
navrhovanam Vyloudanl Poskylovatele zdravotnich
slufeb Jake takového, Hlavniho zkoudejiciha nebo
nékteréha Persondly  Poskytovatsle  zdravatnich
slisgeb, hned to spolednost AbbYie canami a AbbYie
bude mil prave lWie Smilocuvd 5§ ckamaitau platnosti
ukondit, Zévazek die ohoto Elbdnku 11k} zistane
W platnosh i po vypriani plalnost Smiouwy,

<. AbbVie represents that the Study Product that is
defivered o Provider of Medical Services will
meel the product specification identtlied in the
product label at the time of delivery to Provider of
Iledical Services.

AbbVie prohlasue, Ze Hodnocany lelivy plipravek
dodavany Poskytovatell zdravoinich slufeb bude
v dobé dodani do Poskytowvalsle zdravotnich sluizeb
spiftovat specifikace pfloravku uvedeng na Stitku
pripravku.

12, Term and Termination.

. Daba platnosti a ukondeani.

a. Unlass lerminalad earlier as pravided in Saclions
12{b) or 12(c) below, this Agreement shall be
affactive on the Efflsctive Dale and shall
terminate on the eadier of; {i) three {3) vears from
the Effective Dala, if thare is no Siudy Subject
screening and no subject enrollment at Provicer
of Medical Sarvices under this Agreement; or {ii)
at such time as the occumenca of final dala lock
for the Study at all sites participating in the Study
ithe "Tenm").

Fokud fato Smiouva nsbude wkondéena dfive
rpuschem uvedenym niZe v Eldncich 12(b) nebo
12{e), nabude Oéinnosti Catem Odnnosti 8 vyprai
nejpozddi: 4) 19 {3) roky od Data déinnost, pokud se
ve Poskylovaleli zdravotnich sluZeb nebude provedean
screeningiéto  Smiowvy, nebo podie |akéhokoll
subjektu B nebude zafazen jakykoli subjskt (i)
vokamiiku konedného uzavienl adaji Studie na
viech pracowistich, klaré se Studie dcasini (Doba
platnostl”)
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b. This Agreement may be ferminated:

2]

Tuto Smicuvu miZe ukonéit:

(i} by either AbbVie, Provider of Medical Senices or | (i} bud AbbVie, Poskytovatel zdravotnich sludedb nebo |

Principal Invesligalor upon wrilten nolice to The
other pary if: (&) ancther party has breached a
material term of this Agreameant; (B} the Sludy is
terminated by the FDA or any other governmental
or regulatory authority, () If any party, In its sole
judgment, believes an advarse safety concern with
respect o Stedy Product makes conlinued testing
unadvisable, provided that if Prowder of Medical
Services or Principal Investigator terminales for
this reason, it shall be after the Suspension Period
{defined below) in accordance with Section 12{c).
(i} by AbbVie: [A) without cause upon thirty (30} days
prior writlen notice to Provider of Medical Services
and Principal Imvestigator, ar
(B} as olherwise permilied in this Agresmant,

Hlavnl zhousejici podanim wypovédi druhé strang |
v piipadd, 2o (A) druhd strana porudila doleditou
podminku 8o Smiousy, (B Studii ukongil FDA nebo
jakykally finy viddnl neba reguiadnl organ, nebo (C)
kerakoliv strana dojde na zaklade viasimiho uvazeni
k pfesvidien!, e u Hodnocenéha ledivého plipravku
axisluji problémy s bezpednosti, kwuli nimz j@ dalsi
testovani nevhodné, Pokud Poskytavatel zdravatnich
sluzeb nebo Hlawni zkouSejici ukondi  Smilouvu
Z twhoto divadu, bude to po uplynutl Cdkladného
obdobl (definovanéhe nize) v eouladu = Elankem
12(e).

T (i) AbbVie: [A) bez uvedenl divodu s tficetidenni (30) |

piseminau wyptnadi pedanau Poskytovatali
zdravotnich sluzel a Hlavnimu zkousajicimu, nebo (B}
jinym zpischem uvedanym v &lo Smilouvé.

c. In the ewvend Provider of Medical Services or
Principal Investigaior have concemns about the
health, safely and welfare of the Sludy Subjects,
Provider of Medical Services andfor Principal
Investigator shall give prompl notice to AbbVie of
such concems, and may suspend enrollment of
Siudy Subjects for a pericd not fo exceed thirty (20)
calendar days ("Suspension Period”). During
slch Suspansion Period, the parties shall evaluate
the concems raised by Provider of Medical
Services or Principal Investigator lo determine
whether the Agreement should be terminated. In
any event, Provider of Medical Services and
Principal Investgator shall confinue  moniaring
and Tallaw-up in 5ifcl adherence to the Prodocof far
currently enrclled Sthedy - Subjecis  during  the
Suspension Period. After the Suspension Period
and following written notice, ncluding 8 detailed
writlen explanation, o AbbVie, Provider of Madical
Servicas may lerminate this Agreement if Study
Subject heallh, salely, ard welfare remain a
concem to Provider of Madical Services of such
magnitude {o suppord such lerminalion,

Bude-li mit Poskyfovatel zdravolnich shizeb nebo |
Hizavnl zkouSejici obavy o zdravl, bezpadnost a blaho
Subjekiu(l) studie, Poskylovatel zdravelnich sluZeb |
alrebo Hiawnl zkouSejic] o ocznami  neprodiens
spoleénost AbbVie a ami zafazovani Subjektl studis |

pozastavit na dobu nepfesahujicl  theel  (30)
kalendamich dni (Doba pozastaveni’] Sirany
bEhem  Doby  pozastaveni  poscudi  obawy

Poskytovatele zdravolnich siuZeb nebo Hiavniho
zkousejicine arozhodnou o pfipadnem  ukondeni
Smilouvy. Poskylovalel zdraveinich slufeb a Hiavnl
zkousejicl béhem Doby pozastaven| budou v kakdem
pfipadé pokrmdovat v monitorovani & sledovani i
zafazenych Subjekld stuedie, za plisndho dodrzovan
Profokolu. Poskvovaiel zdravoinich slufeb mids po
uplynull Doby  pozastoven| o Smilouvd  ukondl |
dorutenim pisemng wypoved, wistné podrobngho
plzemneho vyseiten!, pokud bude mit stale abavy o
zdravl, bezpadnost a blaho Subjskil stedis ¢ takowam
rozeahu, ke budou podporoval ukongeni ze sfirany
Paskytovatele zdravolnich shuzeb.

13. Subject Injury; Indemnification.

d. Termination or expiration of this Agreement shall not
affect any rights or obligations which have accrued
prior thereto or any othar rights or remedies
provided al law or eguity which either party may
atherwize hawa. In tha event of premature
termination of this Agreement, Provider of Medical
Servicas and Principal  Investigatar  shalls (i)
approgrately withdraw and discontinue afl then-
anrolled Study Subjects, (i} complete the Study for
then-enrclled Study Subjecis where reguired by
accepled medical praclica, or (i) reascnably
cooperate with Abb\ie to arrange for then-enralled
Sludy Subjects 1o enmll al an allermaliva Sludy
&lta,

Ukenéeni npebo wyprseni platnosti této Smilowwy
nebuda mil viiv na 2adnd diive vanikla prava anl
Zavazky ani na Zadnd jind prava nebo opravng |
prostredky, kterd Dy jedna zae stran mohla jmak podle
Zzakona neho prava  ekvity mit, PH pfedéasnem
ukonden| téio Smiouvy jsou Poskytovatel zdravotnich
slufeb 8 Hlavni zkouSejicl powvinnic () vhadnym
Zpuschem stahnout wiechny v & dobé zapojens
subjekty, (i) Stedii dokandit u Subjakin studie v dang
dobe do Stuedie zapajenych, pokod to wyEaduje |
uznavand |ekarska praxs, nebo (i) piiméreng se |
spaletnasti AbbVie spolupracoval a zafadit Subjeklby
slugie v dang dobs do Studie zapojené do jingho
pracovisti Stugie.

. Potkozeni subjekliu, odékodnan.

a, If during the course of the Study any injury ocours
s & 5Study Subject as a masult of (i) he
administration of Study Product o Study subjects
(i) the adminisiration of the Study Malerials or (i)
the parformance of Pretocol-mandated procedures
an Study Subjecis that such Shudy Subjects would

W pripacs, e Subjekiu stwudie bude béhem Studie
Zpaschena djma na zdrawi v disledku: (i} podavani
hadnocendhe Beiveho phipraviu Subpekiom stedi, (i)
podévani  Materidgil stedie nebo (i)  provadéni
procedur  wwiadovanych zavaznd  Prolokolem, a
Subjekt studie by pfitom takowym proceduram neby
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not have recaived but for their paricipation in the
Stedy (“Proceduras’), in éach casa in accordance
with the Protocol ("Study Injury’), AbbVie agress
la pay all reasonable modics aXpenses nacessary
to freat such Study mmjury and provide other
mandalory compensation as required by Law, if
applicable, provided that {(A) Provider of Madical
Servicas has nol submitled and does mot submat
such medical expensas to & third parly payor, and
[B] such Siudy Injury is not dee lo the nalural
progression of any pre-existing disease or any

undertying llingss.

podroben, kdyby se Studie nezadasinil | Procedury™),
a vkazdam plipadd bude postupavanso v souladu
s Protokolem (.Podkozeni viivem studie”), AbbVie
sjednava, e ubradl viechny phimafana ledsebng
vydaje na terapii takoveha Pokkezenl vitvem studie a
puskytne  dalsl  povinnou  Rompenzac  plipadngé
vydadovanou Zakonem, za pledposiadu, *e (A)
FPoskytovatel zdravatnich  sluieb iakove lecebné
vydaje nepfediodilc & nepfedindi plalci — tfeli strané, 3
(B] Poskozeni wvivem studie neni  zplsobeno
pfipzenym  postupem & diive  ssostujiciho neho
yyohoziho onemaocnén,

b. AbbVie shall indemnify, defend and hold harmless

Provider of Medical Services, Principal Invesbgator
and Pravider of Medical Services Parsonnel and
Provider of Medical Services’ officers and trustees
(“‘Indemniteas”) for the cost of delansa (until such
time as AbbVie assumes the defense thereaf) and
lor damages awarded {colleclivaly, "Losses”] as a
result of any claim or lawsuwit made by a third party
as a resull ol (i) Sludy Injury; (i) Abbvie's or s
represeniatives  negligent acts or  omissions,
mrGkiessnEss, of Inlenlional misconduct dunng Lhe
Study; ar (i) AbbVie's use of the Study resulfs
AbbVie's indemmnificalion cbligalon applies andy I
() Study Materials are administered by Principal
Investigator and Provider of Medical Services
Personnel and Procedures are performed during
lhe Study in accordance wilh the Protocol, with
accepted medical practice, and with any other
writlen instructions furnished by AbbVie, and {B)
Study dala and resulls communicated to AbbVie
by Principal Investigator and Provider of Medical
Services Personnel are nof misteading, inacourale,
ar ineamplete,

. The fc-reguir:g égreéhei‘ﬁ o iﬁdeﬁihiﬂ. defend, and |

hold harmiless Indamnileas is condilioned upan he
fallowing obligations of indemnitees to;

advise AbbVie of any claim or lawsuit, in writin
addressed o

(i}

Indamnileas has mceived notice of said claim or

lawsuit, or within such ather fime frame so that
AbbVie's ability and rights to defend or =attle
such claim or lawsult are not prejudiced,

{ii} assist AbbVie and s representatives in the
invastigalion and delansa of any lawsuil ar claim
far which indemnification is provided,; and

Spoleénost AbbVie odgkodni. bude branif a zajisti
Poskytovatel  zdravoinich  sluzeb, Hlawniha
Zhougejicing a Personal Poskylonatele zdraveinich
sludeh a vedouol pracovniky a8 sprévnl  radu
Paskytovatele  zdravatnich  slufeb | Prijemci
odikodnéni’) pro plipad nakladi na obhapobu [do
doby, nez ji phevezme spolefnost AbbVie) a
priznanych nahrad Skody  (spoleéné Ziraty™),
viphywaticich  Z libovalnghoe naroku mebo  scudniho
fizenl wezneseného thetl stranou v disledku; (i)
Poskozeni  vivem studie; (i) nedbalosti  nebo
gpomenutl, undhlenosti & omysingho nespravngho
jednani spolecnosti AbbVie nebo jejich zaslupcd
béthem Studie; nebo (i) powditi wsledkd Stedie
spoleinosti Abbvie. Powinnos! spolecnosti Abb\ie
paskytnoul odikodnéni platl jen v pdipadé, Ze: [A)
Materal sludie podava Hlavni zkousejici a Personal
Poskytovatela zdravaotnich sluZeb a Procedury se
vykonavajl béhem Studie v souladu s Protokalem,
uznavanau lekafskou praxl a viemi daldimi pisemnymi
pakyny poskytnubymi spolecnosti AbbVie, a (B) Udap
Ze slwdie 8 vysledky sdélend spolednogtl AbbYie
Parsandlem Poskytovatele zdravoinich sluzeb nejscu

zavadéjicl, nepfesné nebo nedpine.

Wirse uvedeny slib poskytnout odikoedndni Prijemeim
odikcdnénl a hajit je a8 zajistit jg@ podmindn
nasledulicim| povinnostmi Pijemcd odskodnéni:

iy informoval  spolednost  AbbVie o kaddém
uplatnéném naroku nebo soudnim fizeni, a o
igamné  na  adoesy

8 to do patnacti (15) dnl poté, oo
Brijemct odskodnénl obdr2el oznameni o daném
naroky nebo soudnim fizeni, nebo do takove
doby, aby nebyla podkozena schopnost a prava
spoledénestt AbbVie sa hajit nebo urovnat takowy
nirok nebo soudni spar; |
i pomoc spolednost AbbVee a jejim zéstupcim ph
vdatiovant 8 obhajobé v libowvoinégm soudnim
spory amebo vZzneseném naroku, za ktery se
poskyiuje odskoadnénl; 8

(i) not compromise or ofherwvise setife any swch
claim or lawsuil without AbbVie's prior written
consent.

(ifi] meuzaviral smir ani jinak neurcvngval Fadny
takovy vZnesany narck nebo soudni Fizeni bez
predchoziho pisemného souhlasuy spolednost
AbbVie.

4. AbbVie's obligations 1o pay reasonable medical d. Povinnosl spolecnosti AbbVie uhradil v souvisiost
expenses or other mandatary sxpenses as defined by & Poikozenim vivem studie pfiméfensd lédehné neho
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appiicable Law in conneclion with & Study Injury, orio
indemnily, defend, or held hammless shall not apply in
the event any Losses or Study Injury, respectively, are
altributable ! () the negligence, willful misconduct
af, or failure 1o follow the Protocal by, any of the
Indermnileas, o i} Provider of Medical Senvices’,

jimg povinne wydaje podle platnych Zakond, nebo
pavinnost odikodnil, hajil nebo zajislil ze nevziahuje
na Ztaty nebo Podkozeni vivem studie, pokud je lze |
pficiel: (i) nedbalosk, omysinemu jadnani Prjemcd
odikedndnl nebo  pedodrifeni Protokolu  nékberym
z Prijggmed adEkodnéni, nebo - (i} poruéeni nakisrg

Frincipal Investigator's or Provider of Medical povinnosti - dané  foulc  Smlowwow  ze  sirany

Bervices Personnel's breach of any obligations under Paskylovatela zdravolnich slufed, Hiawribo |

Ihis Agreemeni. Fhoudejicino neha Persanalu Poskytovalsie
Zzdravoltnich shuZeb.

a. Provider of Medical Services and Pdnclpal e Poskytovatel zdravolnich sluZeb a Hiavnl zkousejicl
Investgator shall indemnify, defend and  hold odskednl, bude branit a zajisti Skupinu AbbVie, jeil
harmlass AbbVie Group, ks offcers, direclors, vedouci pracovniky. Elany predstavensiva,
employess, agents, and represeniatves, from and zamesinance, agenly a zastupoce pro pfipad vSech
agamst any and all suils, claims, liakilities, cosls pravnich spord, vznesenpch narokld, odpovsdnosti, |
damages, judgments and other expenses (including, nakladd, nahrad Skody, mzsudkd adaldich vedajo
but nat limited 1o, legal expenses) arsing from the [zejména nakladl na pravni zastoupeni), vzeskych z
negigence, wilifiul misconduct or breach of this nedhalosti, dmyziného jednani nebo porusenl féio
Agresamenl by Provider of Medical Services, Smilouvy ze strany Poskylovatele zdravolnich slufab,
Principal Investigator ar any of Provider of Medical Hlavniho zkouSejictho nebo nékoho z Personalu
Services' Personnel, Paskytovatele zdravolnich slufeb.

14. Insurance. AbbVie, Provider of Medical Services and = 14, Pojisténi. AbbVie, Poskytovatel zdravokbnich sluiz=b a
Principal Investigator shall each maintain a policy or Hiavnl zkouSejlcl budow vSlchnl mit pojidténl &
program of insurance or salfHnsurance wilh palscy pojistny program nebo zfidi 2viasini fond pro pripad
iimitz sufficient to support s obligetions under thiz pojistng  udalostl = pojistnymi mity  dostatednymi
Aogreament, Provider of Medical Services and kplnéni zavazkd damych  touto Smioweow, |
Principal Investigator, as heaith care sendces Poskytovatel zdravodnich sludeb a Hiavnl zkoussjicl
providers according o the Health Care Services Law, jako poskytovatalé zdravotnich sluzeb podle Zakona
zhall maintain valid and sufficient insurance of liability o zdravatnich stuzbach sou povinni mit plaing a
for dedriment to health and damage relating to such dostatecne pojistani odpovadnosti za ubliZeni na
services in accordance with applicable Laws, AbbVie 2dravi a Skodu vzniklou ph poskytowani danyeh sluZeb
heraby warrants, thal I has coniracted lability ¥ souladu s platnymi Zakony. Abb\Vie timto polvrzuje,
insuranee for the conduct of the Sy in accordance 28 bylo uzavieno pojiiténl cdpovidnosti za Skodu
with the Act on Pharmaceulicals for Sponsor and vznikbou pfi provadéni Studie v souladu se Zakonem o
Principal Investigator, Upon request by a party, the ldwvech pro Zadavatele a Hiavnihg zkousejiciho, Na
athar party ar parbies shall Tumish avidence of such Zadast jednsé strany strana druha nebo strany pledlicEi
party's applicable insurance. Each party's insurance dikaz o platmém popi#éni dand strany. Pojising kryti
coverage shall comply with applicable Laws and kaida strany musi odpovidat platngm Zakonim &

Insurance guidelines. . doporutengm pojistnym postupim, .

15. Independent Contracior. Each party’'s relationship o | 15, Mezdvisly dodavatel, Wztah |edné strany k ostainim
1he ather partes is Lhal of an ndependent conlracior, siranam druhé je vziahem nezdvislého dodavalele a
and neither party has authority to bind or act on behalf ani jedna sirana nema pravo drubouw stranu zavazovat
af the other parly. nebo jadnat jejim jménem.

16. Assignmeant. Providsr of Medical Services may not | 16, Postoupeni. Poskytovatel zdravotnich sluZab nesmi
assign s Agreemeni to any olher parly, or bez predchozibo pisemného soublasd spolednost
subcontract any of its services heraunder, without Abb\Vie tuio Smilcuvu postoupit Zadné jing strané, ani
AbbVie's prior written consent, Principal Investigator formou subdodévky zadat 2adnou ze svych sluieb
may nol assign or subconiract amy of histher duties podle fgto Smiowy. Hlavn| zkaudejici nesmi postoupit
under this Agreement {o any olher parly. Any fadné své povinnosti z telo Smlouvy EZddne jing
altempled assignment withaul AbbYie's prior writtan strang, ani formou subdodavky zadat 2adnou ze swych
consent will be null and void and will constilute a povinnesti podle téte Smilouvy Jakykoliv pokus o
malerial breach of this Agreemenl, Any permitled posloupeni bez pfedchoziho pisemného souhlasu
assignes shall assume all obligations of Provider of spodednost Abbyie bude replatny a neddinny a bude
Medical Services under this Agreamenl, Assignment predstavovat zavaizng poruden! 8to Smiowry. KaZdy

zhall not releve Provider of Medical Services of schvaleny postupnik ma sebe plovezme voeskond
regponsibifity for the perdormance of any accrued povinnosli  Poskytovalele  zdravolnich  sludeb
abligation. Other party must be notified on assignment wyplywajicl z této Smiowvy. Postoupenl mezbavuje
withoul undus delay, Poskytovatel zdravotnich slufeh cdpovédnosti za |

splneni vsech vanikhych zévaziki. O postcupeni musl
byt druha smluvni strama informaovana bez zhytedneho |
adkladu.
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_*irﬁu@nhﬂging. In the event Provider nf_l":'l-é'dir:ai

Services subconiracts  any  aspect of Study
perfrmance 1o a subcontractor, Provider of Medical
Sarvichs shalll [a) ensuné each subconlraclars
compliance with the requirements of this Agresment,
and {b) be responsible for any subcontraclors non-
compliance with the terms and conditions of this
Agreament lo tha same exien! that Provider of
Medical Senvices would he responsible il Provider of
Medical Services were paforming the subcontracted
sarvices direclly. I 3 subconiractor does not ainctiy
adhere o the provisions of this Agreemant, Provider
af Medical Services shall promplly nobify AbbVie and
Abbvie may immediately 1emminate this Agreemant.

17"

Subdodavateld Vpflpade, 2e  Paskytovatel
rdravednich sluzeb ndjakou éast provedeni Sludie
zada formou subdodavky subdodavateli, je povinno:
1a) zajeslit, aby kakdy subdodavatasl dodriowval
poZadavky @10 3micuvy, a (b) nést cdpovédnest za
neplnéni podminek  t&lo  Smilouwy 28 strany
subdodavatele ve stejnd mife, v jaks by Poskytovatel
2dravotnich slufeb neslo odpovédnost, kdyby shuiby
zadané formouw subdodavky poskytovalo piimo, W
pfipadeé, #=2 subdodavalael nebude presné dodriowvat
wstanowveni télo Smilouwy, Foskytowalel zdravatnich
sluzeb bude okamdita informoval spolednost AbbVie a
AbbVie bude mit pravo tulo Smicuve okamZité
ukangit

18, Malicas.

. QEnameant.

a. Routing communications regarding the conducl of the
Stedy, including replacement of the individuaks
idenlhied on linancial disclosure farm shall be sent o
the AbbYie individual identified to Provider of Medical
Servicas by AbbVie as the primary conlact for the
Sludy

. All legal notices under this Agreement shall be in |

writing, refer fo this Agreement, and be sanl by
recognized national or intemational overnight courier
ar registersd or cerified mall, postage prepaid, retum
receipt requested, or delivered by hand fo the legal
notice addrass sal forlh balow.

Rutinmi  komunikace tekajicl s& provadeni Studie,
vEend nabrazent esab Wanliikovanych na probildesani
o finanénich z2ajmech s zasilajl  pracownikowi
spaletnosti AbkVie,  kterehao  AbbVWie  sdé
Paskytovateli zdravolnich sluzeb @ho pimarni Bonlakl
pro Studii

‘Viachna zakonna oznamani podavana na zaklads téo |

Smilouvy musi byt v pisemné formé, mus! odkazovat
na uta Smdouvd a musi byl zasiéna & dorudankou
uznavanaou mistni nebo mezinarodni non-stop Kuryrmi
sldbou, nebo dordéena csobné na nize uvedenou
adresy pro zasilani zakonnych oznameani

If to Provider of Medical
Services:

Fakulimi Nemocnice
Hradec Krilové

Legal Departmenl — atin.

If to Principa

amatalagy

g [Les

Dida Prokipkava Fatulin Memacnice

Sokolska 581, posicode | Hradec Kralove

S00 05 Hradec Kralowveé - | Sokolska 581, posicode

Mowy  Hradec Kralowva, | 500 056 Hradec Kralove —

Czech Republic Mowy  Hradec  Kralove,

Phone: +420 485 B32Z 81 Crech Raepublic
prone.

If to AbbVie:
AbbVie 5.r.o.

“with a copy to:

Email:

Saclion Head, H&D,

Oznameni Poskytovatel

zdravoinich slugeb:
Fakultni nemocnice
Hradec Krdlowé,

Praynl odbor - [Dada
Prokupkova

Sokolska 521, HOOD 05
Hradeo Kralove - Baowy
Hradec Kralova, Cesks
republika

Tel: +420 495 B32 BA1

" Oznameni pro AbbVie:
AbbVie. 5. r. o.

Hilavnimu zkougejicimu:

Fakutlni nemocnice Hradec
Kralove
Spkolska 581,
Hradec Kratove
Hradec Kralowa,

Ceskd ropublika
T-:
E=mall,

500 05
Moy

' S kopii na adresu:

Seclion Head, RAD,

Alliance Management and
Transaclions, Depl, Wi23
AbbYie Inc,

1 M, Waukagan Road
Merth Chicago, IL G006
LL5.A

Alliance Management and
Transaclions Depl, W3Z3
Abbvie Inc

1 M. Waukegan Road
Morth Chicago, L 60064
L.5.A

Legal nolicas under this Agreement shatl ba deamad
o be duly given: (i) when deliverad by hand; (i) iwo
days aftar daposil With a8 recognized national ar
intemational courier; of (H)} on the delivery date
ndicated in the relum recsipt for registersd or
certified maill. A party may change Its legal natice
address, confact information, or the “Payment

Vetkera zakonna oznameni podavana na zakladé
Blo Smicuvy 8 povaduji ze Fadnd podana: () jsou-l
dorufena osobné; (8] dva dny po podani uznavans
misin nebo meznarcdni kuryrn slu2bd nedoe (i)
dnem dodani  uvedenym  na dorudence U
doponsienahc zaskani. Slana mude svou adresu pro
zasildni zakannych aznameani kontakini Gdaje, nebo
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Infarmation” section of Exhibit A settng forth bank
and contact defalls of the parties immediately by
sending writien notice io the other pariy's lagal
nolice addréss as sl forlh in this Seclion,

informace uvedens v éash Platebnl Gdaje’ Pilohy
A v rozsahu bankovnich a kontakinich Odaji slran,
zmiénlt nepradienym zaslanim pisemného oznameni |
na adresu druhd strany pro zasilani zakennych
czramani, uvedenou v 1omio Sanku

19._Survival, Any other terms which by thelr Intent or

20, Severahility

meaning are intended to sunvive termination aor
expiration of this Agreement shall 2o survive,
including, withaut limitztion, the parties’ obligations
with respect o financial disclosure reporting and
confiict of interest disclosure and management,
record retenlion and audil fghts, confidentiality,
subject confidentiality/data  protection,  pubficity,
awnership, publications, notification raguiremants
with respect to such parly's representations and
warranties. sat  forlh  in Section  11{b),
indemnification, and Study Injuries.

If amy provision, right or remedy
provided for harain is hald o be unenforceable o
inoperative by a courd of compelent jurisdiction, the

14,

|20,

Pratrvani. Viachny podminky, kiaré swym cilem nebo
vyznamem maji pfetrvat ukonfen! nebo wyprieni
platnost teio Smilouwy, prelrvaji. zejmena pak zavazky
siran tPkajicl se hkaseni finandnich zami a stietu
zajmi a jejich fizeni, uchovavani zaznamd a prava na
audit, miéenlivest, cchranu diwémych informaci J
osobnich  odajl. publicita, wviastnictvi, publikacs,
podadavky na cznamovanl uliEiEnl a zaruk stran podie
clanku 11{b}, odskodnéni a Podkozeni vliivem studie,

Qﬁdﬂlle_lmag, Pokud  bude jﬂ#.ékﬂ[h' ustanoveni, |
pravo nebo napravny prosifedsk uvedeny W belo
Smiouwd  shiedan  soudem  pfisludng  jurisdikce

validily and enforcaabdily of he remaining pravisions nevynulibelnym nsbo nedéinngm, nebude lim
shall not be affecied thereby avibména plainost a  vwnulilelnost  zbyvajlcich
ustanovani.

21, Countarpars. This Agreement has been executed in | 21. Steinopisy. Tato Smiouva je podepsana ve thech (3}
three (3 counterparis, each of which shall be wyhetovenich, z nich2 ka2dé bude poveiovano zs
deamad o ba an onginal, and all of which togather onginal, a vaechny spoleing budou predsfavoval |

__shall constitute one and the same agreement. | jednu a tute2 smiouvu, —————————

22, Governing Law and Dispuie Resolution. This | 22, Bozhodng pravo enl_spard, Talo Smiouva se
Agreamant shall be governed by and construed in bude Fidit zakony Geské republiky 8 buds vykladana |
accordance with the kaws of the Czech Republic. Any v souladu s nimi. Kaizdy spor, neshodu nebo ndrok
dispute, controversy ar claim arising out of or relating wyplywajicl # 1&lo Smiowy nebo s ni souwvisejicl, kieny
1o this Agreement which cannct be resolved within neni modno vyiesil do hcell (30) dnd vzajemnau
thirty (30} days by mutual cansenl of the parties shall dehodou smiuvnich stran, budou fedil phisludng soudy
be settled before the competant courts of the Czech Caské republiky,

Republic,
23. Amendments, Except as olherwise sel forth in the | 23, Dodatky. Swvypmkou pripedd wvedenych visio

24. Entire_Agreemenl. This Agreement mcluding, |

Agreement, neither this Agreement nor any of its
terms, including any altschmeant or Exhibit, may be
amended, restated, or ctherwise allered excepi by
written agreement signed by the parties.

withoul krmitaton, all exhibids herelo, contains Lhe
entire understanding of the parties with respect 1o
the subject maller herein and supersedes all
prevlous agreements and underakings with respect
therato, In the event of a conflict betwean provisions
af the Pratocol and this Agreement or any Exhibits,
the Prodocol shiall coniral with respact 1o mattess of
sclence, medical practica, and Study Subject safaty.
In all other malkiers, the provisions of this Agreement
shall control. This Agreement has been executed in
Crach and English language; should any conflict
betwaan these language versions occur, Czech
language version shall be decisive,

Smipuvd, ani talc Smilcuva ani  pakakoll jeji
ustanovenl, vietng jejich doplfks & Priloh, nemdie
byt zménéno, reformulovanc & jakkoll  |inak
upravovano s wvyjimkou  pisemného  dodatku
pedepsaného Stranamil.

24, Celd Smiouva, Tate Smiouva vietnd mj, viech jejich |

priloh absahuje dplnou dohodu stran fekajich se jejfho
pradmeétu a nahrazupe vedkerd souvisejicl pledchoz
dohody a imluvy, V' pfipadé stfetu mezi ustanovenimi
Protokolu a této Smicuvy nebo Hbovolnymi jejimi
pfilohami bude mil v zaleitostech vwidy, lekafske
praxe a berpednastl subjekiu  Studie  pfednosl |
Pratokal. Ve viech cslatnich zaleZitostech budow mit
prednost ustznoveni tée Smiouvy. Tato smiouva je
vyhotovena v Geské fazykove werzi a v anglicke |
Jarykove varzi, plficemsz v pripadé jakahokoll rezporu
mezl {&milo verzemi ma prednost Seska jamykova |
VErZe.
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25. Parties hereby acknowledge, that Site Training Visit | 25, Smiuwnl strany berou na  wédomi, e nedojde
and delivery of Study Product cannol be done unill k iniciagni navilévé a doddvee hodnocengého [&Eivého
the redacted version of this Agreement is published plipravky  do okamdiku, ned bude wwefeinéna
in the Regsly of Conlracls. all payments made revidovana verze 1alo Smiouvy v mgising smiuy,
under ferms of this Agreemeni shall be made solefy Vedkerd platby pa zakladdé tto Smiouvy budou
lo bank accounl of Provider of Madical Services uskulecnémy we  prospech  bankowniho  0Stu
defined in Exhibit A hereof Foskytovatele  zdravotnich  sluzeb  uwedengho

v Priloze A lélo Smiowy.
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IN WITHNESS WHEREOF. the parties have caused this  MA DUMAZ TOHO strany nechaly wto Smiouvu podepsal
Agregment o be executed by their duly authorzed  swymi fadné oprdvndnymi zasiupo
represeniaings.

hbbVie s.r.o. Fakultni nemoenice Hradec Kralove

By/Podensal: By/Podepsal:

namermens: (||| G- NarmefJméno: MUDF. Ales Herman, Ph.D.
29.05.2024 31.05.2024

Cate/Datum: Date/Datum;

By/Podepsal:

Title'Funkea: Principal Investigator [ Hiawnl zkougejici

03.06.2024

Dala/Datum:
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Attachment 1 to Exhibit A

CONFIDENTIAL/DUVERNE
TemplaterSablona: CZ CSA Template — Tripartite (AbbVie Managed Study) GMARCH2018
Document TibedNazev dokumeantu: 00270230.0_FINAL WORD. CSA_Fakultnl nemocnice Hradec Kralove [ M22-003 CZ_28May24
25

Tiw ] TR
ML= L=

EE R HEE



Fakulini nemocnice Hraded Krdlowd Fakultnd nemocnice Hrades Krdlows

0027023590
Attachment 2 to Exhibit A
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Attachment 4 to Exhibit A
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Attachment 5 to Exhibit A
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Dodatek 1 k Priloze A
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Dodatek T k Priloze A
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Exhibit B
Data Processing Addendum

The terms of this Data Processing Addendum ("Addendum”) shall apply te and be part of the Agreement. In the event
of a conflict betwean this Addendum and the Agreemant with respect to Parsonal Data, the terms and definitions af this
Addendum shall control and govern.

1. Definitions. Capilalized lerms (hal are not othersise defined in this Addendum shall have the meanings sel forlh
in the Agreemant. Capitalized terms that are not defined in this Addendurn or the Agresment shall have the meaning
sel forth in Regulation (EL 2016479 (General Data Protection Regulation) ("GDPR’).

2. Soope. The Parties acknowledge and agree that Sponsor acts as Data Contraller ard Provider of Medical Services
acls as Processor with respect o Personal Dala of Sludy subjecis thel are key-coded [pseudonymized) in cass
report forms by Provider of Medical Services and disclosed o SponsorfabbVie and the scurce documents
specifically collected or generated by Provider of Medical SanvicesiPrincipal Investiaator pursuant o the Siudy
profocol, informed consent and the Agreement and has delegated its rights and obligations under this Agreement
lo &bbyie. Except for the foregoing, Provider of Medical Services is not acting as a Processor of Sponsor with
respect (o any other Personal Data processed by either Party under Agreement. Provider of Medical Sepdces shall
confinue to act as Data Contraller with respect to any medical records of Study subjscts maintained or created by
Provider of Medical Services as well as any ather Personal Data collected or generated by Provider of Medical
Sarvicas in the coursa of tha Sludy for the purpose of axercising indapandanl medizal judgment.

3. Use and Disclosure of Personal Data, Pravider of Medical Services' Processing of Persenal Data shall be governed
by the Agresment and the Protoool, which sets out the subject matter, duration, nature, and purpose of the
Processing, typa of Personal Data and categeries of date subjects, and obligations and rights of Sponsor as Data
Contrallar,

4.  Abb\ie Instructions. Provider of Medical Services, in its capacity as a Processor, ghall Process Personal Data only
in accordance with AbbVie's instructons and as nacessary o carry out an chligation under the Agreeament ar as
otherwlse required by applicable data protection law. Provider of Medical Services shall Process no more than the
mirimum amount of Parsonal Data necessary o perform the services under the Agreement, I Provider of Medizal
Services conskders that an instruction constilutes a breach of the GOPR or other applicable data protection law, 1
shall immediately inform AbbYie

5, HMotice and Consenl. Provider of Medical Services shall provide natice andfor collect consent to Study subjects in
the fiorm set forth in the Agreement, the Protocol, or as aotherwise specified by AbbVie, Provider of Medical Services
shall maintain record of provision of nolice and/or consant and provide such racord 1o AbbVie upon requesl.

G. Compliance wilh Applicable Law. Bolh Parlies agrea ko comply with all applicable law throughaol the tarm of lha
Agreement. Where applicable law may require Provider of Medical Services (o Process Personal Drata o a manner
nat foresean under the Agreemeant or Lhis Addendum, Provider of Madical Services shall prompily nolify AbbVie of
any required Processing. and accommodate reasonable efforis and requests by AbbVie to limit any such required
Frocessing,

7, Deta Proteciion Assistemce. Provider of Medical Services shall provide full and prompd cooperation with and
aszistance 1o AbbVie with respect to any data protection Impact assessments andior prior consuitations thatl may
be required In respect of Processing carmed out under the Agreement. Provider of Medical Services shall prompily
make avallable to AbbVie all information necessary to demonstrate compliance with this Addendum and applicalbie
law, and shall cocperale with relevant government authorilies upon request by AbbVie,

B, Privacy and Security Program. During tha tarm of this Agreemant, Provider of Medical Services will maintain a
comprehensive privacy and security program designed to ensure that Personal Data will only be Processed in
accordance with this Addendum and Articls 32 of the GOPR, including the appointmant of a data protection officar
as required by applicable law. Pravider of Medscal Services will implement 2ppropriate administrative, technical,
and physical security measures o protect Parsanal Data and ensure a level of security appropriate o the rsk for
the activilies contemplated under the Agreement. Provider of Medical Services agrees to regularly lest, assess
and avaluate the effectivanass of the measures for ensuring the sacurity of Procassing.

9. Ovarsight of Personnel. Provider of Medical Services shall ensure thal iis personnel engaged in the Procassing of
FPerzonal Data are informed of the confidential nature of the Personal Data, have received appropriate raining on
Lheir responsibilities, and have execuled whillen confidenliality agreemanls or are olherwise subject 1o prolessional
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obligatons of confidentiality. Provider of Medical Services shall ensure that such confidentiality chligabions survive
the termination of the personnel engagement, Provider of Medical Services shall ensure that access o Personal
Diata is limited to those personnel performing services in accardance with the Agreement,

10, Data Breaches. In the event of any actual or suspected security incident affecting Personal Data Processed by
Provider of Madical Services as a Processoer ol Abbvie (a "Data Security Incident™), Provider of Medical Services
shall;

a, wilhoul undue delay following discovery of such Dala Securily Incident. sand written notice of he
incident via e-mail to CSIRT@ABBWIE COM:

k. not make any siatements or nolifications about the Data Security Incldent to any individual affected
by the incident, the public ar any third party without AbbVie's prior writlen approval;

c. immediately take sleps to investigate and mitigate the Data Secunty Incident, including &l such sfeps
reasanably requested by AbbVie and, in conducling such Investigation and mitigation, Provider of
Medical Services shall reasonably cooperate with AbbVie; and

d. Provider of Medical Services will undertake remediation efforis including, if requested by AbbVie,
any notificalion obligations (using forms approved by AbbVie, at its sale axpansa).

11. Rights of Data Subjects. AbbVie receivas only key-coded (psaudonymized) Personal Data. The Parlies
agree that Provider of Medical Services shall manage requests from Study subjects for access, amendment,
transfer, blocking, or dedetion of Personal Data on behall of SponsonAbbVie. AbbVie may forward any
Personal Data reqguests from Study subjecis to Provider of Medical Sarvices. Provider of Medical Servicas
acknowledges that in order 1o maintain the integrity of Study results, the abllity to amend, block, or delele
Personal Data may be limited, in accordance with applicable law.

12, Notification of Inspection.  Provider of Medical Services agrees to promptty nofify AbbVie of any inspection or
audit by a government authonly concerning compliance wilh applicable law (o the exten] relaled o the
senvices provided under the Agreemant,

13 Cross-Border Data Trangfers. Provider of Medical Services shall not fransfer any Personal Data outside the
European Economic Area or Switzerand without express written approval from AbbVee. In the event Abb\Vie
requests Provider of Medical Services to fransfer Personal Data across national borders, and without prejudics
to the data sublect's rights, Provider of Medical Services agrees to consult with AbbVie to ensure the lawful
expor of Personal Data, the lerms of which may be cuflined in a separale agresmenl.

14, Retention; Retum and Desiruction. Provider of Medical Services agrees (o retain Personal Data received from
AbbVie or created on behall of Abb\Wie for only so long as necessary o conduct the services under the
Agreement or as may ofherwise be required under applicable law, Upon terminafion or expiration of the
Agreament, Provider of Medical Somvices agrees to returm of destroy all Personal Data received or created
pursuant to the Agresment, unless required to maintain any Personal Data pursuant fo the Agresment, the
Protocol, or applicable law. Provider of Medical Services agreas thal any Personal Data refained remain
subject 1o the requirements of this Addendum

15. Becords. Provider of Medical Services shall maintzin a written record of all Precassing activities as required
by Arficls 30{2) of tha GOPR and equivalent provisions of applicable dala prolection laws. Provider of Medical
Sarvices shall provide such written record to AbbVie prompily upon request and agrees that such writtan recond
may be submitted by AbbVie to relevanl government authortes.

16. Subprocessors. Provider of Medical Services agrees that all subprocessing agreements shall be in wriling and
the use of subprocessors shall reguire the pror written approval of AbbVie Subprocessors shall comply with
the terms of this Addendum, the Agreement. and the Protocol and be properly lralined on how 1o handie
Persanal Data. Provider of Medical Senvices shall be responsible for any noncompliance with the terms of this
Addendurm by any subprocessor. which noncompliance will constitule a breach as I committed direclly by
Provider of Madical Services.

17, Aydit. AbbVie or any agent, eprasentalive, or third party woerking on AbbVie's behalf, shall have the right ta
audit Provider of Medical Services during Provider of Medical Services’ normal business hours and on
reasonable nokice in order o maonitor compliznce with the terms of this Addendum. Each Farly shall bear its
own expenses in relation o such audit. 1 Prosider of Medical Services Is found to be in breach of the terms of
this Addendum and such breach is capable of cure, Provider of Medical Servicas will have five (5} days 1o tha
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cure the breach, If the breach is not cured within five (&) days or is incapable of cure, AbbVie has the right to
Immediately terminate (he Agreement withoul penalty,

18. Effect of Vielation, Failure to comply with amy provision of this Addendum shall cornsbtute a material breach of
the Agreement, Provider of Medical Services, in its capacity 8z a Procassor, will indemnify AbbVie against all
fines, losses or damages incurrad by AbbVie and Abbvie's afliiales, as a resull of Provider of Medical
Senvices', orits subprocessors, breach of this Addendum

19, Survival, The abligafiona of confideniiality and data privacy undar this Addendum will survive the lermination
andior expiration of lhe Agreementi
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PRILOHA B
i :
FPodminky tohole dodatky o Zpracovéni Ocajl [ Dodatek”) ptati a gou soussti Smicuvy, Y plipadé rozpony mezi

timio Dodalkem a Smiowvou s ohledem na Qsobni ddaje se uplatni a budou rozhodujlci podminky a definice loholo
Dodatk,

1. Definice. Pojmy uvedens velkymi plsmeny, kleré nejsou definovany jinzk v tomio Dodatku, maji vwznam uvedeny
va Bmlauvd. Pojmy uvedensd velkymi plsmeany, kilsrd nejsou definovany v lomio Dodatku nebo ve SmilouvEd, maj
vyznam uvedeny v naflzen (EU) 2018679 (Obecnd nailzenl o ochrand Gdaju) (LGDPR").

2. Rozsah., Smiluvnl strany bercu na védoml a souhlasl s tim, fe Zadavatel vystupuje fake Spravee Odaju a
Poskylovalel zdravolnich sluZeb vystupuje jake Zpracovatel ve velahu k Osobaim odajum Subjekli studie, kisnéd jsou
kddovany (peeudonymizovany ve farmulafich o zdznamech subjektl hadnoceni Poskytovatelem zdravatnich slufab
a paskylovany Zadavateli / spolecnosti AbbVie a ve zdrojové dokurmwentac shromazding a vybvofens Poskytovatelem
zdravotnich slufeb | Hlavnim zkoudejicim v souladu & Profokolam siudie, informovanym socuhlasem & Smiouvou A
delegovaly svd prava a savazky podle o Smiouvy na spoletnost AbbVie. S vyjimkou vySe uvedarnabo Poskytovatel
zdravotnich slufebh neplsobi v roli Zpracovalele Zadavatele ve vziahu k jakymkoll jingm Osobnim ddajim
zpracovavanym kleroukoli ze Smiluvnich siran téio Smiouvy. Poskyiovatel zdravolnlch sluzeb bude | nadale jednat
jaka Spravee Odajll we vetahu ke viem lekafshym zaznamdm Subjekin studie vedenych nebo wyivolenych
Poskylovatalem zdravotnich sluzeb, jakoZ i k jakymkoli dalsim Osobnim odapum shromaEdéenym nebo wvaranym
Foskytovatelem zdravatnich sluZeb v pribéhu Studie za Uéelem provadéni nezévisiého idkafského posouzen|

4 Powditi a zvefginéni Dsobnich tdall, Zpracovani osobnich udajo Poskylovatelem zdravotnich sledeb se Fidl fouto
Smiouvou a Pratokolem, kterd stanowi pfedmét, dobu irvani, povahu a ofel Zpracovani, typ Oscbnich ddaju a
kategorie datovych subjekit a povinnosti a prava Zadavatele jako Spravee odajl,

4_Insirukce spolefnost AbbVie Paoskytovatel zdravetnich slueh, v ramci funkce Zpracovaiele, zpracovava Osobni
Oape pouze v seuladu s pokyny spoledénosti AbbVee a podle potfeby pini zdvazek vyplyvajicl ze Smilouvy nebo jak je
vyZadovano pfisiuingm pravnim pfedpisem na ochrany ocsobnich ddajd, Poskylovalel zdravotnich sludeb zpracuje
nezbyving mnozstvi Osobnich Odajd nutngch pro provedeni sluZeb podle lato Smiouvy. V plipace, 2e Poskytovatel
zdravotnich sluZeh usowdi, Fa instrukce pledstavuji poruSeni GDPR nebo jinvch pfisludnych pravnich predpist na
ochranu osabnich Udajl, bude bez zbhyletnsho odkladu informoval spoledénost AbbVia.

5. Dznameni a souhlas. Poskylovabel zdravoinich sluzeb poskylne aznarmeni a'nebo ziska souhlas od Subjekil studie
ve farmé stanovend fouto Smiouvou, Protokolemn nebo podle jinvch pokynl spolednostl AbbVie.  Poskytovatel
Zdravolnich shuzeb bude udrzoval zasnamy o poskyinull cznameni alnebo soublas a poskylne lakowy zaznam na
vyZadani spolednost AbbVie,

6. Dodedovan| pflsiugnaho platného pravaihg pledpisy.  Obd Smilywvni strany souhlasl s tim, e budou dodriovat
vEechny piisludné pravni pledpisy po dobu plalnosti Smiouvy, Tam, kde piisluing pravni pledpisy mohou vy2adovat,
aby Poskytovated zdravotnich sluZeb zpracovaval Ogobni Udaje zpdsobem, ktery nenl stanoven ve SmiouvE nebo v
tomio Dodatku, bude Poskylovatel zdravatnich slufeb neprodlend informovat spaletnost AbbVie o jakémkoli
podadovaneém Zpracovani a vynalozi pfiméfeneg Osill ke spinéni poadavkl spolednosti AbbVie ve vztahu k omezen(
jakéhokoll takovdho pefadavanéha zpracovani.

T. Pomoc pfi ochrang Osobnich odajl. Poskyiovatel zdravotnich sluZed zajisti plnou a bezodkladnou soudinnost a
pames spelednest AbbVie s ohledem na vedkerd posouzeni dopadi na cchranu Udajl afmebo pledchozl kenzultace,
ktars mahou byt pozadovany v socuvislost 58 z2pracovanim provadanym podle této Smilouwy. Poskytovatal zdravatnich
gluZel neprodlend poskyine spolednosti AbbVie veskerd informace nezbying k prosazani sculadu s timto Dodatkem
a phislutnym pravnim pledpisem a na 2adost spolednost AbbYle bude spolupracovat s piisludagmi argany statni
Spravy

. Program scukromi 8 berpednosti. Po dobu plainasti télo Smiowvy bude Poskytovatal zdravatnich slufeb wdréavat
romplasni program ochrany scukromi a berpetnostl, klery zajisli. 26 Osobni Gdaje budou Zpracovdvany pouze v
souladu s timto Dodatkem a éldnkem 32 nafizenl GDPR, viatnd jmenovani aschy odpovidné za achranu caabnich
udau podle pozadavku piatngho praviniho predpisu. Poskiptovalal 2dravoinich sluzed implementuje viodna spravni,
technicka a fyzicka bezpednostni opatfeni na ochranu Osobnich Odajl a zajistl droven zabezpedtenl odpavidajicl
fizikdm pro cinnost predpokiadang podle Smlouvy. Poskyiovalel zdravolnich sluZeb se zavazuje pravidelns lastoval,
posuzavat a vwhodnocovat idinnost cpatfeni k zajigténi bezpecnosti zpracovani,

8. Dehled nad personalem. Poskylovalel zdravotnich sluzeb zajistl, aby jeho personzl, ktery se podili na Zpracevanl
O=obnich ddajd, byl informovan o ddeémd povaze Osobnich Odapl. aby byl Thdnd prodkolen o swich povinnostech a
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uzaviel pisemng dohody o dovémash nebo aby jinak podléhal profesnim zavazkom dovamosl,  Poskyltovatel
zdravotnich shuzeb zajistl, 2e takoveé zévazky divérosti budou pokradovel po ukonceni zapojen! persondlu,
Poskytovatel zdravolnich sluzeb zajisti, aby byl pFistup k Oscbnim udajum omezen na asoby, klard vwkonavajl sluZby
v souladu se Smiouvou,

10, Pomdenl odajl, ¥ pfipadé jakehokoli skutedného nebo suspekiniho bezpednostniho incidentu postinujiciho
Cobnl odaja rpracovavana Poskylovalelam zdravalnich sluzeb jako Zpracovalalem pro spolednosl AbbWie

(Ancident tykalic se bezpednosti dat’), Poskytovatel zdravoeinich shiteb:

a,  ber zbviedného odkladu po zjEténl incidentu tvkajiciho se bezpednosti dat, odesle pisemné oznameni
o incidenlu na adresu CSIRT@DABBYIE.COM;

b, neudni zadme prohidseni nabo ozndmeni o mcidentu Wykajicing se bezpedtnost dat 28dnd asobé doléans
incidentern, vefejnosti ani ffati sirand bez pfedchoziho pisemného souhlasu spoleénosti AbhVie,

o, neprodlend podnikne kroky k prodetfenl a zmimén| incidentu tykajiciho se zabezpedeni dat, vieing
viech takowych krokd, kierg spolechnost AbbVie plimérend wZadupe, a phi provadéni takového
wydatfovani a zmirfovani bude poskytovatel pfiméfend spolupracovat s2 spolefnostl AbbVie a

d. Poskytowvatel zdravatnich slufeb podnikne kroky k napravd, vietng, pokud o to spolefnost AbbVie
pozada, veikaré oznamaovach povinnosti (s pouditim formulan schvalanych spolacnosti Abbvie, a o na
vlasini naklady)

11, Prava datowech subsesit. Spoletnost AbbVie obdrdl pouze xddovane (psewdoancnymizované) Oscbnl ddaje,
Smiuwni slrany se dohodly, 28 Poskytovatel zdravatnich sluzeb bude spravovat fadosti Subjektd studie o plistup,
zmeénuy, pfeved, blokovEni nebo wymazani Osobnich ddajl jménem Zadavatele [ spoladnosti AbbVie. Spolednost
AbbVie miFa piedat jakékoli pofadavky Subjekbn studie tykajici ss Osobnich odajo k wyiizeni Poskytovatali
zdravotnich shuieh. Paskyiovate! zdravolnich sluZeb bere na vEdomi, Ze za Gelem zachovani Integrity wysledk
Studie miZe byl v souladu & platngrmi pravnimi pfedpisy omezena modnost zmény, zablokovani nabo vwmazani
Osobnich adajdl,

12, Oznameni o inspekci, Poskyiovated zdravotnich siufeb se zavazuje neprodieng informovat spaleénost AbbVie o
jakakod inspekel nebo audilu 28 strany statnino oradu ykajicihs se dodrzovani pladmpch pravmich predpisi v razsahbu
souvisejicim sg sluZbami poskytovamymi na zakiadé Smilowy,

13, Plencs (dall do zahraniil. Ber wyslovného pisemného souhlasu spolednost AbbVie nesmi Poskytovatel
rdravotnich slufeb plevadet #adné Oscbni odaie mima Evropsky hospodaisky prostar nebo Swjoarsko. V piipadé,
Ze spoletnost AbbVie poZada Poskviovatele zdravotnich sluzeh o pfadanl OQsobnich Odaje do zahraniél, a aniz by tim
byla doiEena prava subjekil udajl, Poskytovalel zdravoinich sluzeb souhlasi = lim, 2e bude konzultowvel s& spolacnasti
AbbVie postup, aby byl zajiftén plenos Osobnich ddajd v souladu g platnymi pranimi phedplsy, pfidem podminky
takowabo prencesu mohau byt uvedeny v samaosiaineg siiouvd.

14, Uchowvdni; vraceni a likvidace, Poskylovatel zdravolnich slufeb se ravazuje uchovdval Osobni Odaje plijaté od
spolednost AbbYie nebo vytvofené menem spolednosti AbbVie pouze tak diouho, jak je to nezbying pro poskyicwan(
slufab podie Smiouvy nebo v pripads, 2e by o jinak wiadoval platny prévini predpis. PR ukondani nebo zaniku
Smilouvy se Poskytovate! zdravoinich sluZeb zavazuje wratit nebo znidt vSechny Osobnl Gdaje phijate nebe vwivoleng
v souladu se Smioweon, ladaze by mél povinnost uchovaval Osobni odaje dle podminak Smicuvy, Protokalu nebo na
Zaklads pflstusného pravniho pledpisu, Poskytovatel zdravetnich slueb souhlasi, 2e jakékoli archivovand Osobnl
udaga i nadale podiaha)l poZadavkiom tohate Dodatku.

15. Zaznamy. Poskytovatel zdravatnich sluzeb je povinen veésl plsemne ziznamy o viech akbvitach tykajicich se
Zpracovani Odajg, jak o vydaduje £ 30 odst 2 natizeni GOPR a odpovidajicl ustanoveni platngch pravnich pledpisd
na ochrany osobnich Gdajl. Paskylovatel zdravoinich sludeb je povinen poskylnout plsemny zdznam spolednost
AbbVie nepraodlend na vwwiadani a souhlasi s tim, aby spolednost Abb\Vie mohla tento pisemny ziznam pledat
pristusmgm slatnim arganim,

18, Subdodavaleld spracovan udap. Poskytovatel sdravolnich siuZeb souhfasi s Um, 2e vsSechny smbouvy o
zpracovani zo strany subdodavateld musi oyt plsemng a pouit subdodavatell zpracovani wiaduje pfecchozl
pisemny soublas spoledénost AbbVie, Subdodavalald zpracovani Gdajd musi dodriovat podminky toholo Dodatku,
Smiouwy a Protokolu @ mousl byt Fadné vySkolen! chiedng zpdscbu zpracovan! Oscbnlch ddaji.  Poskytovatel
rdravotnich sluZeb je zodpovéadny za jakékoli nedodrzani podminek toholo Dodatku klerymkodi subdodavateiem
II:rfEc:t::ﬁ.ranf uda)d, ehod necodrien! bude znameanat porsden, jako by s& ho dopustil plimo Poskylovatel zdravotnich
sludeb,
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17 Audil Spofednost Abbvie nebo jakykoll je)l zaslupoe nebo thell strana, jednajic jménem spolednosti Abbvie, ma
prava provadat audit o Poskytavatale zdravatnich slufeb béham béné pracovnl doby Poskytovatale zdravolnich
sluZeb a na zakladé piméfenéd dorufendého oznameni o fakovem audity g cllem owéfeni dodriovani podminek tohoto
Dodatu. Kakda Smiuvnl strana ponese své viastnl vwwdaje v souvisicel s takovym auditem. Pokud se zistl, 2e
Poskytovatel zdraveinich sluZeb porgil podminky iohoto Dodatku a takeve porugeni je modne napravit, bude mit
Poskylovalal zdravatnich sluzeb pal {(5) dnu na napravu lakoveho poruseni. Mani-li poruseni wiedeno do peli (5} dno
neba nenl-i meZné jef vyfesit, ma spolednest AbbVie pravo bez dalitho posting odstoupit od Smlouwy,

18, Uinek poniden, Nedodrfen| jakéhokoll ustanoven! lohoto Dodatku pledstavuje podstatné ponudeni Smiauvy,
Paskylovatel zdravolnich sluZeb, v rameai pisobnosti Zpracovalals, odikodni spolednos! AbbVie za viachny pokutby,
ztraty nebo Skody venlkls spoletnost) AbbVie o pldraenym spoleénostem AbbVie ¢ disledsu porusent tahoto
Dodalku ze strany Poskytovalse edravolnich sluzet nebo paha subdodavalald,

19. Pokradujici plainost. Zavacky Wykajici se divérmosti 2 soukromi Odajld podle iohaolo Dodatku budou nadale trval |
po ukonéeni plainost a/nebo uplynutl Geinnost Smiouy,
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