Fakultni nemocnice u sv. Anny v Brné
P16-831,COSMOS

SMLOUVA O POSTMARKETINGOVE OBSERVACNI STUDII

AbbVie s.r.o. se sidlem Metronom Business Center, Bucharova
2817/13, 158 00 Praha 5 Nové Butovice, Ceska republika, IC:
24148725, DIC: CZ24148725, zastoupena jednatelem MUDr.
Branislavem Trutzem (,AbbVie®) si timto zajiStuje sluzby Fakultni
nemocnice u sv. Anny v Brné, Pekarska 664/53, 656 91 Brno, Ceska
Republika, ICO: 00159816, zastoupena MUDr. Martinem Pavlikem,
Ph.D., DESA, EDIC (,Poskytovatel zdravotnich sluzeb®) v souvislosti
s postmarketingovou observaéni studii (,Studie”), kterou provadi

(,ZkouSejici“) spole€nost AbbVie za
nasledujicich podminek a nalezitosti:

Datem platnosti této Smlouvy o klinickém hodnoceni je datum jejiho
podpisu v§emi smluvnimi stranami a datem ucinnosti této Smlouvy
je den zvefejnéni této Smlouvy v souladu s pFisluSnymi
ustanovenimi prava Ceské republiky, ve smyslu niZze definovaném v
¢lanku [ 9] (,Datum a¢innosti”).]

1. Vypracovani Studie. Poskytovatel zdravotnich sluzeb bere na
védomi a souhlasi, ze ZkousSejici provede studii v souladu s
podminkami této smlouvy o postmarketingové observacni studii

(,Smlouva“) a za pfisného dodrzeni P16-831 COSMOS
(,Protokol), ktery vSak AbbVie mlize ob¢as pisemné
novelizovat. Predpokladany zacatek studie je planovany na

leden 2018, pfedpokladany konec studie je planovany na
prosinec 2018. Mistem vykonu studie bude I. neurologicka
klinika, Fakultni nemocnice u sv. Anny v Brné, Pekaiska 664/53,
656 91 Brno, Ceska republika.

2. ZkouSejici; kontaktni osoby ve spole€nosti AbbVie. Kontaktni
osobou ve spole¢nosti AbbVie bude Mg
Metronom Business Center, Bucharova 2817/13, 158 00 Praha
5 Nové Butovice, Ceska republika, tel. + , NIS
koordinator nebo kdokoliv, koho AbbVie pisemné urci. Kontaktni
osobou pro spole¢nost AbbVie u Poskytovatele zdravotnich
sluzeb bude ZkouSejici . L
neurologickd klinika, Fakultni nemocnice u sv. Anny v Brné,
Pekarska 664/53, 656 91 Brno, Ceska republika.

3. Splnéni zakona. Poskytovatel zdravotnich sluzeb musi zajistit,
aby Zkousejici proved! studii v souladu se vSemi pfisluSnymi
zakony, predpisy, smérnicemi a pravidly Ceské republiky,
v€etné avSak bez omezeni mistni legislativy zavadéjici
smeérnice EU 2001/20/EC o klinickém hodnoceni. V pfipadech,
kdy to vyzaduje pfisluSné pravo, AbbVie se zavazuje zajistit,
aby provedeni studie odsouhlasila opravnéna nezavisla Eticka
komise (,JEC"). ZkouSejici je povinen ziskat od subjektu
hodnoceni (,Subjekt) pfed zahajenim jeho ucasti ve studii
schvaleni subjektu (,Souhlas®) pro pouziti/zvefejnéni udaju
doprovazenych pfislusnou dokumentaci, a to vSe v podobé
vyzadované smeérnicemi spoleCnosti AbbVie, které jsou
vyloZzeny v Protokolu a v podobé, kterou odsouhlasila IEC, je-li
to vyzadovano (,Informovany souhlas®). ZkouSejici se zavazuje,
Ze ohlasi (i) okamzité (ne vice nez 24 hodin) vSechny zavazné
nezadouci pfihody spolecnosti AbbVie a (ii) béhem jednoho (1)
kalendainiho dne v8echny ostatni nezadouci pfFihody
specifikované protokolem, které se mohou vyskytnout bé&éhem
studie. Je-li to vyZadovano prislusnym zakonem Ceské
republiky, nahlasi to rovnéz pfislusnym organtim. Bude-li to
spolec¢nost AbbVie vyzadovat, musi ji Poskytovatel zdravotnich
sluzeb nebo Zkousejici okamzité zpfistupnit ty zaznamy, které
mohou byt nezbytné a relevantni pro vySetfeni vzniklych
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POST-MARKETING OBSERVATIONAL STUDY
AGREEMENT

AbbVie s.r.o. located at Metronom Business Center, Bucharova
2817/13, 158 00 Praha 5 Nové Butovice, Czech Republic,
represented by Branislav Trutz, MD, General Manager and
Executive (“AbbVie”) hereby retains Fakultni nemocnice u sv.
Anny v Brné, Pekarska 664/53, 656 91 Brno, Ceska Republika,
ICO: 00159816, represented by MUDr. Martin Pavlik, Ph.D.,
services”

DESA, EDIC (“Provider of medical rovide

services in relation to the conduct by

(“Investigator”) of a Post-Marketing Observational Study (the
“Study”) valid as of the date this Post-Marketing Observational
Study Agreement is fully executed, and effective as of the day
of this Agreement’s publication in accordance with applicable
Czech law, as stated below in Section [ 9 ] (the “Effective
Date”). on the following terms and conditions:

1. Conduct of Study. Provider of medical services shall
ensure that Investigator conducts the Study pursuant to the
terms of this Post Marketing Observational Study
Agreement (the “Agreement”) and in strict adherence to the
Protocol P16-831 entitled “ COSMOS* (the “Protocal”), as
the same may be amended from time to time in writing by
AbbVie. The expected start of the study is scheduled for
January 2018, the expected end of the study is scheduled
for December 2018. The study will be conducted at I.
Neurology Clinic, Fakultni nemocnice u sv. Anny v Brné,
Pekarska 664/53, 656 91 Brno, Czech Republic.

2. Investigator; AbbVie Contacts. Provider of medical
services’s contact at AbbVie will be Mgr.
Metronom Business Center, Bucharova 2817/13, 158 OO
Praha 5 Nové Butovice, Ceska republika, tel. +

, NIS coordinator, or whomever AbbVie may
designate in writing. AbbVie's contact at Provider of
medical services will be | EGTGTNINGEGEGGEE . '
Neurology Clinic, Fakultni nemocnice u sv. Anny v Brné,
Pekarska 664/53, 656 91 Brno, Czech Republic.

3. Compliance with Law. Provider of medical services shall
ensure that Investigator conducts the Study in accordance
with all applicable laws, regulations, guidelines and rules,
including, without limitation, local legislation implementing
EU Clinical Trial Directive 2001/20/EC as the same may be
amended from time to time, as well as all other applicable
mandatory rules, regulations and guidelines that might be
enacted in the future. Where required by applicable law,
AbbVie shall ensure that the competent Independent Ethics
Committee (“IEC”) agrees to the conduct of the Study.
Investigator shall ensure that Investigator obtains from
each subject treated during the Study (“Subject”), prior to
the Subject's participation in the Study, Subject
Authorization (Consent) for Use/Disclosure of Data
accompanied by appropriate documentation, all in a form
required by AbbVie's guidelines therefor set forth in the
Protocol and in a form approved by the IEC, if required,
(“Informed Consent”). Principal Investigator shall report (i)
immediately (no later than 24 hours) all serious adverse
events, and (ii)) within one (1) calendar day all other
adverse events as applicable to the Protocol, that may
occur in the course of the Study to AbbVie and, if required
by the applicable law of Czech Republic, to the competent
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nezadoucich pfihod. Zkou$ejici dale musi ohlasit béhem
dvaceti¢tyf hodin (24) spolecnosti AbbVie veskeré pfipady
otéhotnéni subjektu, které by nastaly b&éhem studie.

Predkladdani zprav o postupu. Na vyzadani spole¢nosti AbbVie
musi ZkouSejici pfedloZit ustni pfipadné pisemné zpravy o
postupu studie. Do C&tyficeti péti (45) dnl po ukonéeni nebo
pfed€asném ukonceni studie musi ZkouSejici na naklady
spole¢nosti AbbVie vratit spole¢nosti AbbVie vSechny Cditelné
vyplnéné CRF (case report forms), pouzité i nepouzité CRF a
vSechny udaje, které doposud spolecnosti AbbVie nebyly
predany, a vSechny udaje, zpravy a dalSi informace vzniklé ve
spojeni se studii, jakoz i dal$i materialy a informace, které
poskytla spole€nost AbbVie, pokud AbbVie pisemné neurci
jinak. AbbVie poskytne Poskytovateli zdravotnich sluzeb kopii
zavéreCné zpravy o studii béhem jednoho (1) roku od data
posledni navstévy subjektu studie.

Audit studie, uchovavani zaznami. Poskytovatel zdravotnich
sluzeb musi béhem studie umoznit spole¢nosti AbbVie pFistup
k auditovanym zaznamdm a Gdajim vztahujicim se ke studii.
Nehledé na zavazky uchovavat Iékaifské zaznamy vyplyvajici ze
zakona, musi Poskytovatel zdravotnich sluzeb uchovat vSechny
podstatné dokumenty alespori deset (10) let od dokonceni
studie a nesmi vymazat podstatné dokumenty z evidence
Poskytovatele zdravotnich sluzeb, aniz by k tomu spolecnost
AbbVie pfedem poskytla pisemny souhlas. Pro ucely této
smlouvy bude pojem ,Essentials documents" znamenat
jakykoliv dokument nebo soubor v materialni nebo nematerialni
podobé, ktery obsahuje data a informace vztahujici se ke studii.

Spole¢nost AbbVie bere na védomi a souhlasi, Ze zdravotnicka
dokumentace pacientl zarazenych do této Studie je a i po
ukondéeni_Studie zustava majetkem Poskytovatele zdravotnich
sluzeb.

Spoleénost Abbvie je povinna _informovat Poskytovatele
zdravotnich sluzeb (Oddéleni klinickych studii) o datech
planovanych iniciaénich, ukonéovacich a auditnich navstév, a to
e-mailem na adresu trials.icrc@fnusa.cz. Tuto informaci je
spole€nost AbbVie povinna Poskytovateli zdravotnich sluzeb
poskytnout alespori 3 dny pfed planovanou navstévou.
Spoleénost AbbVie souhlasi, Ze se téchto navstév bude
v pfipadé potreby ucastnit kromé ZkouSejiciho i dalSi povéreny
pracovnik Poskytovatele zdravotnich sluzeb.

Nahrada.

a) Se zietelem k plnné vykonanym sluzbam Poskytovatelem
zdravotnich sluzeb a Zkousejicim dle této Smlouvy musi
AbbVie zaplatit Poskytovateli zdravotnich sluzeb Castku
dle platebni tabulky nize (,Rozpocet”), ktera je uvedena
v pfiloze A a Hlavnimu zkouSejicimu, ktera je uvedena
v priloze B a je nedilnou soucasti této smlouvy. Veskeré
platby budou provedeny v souladu s podminkami pfilohy
A a B a to pouze po podepsani této smlouvy vSemi
zucastnénymi stranami. Strany ocekdavaji, Zze ZkouSejici
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authorities. Provider of medical services or Investigator
shall promptly make available to AbbVie such records as
may be necessary and pertinent to investigate any such
adverse events, if requested by AbbVie. In addition,
Investigator shall report within twenty-four (24) hours to
AbbVie all Subject pregnancies that may occur in the
course of the Study.

Delivery of Progress Reports, Etc. Upon the request of
AbbVie, Investigator shall submit oral and/or written reports
on the progress of the Study. Within forty-five (45) days
following the completion or premature termination of the
Study, Investigator shall furnish AbbVie, on its expenses,
with all appropriately completed, readable case report
forms (“CREs”), used and unused CRFs, and all data,
reports and other information generated in relation to the
Study, as well as all other materials and information
provided by AbbVie, unless AbbVie directs otherwise in
writing. AbbVie will provide Provider of medical services
with a copy of a final Study report within one (1) year of the
date of last Subject’s final Study visit.

Auditing of Study, Record Retention. During the Study,
Provider of medical services shall permit AbbVie access to
audit records and data relating to the Study.
Notwithstanding the statutory obligations under the law to
retain medical files, Provider of medical services shall
retain all essential documents for at least ten (10) years
after the completion of the Study and shall not delete
essential documents from Provider of medical services’s
files without AbbVie's prior written consent. For the
purposes of this Agreement the term "essential documents”
shall mean any document or file in tangible or intangible
form containing data and information related to the Study.

AbbVie acknowledges and agrees that medical
documentation of the patients enlisted in this Study is and
shall remain after termination of the Study property of the
Provider of medical services.

Abbvie must inform the Provider of medical services
(Clinical Studies Department) on the dates of planned
initiation, termination and audit visits and also via e-mail at
trials.icrc@fnusa.cz. AbbVie must provide notice of such
visits to the Provider of medical services at the latest 3
days before each planned visit. AbbVie agrees that if
needed, these visits will be carried out with participation of
an authorized employee of the Provider of medical services

in addition to the Investigator.

Compensation.

a) In consideration for full performance of Provider of
medical services’'s a Investigator's  services
hereunder, AbbVie shall pay to Provider of medical
services as per the Study budget ( the “Budget”)
attached hereto as Exhibit A and to the Principal
Investigator as per the Study budget ( the “Budget”)
attached hereto as Exhibit B and incorporated
herein. All payments will be made according to the
terms of Exhibit A and Exhibit B only after all parties
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zahrne do studie nejvy$e 15 Subjektu.

b) K zavére¢né platbé bude pfilozeno finanéni odsouhlaseni
provedené spolecnosti AbbVie. Jestlize z odsouhlaseni
vyplyne, Ze celkova Céstka, kterou zaplatila spole€nost
AbbVie je niZ8i nez Castka, na kterou ma Poskytovatel
zdravotnich sluzeb &i ZkouSejici narok dle této Smlouvy,
musi AbbVie uhradit nezaplacenou splatnou ¢astku.
Jestlize ma AbbVie pravo na vraceni pfedem zaplacenych
odmén nebo preplatkli, musi Poskytovatel zdravotnich
sluzeb pfisluSnou ¢astku vratit spole¢nosti AbbVie na
adresu: Metronom Business Center, Bucharova 2817/13,
158 00 Praha 5 Nové Butovice, Ceska republika. Jestlize
z odsouhlaseni vyplynou jakékoliv platby splatné jednou
stranou strané druhé, musi byt uhrazeny béhem Ctyficeti
péti (45) dnG od vyrozuméni a vystaveni faktury na
splatnou c&astku. Jakékoliv uhrady spole€nosti AbbVie
musi byt opatfeny priivodni dokumentaci.

c) Poskytovatel zdravotnich sluzeb souhlasi s tim, ze v
pfipadé sporu ohledné odsouhlaseni dokumentace
doprovodnych naklad vzniklych podle této smlouvy ze
strany  spole¢nosti  AbbVie nemlze  Poskytovatel
zdravotnich sluzeb béhem dosud nevyfeSeného sporu
neposkytovat Udaje a informace, protoZe neposkytnuti tdaja
by mohlo zplsobit nenapravitelnou $kodu na studii.

d) Strany souhlasi s tim, ze ¢astka na platby uvedena v této
smlouvé predstavuje objektivni trzni cenu za sluzby,
s jejichz poskytnutim Poskytovatel zdravotnich sluzeb
souhlasi, a Ze tato ¢astka nebyla stanovena zpusobem,
ktery by bral v ivahu objem nebo hodnotu pacientli nebo
obchodnich pFipadd uzavienych jinak mezi
Poskytovatelem zdravotnich sluzeb a spole¢nosti AbbVie.

e) Spole¢nost AbbVie a Poskytovatel zdravotnich sluzeb timto
pro ucCely zvefejnéni této Smlouvy, a to v souladu s
ustanovenimi zakona ¢&. 340/2015 Sb. o registru smluv,
souhlasi, ze celkova olekavana odména za provedeni
Studie ¢&ini: 362 500 K¢.

Duvérnost. Béhem ucinnosti této Smlouvy a po dobu deseti let
(10) let po jejim ukonceni, Poskytovatel zdravotnich sluzeb,
zaméstnanci Poskytovatele zdravotnich sluzeb, zejména
ZkouSejici, zéastupci, subdodavatelé a pobocky (,ZuCastnéné
strany”) nesméji zverejnit divérné informace bez pfedchoziho
pisemného souhlasu Spole¢nosti AbbVie s vyjimkou pfipadd,
kdy to vyzaduje zakon. Zavazky duvérnosti a nepouziti tykajici
se vyzkumu, vyvoje nebo vyrobnich procesu, které byly
oznaceny jako obchodni tajemstvi spolecnosti AbbVie, pfetrvaji
na neurcitou dobu bez ohledu na vySe uvedené. Poskytovatel
zdravotnich sluzeb a Zkousejici musi pfijmout veSkera vhodna a
pfiméfena opatfeni na ochranu Davérnych informaci pred
neopravnénym zvefejnénim Zucastnénych stran a Poskytovatel
zdravotnich sluzeb a ZkouSejici budou spole¢né a nerozdilné
odpovidat za jakékoliv poruSeni zavazku divérnosti podle této
Smlouvy témito osobami. ,Divérné informace® zahrnuji veskeré
informace poskytnuté spoleCnosti AbbVie Zucéastnénym
stranam vcetné a nikoli pouze Protokolu, CRF a v§ech informaci
tykajici se spoleCnosti AbbVie a Studie, které spole¢nost
AbbVie zpfistupnila Poskytovateli zdravotnich sluzeb a
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have signed this Agreement. Investigator shall not
enroll more than 15 Subjects in the Study without
AbbVie’s prior written approval.

b)  The final payment will be accompanied by a financial
reconciliation performed by AbbVie. If the total
amount AbbVie has paid is less than the amount to
which Provider of medical services or Investigator is
entitled hereunder as revealed by the reconciliation,
AbbVie shall pay the outstanding amount due. If
AbbVie is due a refund for any unearned fees or
overpayments, Provider of medical services shall
remit the amount of such refund to AbbVie at:
Metronom Business Center, Bucharova 2817/13, 158
00 Praha 5 Nové Butovice, Czech Republic. Any
payments due from one party to the other pursuant to
the reconciliation shall be made within forty-five (45)
days of the notice and invoice of amount due. Any
refunds to AbbVie shall be accompanied by
supporting documentation.

c) Provider of medical services agrees that in the event
of a dispute regarding AbbVie’'s approval of
documentation supporting costs incurred under this
Agreement, data and information from Provider of
medical services cannot be withheld pending
resolution of the dispute because withholding of data
may cause irreparable harm to the Study.

d) The parties agree that the amount for payments
discussed herein represents the fair market value for
the services that Provider of medical services has
agreed to render and has not been determined in any
manner that takes into account the volume or value of
any referrals or business otherwise generated
between Provider of medical services and AbbVie.

e) AbbVie and Provider of medical services hereby
agree that for purposes of publication of this
Agreement in accordance with 340/2015 Coll. Act on
Register of Contracts, the anticipated total
compensation for the Study is the following: 362 500
CzK

Confidentiality. During the term of this Agreement and for a
period of ten (10) years thereafter, Provider of medical
services, Provider of medical services’'s employees,
including but not limited to Investigator, agents |,
subcontractors and affiliates (collectively, “Receiving
Party”) shall not disclose Confidential Information without
AbbVie’s prior written consent, except as required by law.
Notwithstanding the foregoing, obligations of confidentiality
and non-use with respect to research, development, or
manufacturing processes, identified as trade secret by
AbbVie will survive indefinitely. Provider of medical
services and Investigator shall take all appropriate and
adequate measures to protect Confidential Information
from unauthorized disclosure by Receiving Party and
Provider of medical services and Investigator shall be
jointly and severally responsible for any breach of
confidentiality obligations under this Agreement by such
entities. “Confidential Information” shall include any
information provided to Receiving Party by or on behalf of
AbbVie, including but not limited to the Protocol, CRFs, and
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ZkouS$ejicimu nebo které vznikly jako vysledek provadéni
Studie. V pfipadech, kdy je zvefejnéni vyzadovano ze zakona,
musi Poskytovatel zdravotnich sluzeb v&as informovat
spole¢nost AbbVie a vynalozit veSkeré pfiméFfené usili na to,
aby omezilo toto zvefejnéni a aby zachovalo v maximalni
mozné mife duvérnost téchto Duvérnych informaci. Kromé toho
musi Poskytovatel zdravotnich sluzeb spole¢nosti AbbVie
umoznit, aby se pokusila omezit toto zvefejnéni pomoci
pfisluSnych pravnich prostfedkd. Zucastnéné strany nesmi
pouzit Duvérné informace pro jakykoliv jiny ucel, nez je
stanoveno v této Smlouvé. V pfipadé, Zze Poskytovatel
zdravotnich sluzeb bude povinen zvefejnit jakoukoli ¢ast této
Smlouvy, zavazuje se, Ze vyrozumi spole¢nost AbbVie pred
jakymkoli takovym zvefejnénim a umozni spole¢nosti AbbVie,
aby redigovala jakékoli citlivé informace obchodni povahy,
zejména informace povaZzované smluvnimi stranami za
obchodni tajemstvi.

Duavérnost Subjektu, Ochrana udaju.

a) Poskytovatel zdravotnich sluzeb zaruéuje, Ze instituce a
zkousejici splni v8echny pfislusné pravni pozadavky a
zavazky s ohledem na osobni Udaje subjektu (,Osobni
udaje®), bez omezeni veSkerych smérnic tykajicich se
ochrany soukromi nasledné pfijatych Evropskou komisi,
pfisluSnou narodni provadéci legislativou, a touto
smlouvou. Za o0sobni Udaje se povazuje informace
identifikujici Zijiciho jedince nebo uUdaje v kombinaci s
dal$imi informacemi identifikovatelné s zijicim jedincem,
zahrnujici subjekty studie a dal$i jednotlivce ucastnici se
studie nebo sni spojené, a veskeré dalSi informace
definované jako osobni udaje v pfislusnych zakonech o
ochrané dat nebo takovymi zakony jinak chranéné.

b) Smluvni strany jsou povinny v pribéhu Studie i po jejim
ukon&eni dbat podle pfislugnych pravnich predpisti Ceské
republiky a Evropského spoleenstvi na ochranu osobnich
Udaju a informaci o osobnich pomérech subjektl
hodnoceni zafazenych do Studie.

c) Vpfipadech, kdy Poskytovatel zdravotnich sluzeb
pfipadné zkousejici shromazduji, uchovavaji, zpracovavaji
nebo zvefejhuji osobni Udaje, pfi plnéni zavazkl dle této
smlouvy tak sméji ¢init pouze v souladu s touto smlouvou.
ZkouSejici se zavazuje, ze ziska pisemny souhlas vSech
subjektu k pouziti, zpracovani, uloZeni nebo pfenosu jejich
osobnich dat. Tento souhlas bude ziskan na zakladé
podpisu informovaného souhlasu v Oddile 3. Jestlize
subjekt neposkytne souhlas k pouZiti, zpracovani, ulozeni
nebo pfenosu svych osobnich dat, ZkouSejici neni
opravnén pouzivat, zpracovavat, ukladat nebo prenaset
tyto osobni udaje spole¢nosti AbbVie, jeji pobocce nebo
jakékoliv treti strané.

d) Kazda strana bude odpovédna za ziskani a udrzovani
vSech registraci a ziskani vSech opravnéni a povoleni pro
zpracovani osobnich Udajd, jestlize to vyzaduje pfislusna
narodni legislativa a pfislusny zakon Ceské republiky a
Evropského spole¢enstvi. Poskytovatel zdravotnich sluzeb
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all information concerning AbbVie and the Study disclosed
to Provider of medical services and Investigator by AbbVie
or developed as a result of conducting the Study. Where
disclosure is required by law, Provider of medical services
shall timely inform AbbVie and use all reasonable efforts to
limit the disclosure and maintain the confidentiality of such
Confidential Information to the extent possible. In addition,
Provider of medical services shall permit AbbVie to attempt
to limit such disclosure by appropriate legal means.
Receiving Party shall not use the Confidential Information
for any purpose other than that indicated in this Agreement.
Should Provider of medical services be required to publish
any part of this Agreement, Provider of medical services
shall notify AbbVie prior to any such publication and shall
permit AbbVie to redact any business sensitive information,
including but not limited to, any information considered by
the parties to be a business secret.

Subject Confidentiality; Data Protection.

a) Provider of medical services warrants that Provider of
medical services and Investigator will comply with all
applicable legal requirements and obligations
regarding Subject personal data, (“Personal Data”)
including, without limitation, all privacy-related
directives subsequently adopted by the European
Commission, applicable national implementing
legislation, and this Agreement. Personal Data shall
mean information identifying or, in combination with
other information, identifiable to a living individual,
including Study Subjects and other individuals
participating in or associated with the Study, and any
other information defined as personal data in or
protected otherwise by the applicable data protection
laws.

b) The Contracting Parties must in the course of the
Study and after its completion observe the legal
regulations applicable in the Czech Republic and
European Union concerning protection of personal
data and information on the personal conditions of the
Subjects enlisted in the Study.

c) Where Provider of medical services and/or
Investigator collects, retains, processes or discloses
Personal Data in performing obligations under this
Agreement, Provider of medical services and
Investigator shall only do so in accordance with this
Agreement. Investigator shall obtain the written
consent of all Subjects to use, to process, to store or
to transfer their Personal Data. This consent will be
obtained by means of signing the Informed Consent
referenced in Section 3. If the Subject does not give
her/his consent to the use, the processing, the
storage or the transfer of her/his Personal Data,
Investigator shall is not allowed to use, to process, to
store or to transfer this Personal Data to AbbVie and
its affiliates or to any third party.

d) It shall be the responsibility of each party to effect and
maintain all registrations and obtaining all licenses
and permits, if required by applicable national
legislation and applicable law of Czech Republic and
European Union, for the processing of Personal Data.
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a zkouSejici musi pfijmout pfislusna technicka a
organizatni  opatfeni, aby zabranili  jakémukoliv
neopravnénému nebo nahodnému uziti, pfFistupu nebo
zpracovani osobnich Gdaji a musi ihned informovat
spole¢nost AbbVie o jakémkoliv neopravnéném pfistupu
k osobnim udajim nebo o jejich zvefejnéni (,Poruseni
bezpec€nosti“) a poskytnout spole¢nosti AbbVie veskerou
pfiméfenou pomoc, aby bylo poruseni bezpecnosti
napraveno. V pfipadé, Ze prFislusné zakony Ceské
republiky a Evropského spoleCenstvi na ochranu udaju
vyzaduji daldi smlouvy nebo zavazky véetné& smluv o
mezinarodnim pfenosu dat, Poskytovatel zdravotnich
sluzeb pfipadné zkouSejici se zavazuji zajistit, aby
vSechny nezbytné smlouvy byly zavedeny a uplatiiovany
po celou dobu platnosti této smlouvy.

e) ZkouSejici timto souhlasi, ze pro spole¢nost AbbVie a jeji
poboCky bude shromazdovat &i jinak zpracovavat osobni
udaje jim poskytnuté pro ucely jakéhokoliv nezbytného
sdileni s regulaénimi Ufady a pro pouZiti spole€nosti
AbbVie a jejimi poboCkami vztahujici se k této smlouvé.
ZkousSejici souhlasi a bere na védomi, Ze spole€nost
AbbVie a jeji pobocky mohou poskytnout tyto osobni udaje
ostatnim AbbVie pobo¢kam, regulaénim Gfadim a
jakymkoliv tfetim stranam, které mohou byt pro tyto ucely
vyuzity regulacnimi ufady vjinych zemich vcetné
Spojenych statd, a bere na védomi, Ze tyto dal$i zemé
mozna neposkytuji stejnou uUroven ochrany udaji jako
zakony v Ceské republice.

Publicita. Zadna ze stran nesmi pouZit jméno druhé strany
v zadné propagaci, reklamé& nebo oznameni bez pfedchoziho
pisemného souhlasu této druhé strany. V souladu s
predchazejici upravou, Poskytovatel zdravotnich sluzeb timto
souhlasi, ze na zakladé podminek uvedenych v ¢lanku 6 této
Smlouvy, zvefejni tuto Smlouvu v Registru smluv na
www.smlouvy.gov Vv souladu s podminkami zakona ¢&. 340/2015
Sb., o registru smluv (“Zakon”), a to do deseti (10) pracovnich
dnd od podpisu této Smlouvy jeji posledni smluvni stranou, a ze
bez zbyte€ného odkladu vyrozumi spoleCnost AbbVie o
zvefejnéni. V pfipadé, Ze Poskytovatel zdravotnich sluzeb
nezverejni tuto Smlouvu ve I|huaté (30) dnd od podpisu této
Smlouvy posledni smluvni stranou, spole€nost AbbVie si timto
vyhrazuje pravo zverejnit tuto Smlouvu v souladu s pozadavky
definovanymi v Zakoné. Spolecnost AbbVie, Poskytovatel
zdravotnich sluzeb a ZkouS$ejici timto souhlasi, Ze: (i) PFiloha C,
jez je k této Smlouvé jako jeji pfiloha pfipojena predstavuje: (i)
redigovanou verzi této Smlouvy, upravenou v souladu s
podminkami Zakona, a to formou odstranéni vSech ustanoveni
a priloh, které zahrnuji d{ivérné udaje, osobni Udaje a obchodni
tajemstvi; a (ii) ze redigovana verze Smlouvy, zde pfipojena
jako PFiloha C bude predstavovat verzi této Smlouvy, ktera
bude zvefejnéna v souladu s pfislusnymi ustanovenimi Zakona.
Pro Ucely presnosti a jasnosti, pfilohy jako Rozpocet, Protokol,
pojistné certifikdty a udaje tykajici se pacientskych nahrad
nebudou obsazeny v redigované verzi Smlouvy, kterd bude
podléhat zvefejnéni na zakladé pfisluSnych ustanoveni Zakona.

Vydani a prezentace. BEhem platnosti této Smlouvy a po jejim
ukon&eni bude mit AbbVie pravo vydat vysledky této studie.
Pokud neni ze zakona povoleno jinak, Poskytovatel zdravotnich
sluzeb pfFipadné zkouSejici nesmi vydat nebo prezentovat
vysledky této studie, aniz by k tomu spoleénost AbbVie dala
pfedem pisemny souhlas. V pfipadé, Zze pfislusny zakon
povoluje  Poskytovateli  zdravotnich  sluzeb  pfipadné
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Provider of medical services and Investigator shall
adopt technical and organizational measures
appropriate to prevent any unauthorized or accidental
use, access or processing of Personal Data, and
promptly inform AbbVie of any unauthorized access to
or disclosure of Personal Data (“Security Breach”) and
provide AbbVie with all reasonable assistance to
remedy the Security Breach. Where applicable data
protection laws of Czech Republic and European
Union require additional agreements or undertakings,
including international data transfer agreements,
Provider of medical services and/or Investigator will
undertake to ensure that all necessary agreements
are implemented and are in place during the entire
term of this Agreement.

e) Investigator hereby consents for AbbVie and its
affiliates to collect and/or otherwise process Personal
Data provided by or relating to Investigator for
purposes of any necessary sharing with regulatory
authorities and for any use by AbbVie and its
affiliates, in relation to this Agreement. Investigator
agrees and acknowledges that AbbVie and its
affiliates may transfer such Personal Data to AbbVie
affiliates, regulatory authorities, and any third party
vendors that may be utilized by regulatory authorities
in other countries, including the United States, for
such purposes, and acknowledge that such other
countries may not provide the same level of data
protection as the law in Czech Republic.

Publicity. Neither party shall use the name of the other
party in any publicity, advertising or announcement without
the other party’s prior written approval. In accordance with
the foregoing, Provider of medical services Health Service
Provider agrees, subject to the terms of Section 7 of the
Agreement, to publish this Agreement in the Registry of
Agreements at www.smlouvy.gov in accordance with the
terms of 340/2015 Coll. Act on Register of Contracts (the
“Act”) within two (2) business days of full execution of the
Agreement and to promptly notify AbbVie of publication.
Should Provider of medical services fail to publish this
Agreement within thirty (30) days of fully execution of the
Agreement, AbbVie reserves the right to publish this
Agreement as required under the Act. AbbVie and Provider
of medical services and Investigator hereby agree that: (i)
Exhibit C attached hereto represents: (i) a redacted version
of the Agreement, amended in accordance with the Act by
removing all sections and exhibits which include
confidential information, personal details and trade secrets;
and (ii) the redacted Agreement attached hereto as Exhibit
C shall be the version of the Agreement to be published in
accordance with the Act. For purposes of clarity, exhibits
such as the Budget, the Protocol, insurance certificates and
information regarding patient reimbursement shall not be
included in the redacted version of the Agreement to be
published in accordance with the Act.

Publications and Presentations. During the term of this
Agreement and thereafter, AbbVie shall have the right to
publish the results of this Study. Unless otherwise
permitted by law, Provider of medical services and/or
Investigator shall not publish or present the results of the
Study without AbbVie’s prior written consent. In the event
that applicable law permits Provider of medical services
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zkouSejicimu vydat nebo prezentovat vysledky studie, aniz by
k tomu spole¢nost AbbVie predem dala pisemny souhlas,
Poskytovatel zdravotnich sluzeb pfipadné zkouSejici musi
pfesto poskytnout spole€nosti AbbVie uplnou kopii takového
vydani nebo prezentace alespon Sedesat (60) dnd pred
predlozenim k vydani nebo prezentaci a Poskytovatel
zdravotnich sluzeb pfipadné zkouSejici pfiméfené zvazi
vSechny pfipominky, které AbbVie predlozi ohledné tohoto
vydani nebo prezentace. Poskytovatel zdravotnich sluzeb
pfipadné zkous$ejici musi vyjmout ze v8ech vydani a prezentaci
vSechny davérné informace a Poskytovatel zdravotnich sluzeb
pfipadné zkouS$ejici musi na zadost spole¢nosti AbbVie odlozit
vydani nebo prezentaci az o Sedesat (60) dnu, aby spole¢nost
AbbVie mohla podat patentovou pfihlaSku nebo Zadat o jinou
ochranu vlastnictvi k jakymkoliv vynalezim nebo objevim
zvefejnénym v této smlouvé.

Pokud Poskytovatel zdravotnich sluzeb pfipadné zkouSejici maji
povoleni k vydani, musi Poskytovatel zdravotnich sluzeb a
zkousejici splnit pozadavky na védecké publikace pfipojené
k této smlouveé jako Priloha C.

Zajisténi a zaruky. Poskytovatel zdravotnich sluzeb zajistuje a
zarucCuje, Ze:

a) podminky této smlouvy jsou platnymi a zavaznymi
povinnostmi Poskytovatele zdravotnich sluzeb a nejsou
v rozporu s jakymikoliv jinymi smluvnimi pfipadné pravnimi
zavazky, které Poskytovatel zdravotnich sluzeb mlze mit
nebo se zasadami jakékoliv spoleCnosti nebo
Poskytovateli  zdravotnich  sluzeb, se kterymi je
Poskytovatel zdravotnich sluzeb sdruzeno,

b) poskytovani sluzeb Poskytovatelem zdravotnich sluzeb a
pfijeti nahrad v€etné pfijeti pohosténi a pfipadné nahrady
pfiméfenych vydaji spojenych se schlizkou zkousSejicich
nebo jinych jednani vyzadovanych spole€nosti AbbVie,
které mohou byt poskytnuty zkousSejicimu nebo
Poskytovateli ~ zdravotnich  sluzeb  (véetné  jeho
zaméstnancu a zastupct) dle této smlouvy, je ve shodé se
vSemi zasadami a postupy Poskytovatele zdravotnich
sluzeb, a poskytovani téchto sluzeb zkouSejicim
nepredstavuje stfet zajmu s oficialnimi  povinnostmi
zkousejiciho,

c) zkouSejici obdrzel od Poskytovatele zdravotnich sluzeb
veSkerd pozadovana pisemna nebo jina opravnéni pro
poskytovani sluzeb a pfijimani jakéhokoliv pohosténi
pfipadné nahrady pfiméfenych nakladl spojenych se
schiizkou zkouSejicich nebo jinych jednani vyzadovanych
spole¢nosti AbbVie, které mohou byt zkouSejicimu
poskytnuty dle této smlouvy,

d) Poskytovatel zdravotnich sluzeb a zkouSejici maji
zkuSenosti, schopnosti, odpovidajici soubor subjektl a
zdroje, zahrnujici dostateény personal a vybaveni, aby

mohli  studii provadét efektivné profesionalnim a
kvalifikovanym zplsobem,
e) vSichni spoluzkouSejici zvoleni Poskytovatelem

zdravotnich sluzeb pro studii budou vybirani pfi zvazeni
nasledujicich bodu: (i) zaskoleni a odbornost v pfislusnych
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and/or Investigator to publish or present Study results
without AbbVie's prior written consent, Provider of medical
services and/or Investigator shall nevertheless provide
AbbVie with a complete copy of such publication or
presentation at least sixty (60) days prior to submission for
publication or presentation and Provider of medical
services and/or Investigator shall reasonably consider all
comments which AbbVie may provide regarding such
publication or presentation. Provider of medical services
and/or Investigator shall remove from all publications and
presentations all Confidential Information and Provider of
medical services and/or Investigator shall postpone
publication or presentation, at AbbVie's request, for up to
sixty (60) additional days to permit AbbVie to file patent
applications or seek other proprietary protection on any
inventions or discoveries disclosed therein.

In the event that Provider of medical services and/or
Investigator are permitted to publish, Provider of medical
services and Investigator shall comply with Requirements
for Scientific Publications attached hereto as Exhibit C

Representations and Warranties.  Provider of medical

services represents and warrants that:

a) the terms of this Agreement are valid and binding
obligations of Provider of medical services, and are
not inconsistent with any other contractual and/or
legal obligations Provider of medical services may
have or the policies of any company or Provider of
medical services with which Provider of medical
services is associated.

b) Provider of medical services’s performance of the
services and acceptance of compensation, including
the acceptance of any meals and/or reimbursement of
reasonable expenses for investigator meetings or
other AbbVie required meetings, which may be
provided to Investigator or Provider of medical
services (including its employees and agents)
hereunder, is in compliance with all policies and
procedures of Provider of medical services, and that
Investigator’'s performance of such services does not
present a conflict of interest with Investigator’s official
duties;

c) Investigator has received any required authorization,
written or otherwise, from Provider of medical services
for Investigator's performance of the services and
acceptance of any meals and/or reimbursement of
reasonable expenses for investigator meetings or
other AbbVie required meetings, which may be
provided to Investigator hereunder;

d) Provider of medical services and Investigator have the
experience, capabilities, adequate subject population,
and resources, including but not limited to sufficient
personnel and equipment, to efficiently and
expeditiously perform the Study in a professional and
competent manner;

e) any subinvestigators used by Provider of medical
services for the Study will be selected based upon a
consideration of the following: (i) training and
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oblastech, (ii) vhodné pracovis§té pro vyzkum, (iii)
zkuSenost s odpovidajicim souborem subjektli, ktera
spoluzkousejicimu umozni s pfiméfrené vysokou
pravdépodobnosti provadét nabor vhodnych uGcastniki
vyzkumu a sledovat je do ukonceni studie, (iv) pfedchozi
védecko-vyzkumné nebo klinické zkuSenosti a (v)
schopnost provadét studii ve shodé s pfisluSnymi
zakonnymi a regulacnimi pozadavky,

f) (i) ZkouSejici ma platnou |ékafskou licenci v oblasti, ve
které je studie provadéna, (ii) licence nebyla odejmuta,
omezena nebo suspendovana lékafskou radou nebo jinou
povéfenou agenturou, (iii) privilégia a povoleni k
provozovani praxe nebyla odejmuta, omezena nebo
suspendovana Ufadem zabyvajicim se zdravotni péci ani
jinym ufadem, a (iv) ZkouSejici si neni védom, Ze by byl
pfedmétem vySetfovani ani jakéhokoliv disciplinarniho
fizeni, které by mohlo vést k odejmuti, omezeni, nebo
suspendovani Iékarske licence nebo povoleni
k provozovani praxe na Ufadu zabyvajicim se zdravotni
péci nebo u jiného poskytovatele zdravotni péce. V
pfipadé, Ze se vyskytne cokoliv z vySe uvedeného, bude
Poskytovatel zdravotnich sluzeb okamzité informovat
spole¢nost AbbVie, a spole¢nost AbbVie bude mit pravo
tuto Smlouvu okamzité vypovédét;

g) Poskytovatel zdravotnich sluzeb a ZkouSejici se zavazuje,
Z?e nebude Zadnym zplUsobem ménit svou béZnou praxi
predepisovani |ékt pacientim a nebude v duasledku
provadéni této studie nebo plateb jakychkoliv nahrad
Poskytovateli zdravotnich sluzeb a ZkouSejicimu od
spole¢nosti AbbVie za provadéni této studie Zadnym
zplUsobem ovliviiovan k tomu, aby predepisoval produkty
spole¢nosti AbbVie misto jakékoliv jiné IéCby; a

h) jestlize nastanou bé&hem platnosti jakékoliv vyznamné
zmény tykajici se okolnosti této smlouvy (napf. zméni se
zasady nebo postupy, u kterych Ize dvodné pfedpokladat,
Ze ovlivni nélezitosti Poskytovatele zdravotnich sluzeb
nebo ucast zkouSejiciho v této smlouve), Poskytovatel
zdravotnich sluzeb souhlasi s tim, ze spolecnosti AbbVie
tyto zmény okamzité pisemné oznami.

Vynalezy. Veskeré informace, vynélezy, data nebo objevy (at jiz
mohou byt pfedmétem patentu nebo autorského prava C¢i
nikoliv), inovace, sdéleni a zpravy, které Zuastnéna strana
koncipovala, uvedla do praxe, vypracovala nebo vyvinula uzitim
jakéhokoli Produktu spole¢nosti AbbVie nebo v disledku
provadéni Studie, musi byt okamzité zpfistupnény spolecnosti
AbbVie, ktera bude jejich univerzalnim vlastnikem. Zkousejici
souhlasi s tim, ze na zadost spole¢nosti AbbVie a na jeji
naklady vypracuje takové dokumenty a uskuteCni jménem
spole€nosti AbbVie takové €innosti, které AbbVie povazuje ve
vySe uvedené souvislosti za nezbytné nebo vhodné pro ziskani
patentu nebo jiné ochrany vlastnictvi.

Platnost a ukon&eni. Tato smlouva bude ucinnou do dokonceni
této studie s podminkou, ze AbbVie muze tuto smlouvu
okamzité ukongit  doru€enim pisemného  oznameni
Poskytovateli zdravotnich sluzeb.
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expertise in relevant fields; (ii) appropriate research
facilities; (iii) experience with the relevant subject
population so that the subinvestigator has a
reasonably high likelihood of recruiting the appropriate
research participants and following through to the
completion of the Study; (iv) prior scientific research
or clinical experience; and (v) ability to conduct the
Study in accordance with applicable legal and
regulatory requirements;

f) (i) Investigator has a current and valid medical license
in the jurisdiction in which the Study is being
performed, (ii) such license has never been revoked,
restricted, or suspended by a medical board or other
licensing agency, (iii) his/her privileges or ability to
practice have never been revoked, restricted, or
suspended by a health care Provider of medical
services or other provider of health care services, and
(iv) to the best of his/her knowledge, Investigator is
not under an investigation that could lead to a
revocation, restriction, or suspension of his/her
medical license, or equivalent, or privileges or ability
to practice at a health care Provider of medical
services or other provider of health care services. In
the event that any of foregoing occurs, Investigator
shall immediately notify AbbVie, and AbbVie shall
have the right to immediately terminate this
Agreement;

g) Provider of medical services and Investigator shall not
alter in any way Investigator's normal practice for
prescribing medications to patients or be influenced in
any way to prescribe an AbbVie product in place of
any other therapy due to the conduct of this Study or
payment to Provider of medical services and
Investigator of any compensation from AbbVie for
conducting this Study; and

h) if any significant changes occur during the Term with
regard to the circumstances surrounding this
Agreement (e.g., there is a change in a policy or
procedure that could reasonably be interpreted to
affect the propriety of Provider of medical services or
Investigator's involvement in this Agreement),
Provider of medical services agrees to immediately
notify AbbVie in writing of any such changes.

Inventions. Any information, invention, data or discovery
(whether patentable or copyrightable or not), innovation,
communication and report, conceived, reduced to practice,
made generated or developed by Receiving Party that
either results from use of any of Product or results from
conduct of the Study will be promptly disclosed to AbbVie
and will be the sole property of AbbVie. Provider of
medical services and Investigator each agree, upon
AbbVie’s request and at AbbVie's expense, to execute or
cause to have executed such documents and to take such
other actions as AbbVie deems necessary or appropriate to
obtain patent or other proprietary protection in AbbVie's
name covering any of the foregoing.

Term and Termination. This Agreement shall be effective
until completion of the Study, provided that AbbVie may
immediately terminate this Agreement upon delivering
written notice to Provider of medical services.
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Poskytovatel zdravotnich sluzeb zajisStuje a
zaruCuje, Z2e Poskytovatel zdravotnich sluzeb, zaméstnanci
Poskytovatele zdravotnich sluzeb vEetné zkousSejiciho, zastupcl
a subdodavatelti vystupujicich v ramci této smlouvy, vcéetné
spoluzkousejicich, nikdy nebyli a v soucasnosti nejsou
vylou€enou pravnickou nebo fyzickou osobou, vyfazenou
pravnickou nebo fyzickou osobou, usvéd€enou pravnickou nebo
fyzickou osobou nebo nejsou uvedeni na seznamu Ufadu pro
potraviny a léky Spojenych stati (Food and Drug Administration
- EDA), ktery uvadi nezpUsobilé nebo omezené zpusobilé
klinické zkouS$ejici, ani nejsou pfedmétem fizeni, které by
k takovym skutec¢nostem mohlo vést. Poskytovatel zdravotnich
sluzeb se dale zavazuje, zajiStuje a zaruCuje, Ze pokud se
béhem platnosti smlouvy Poskytovatele zdravotnich sluzeb,
jakykoliv z jeho zaméstnancu, véetné zkousSejiciho, zastupcu
nebo subdodavatel, spoluzkousejicich konajicich dle této
smlouvy, stane vylou€enou pravnickou nebo fyzickou osobou,
vyfazenou pravnickou nebo fyzickou osobou, usvédéenou
pravnickou nebo fyzickou osobou nebo bude pfidan na seznam
nezplsobilych nebo omezené  zpusobilych  klinickych
zkousSejicich ufadu FDA nebo bude pfedmétem fizeni, které by
k takovym skutec¢nostem mohlo vést, Poskytovatel zdravotnich
sluzeb to okamzité oznami spole€nosti AbbVie a ta bude mit
pravo tuto smlouvu okamzité ukongit. Toto ustanoveni plati i po
ukon€eni nebo vyprSeni této smlouvy. Pro ucely tohoto
ustanoveni budou platit nasledujici definice:

a) ,Vyloucena fyzickd osoba“ je osoba, ktera byla ufadem
FDA v souladu s pravnim titulem 21 Zakoniku Spojenych
statd (,USC") Oddil 335a (a) nebo (b) nebo jakymkoliv
jingym pFislusnym organem, zahrnujici jakykoliv mistni
pfislusny ufad bez omezeni, vylou€ena z poskytovani
sluzeb v jakékoliv funkci osoby, ktera ma schvalenou nebo
dosud projednavanou zadost osoby pracujici s léky.

b) ,Vyloucena pravnicka osoba“ je spole€nost, sdruzeni nebo
spolek, ktera byla Ufadem FDA v souladu s pravnim
titulem 21 Zakoniku Spojenych statd (,USC*) Oddil 335a
(a) nebo (b) nebo jakymkoliv jinym pfisluSnym organem
zahrnujici jakykoliv mistni pfislusny ufad bez omezeni,
vylou€ena z predkladani nebo pomoci pfi predkladani
jakékoliv zjednoduSené lékové Zzadosti nebo je dcefinna &i
pfidruzena spole€nost vylou¢ené pravnické osoby.

c) Za ,Vyfazenou fyzickou nebo pravnickou osobu® se
povazuje (i) entita vyfazena, vylou¢ena, pozastavena nebo
je jinak nezplsobila v G€astni na programech federalniho
zdravotnického systému Medicare nebo Medicaid, které
spadaji pod Uradu generéiniho inspektora Ministerstva
zdravotnictvi USA (ii) dale se povaZuje entita vyfazena,
vylouéena nebo je jinak nezplsobila v GCasti ve
federalnich programech se statni ucasti v€etné programu
vytvorenych GSA.

d) Za ,UsvédCeny subjekt‘ se povazuje entita, ktera byla
usvédCena z trestného €inu, ktery spada do oblasti Titulu
21 Zakoniku USA §335a(a) nebo Titulu 42 Zakoniku USA
§1320a-7(a), ale prozatim nebyla vyfazena, vyloucena,
pozastavena nebo jinak prohlasena za nezplsobilou.

13 December 2017

14. Non-debarment. Provider of medical services represents
and warrants that none of Provider of medical services, any
Provider of medical services employees, including
Investigator, agents and subcontractors performing
services hereunder, including any subinvestigators, have
ever been, are currently, or are the subject of a proceeding
that could lead to Provider of medical services or such
employees, agents or subcontractors becoming, as
applicable, a Debarred Entity or Individual, an Excluded
Entity or Individual , a Convicted Entity or Individual, nor
are they listed on the U.S. Food and Drug Administration’s
(“EDA”) Disqualified/Restricted List for clinical investigators.
Provider of medical services further covenants, represents
and warrants that if, during the Term, Provider of medical
services, or any of Provider of medical services’s
employees, including Investigator, agents  or
subcontractors, including any subinvestigators, performing
services hereunder, becomes or is the subject of a
proceeding that could lead to that party becoming, as
applicable, a Debarred Entity or Individual an Excluded
Entity or Individual , a Convicted Entity or Individual, or
added to FDA’s Disqualified/Restricted List for clinical
investigators, Provider of medical services will immediately
notify AbbVie, and AbbVie will have the right to immediately
terminate this Agreement. The provision of this paragraph
regarding notice of acts occurring during the term will
survive termination or expiration of this Agreement. For
purposes of this provision, the following definitions will

apply:

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

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

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

d) A “Convicted Individual” or “Convicted Entity” is an
individual or entity, as applicable, who has been
convicted of a criminal offense that falls within the
ambit of Title 21 of USC Section 335a (a) or Title 42 of
USC Section 1320a — 7(a), but has not yet been
excluded, debarred, suspended or otherwise declared
ineligible.
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15.

16.

Poskytovateli
sluzeb:

e

Abbvie:

18.

Fakultni nemocnice u sv. Anny v Brné
P16-831,COSMOS

e) ,Seznam nezpusobilych nebo omezené zpusobilych ufadu
FEDA® je seznam klinickych zkou$ejicich s omezenim pfi
ziskavani hodnocenych lékd, biologickych pfipravk(i nebo
prostfedkul, jestlize ufad FDA stanovi, Ze zkouSejici
opakované nebo umysIné neplnili regulacni pozadavky tykajici
se studii nebo predlozili zadavateli studie nebo FDA nespravné
informace.

Postoupeni. Poskytovatel zdravotnich sluzeb nesmi postoupit
tuto smlouvu jakékoliv tfeti strané a ani nemuize zadat dil¢i
smlouvou jakékoliv zavazky Poskytovatele zdravotnich sluzeb
nebo zkousejiciho dle této smlouvy, aniz by pfedem ziskal
pisemny souhlas spole€nosti AbbVie.

Oznameni. Jakékoliv oznameni vyzadované nebo jinak
nezbytné vsouladu s touto smlouvou musi byt ucinéno
pisemné, opatfeno fadnou adresou a doru¢eno druhé strané na
nize uvedenou adresu, a to osobng, postovni zasilkou
s vyzadanim navratné doru¢enky nebo jejim ekvivalentem (je-li
k dispozici) nebo uznavanou kuryrni sluzbou nebo faxem
s potvrzenim doru¢eni. Oznameni se budou povaZovat za
uskute€¢néna (a) datem pfijeti pfi osobnim doru€eni, doruceni
posStovni zasilkou s doruCenkou nebo doru€eni uznavanym
kuryrem nebo (b) datem potvrzeného doruceni v pfipadé zaslani
faxem.

zdravotnich  ZkouSejicimu:

—

v kopii k:

EEEE

17.

Pretrvani platnosti smluvnich prav a povinnosti. Bez ohledu na
ukonceni platnosti této smlouvy z jakéhokoli divodu zlstavaji
prava a povinnosti, jez na zakladé této smlouvy nejsou dotcena
jejim ukonceni, pIné platna a ucinna.

Rozhodné pravo a feSeni sporl. Tato Smlouva se bude Fidit
zakony Ceské republiky a bude vykladana v souladu s nimi.
Kazdy spor, neshodu nebo narok vyplyvajici z této Smlouvy
nebo s ni souvisejici, ktery neni mozno vyfeSit do tficeti (30)
dnl vzajemnou dohodou smluvnich stran, budou fesit pfislusné
soudy Ceské republiky.

13 December 2017

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

15. Assignment. Provider of medical services may not assign
this Agreement to any other party, nor may Provider of
medical services subcontract any of Provider of medical
services’s or Investigator's obligations hereunder, without
AbbVie’s prior written consent.

16. Notices. Any notice required or otherwise made pursuant
to this Agreement shall be in writing, personally delivered
or sent by certified mail, return receipt requested or
equivalent (if available) or recognized courier service,
properly addressed, or by facsimile with confirmed answer-
back, to the other party at the address set forth below.
Notices shall be deemed effective (a) on the date received
if personally delivered or sent by certified mail or
recognized courier, or (b) upon the date of confirmed
answer-back if sent by facsimile.

If to Provider of medical
services:

to Investigator:

3

with a copy to:

B

If to AbbVie:

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

18. Governing Law and Dispute Resolution. This Agreement
shall be governed by and construed in accordance with the
laws of the Czech Republic. Any dispute, controversy or
claim arising out of or relating to this Agreement which
cannot be resolved within thirty (30) days by mutual
consent of the parties shall be settled before the competent
courts of the Czech Republic
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Fakultni nemocnice u sv. Anny v Brné
P16-831,COSMOS

PInd zavaznost smlouvy. Tato Smlouva véetné vSech pfiloh
predstavuje plné zavazné ujednani smluvnich stran ve vztahu k
pfedmétu smlouvy a nahrazuje veskeré pfedchozi dohody a
zavazky vztahujici se k témuz. Tato smlouva je vypracovana ve
3 vyhotovenich, z nichz kazda smluvni strana obdrzi po jednom.

Ménit a doplhovat tuto smlouvu je mozné pouze formou
pisemnych, vS§emi smluvnimi stranami podepsanych dodatka.

Tato Smlouva je uzaviena v anglickém i v Ceském jazyce.
V pfipadé nesouladu, rozporu nebo nesrovnalosti mezi
anglickou a Ceskou verzi této Smlouvy budou mit pfednost
ustanoveni Ceské verze.

Poskytovatel zdravotnich sluzeb je opravnén ukonéit tuto
smlouvu pisemnou vypovédi, jestlize v dUsledku vzniku
prekdzky, jez nastala nezavisle na jeho vdli, nebude
Poskytovatel zdravotnich sluzeb dlouhodobé schopen dokoncit
studii, aniz by tim nebyla negativné ovlivnéna jeho hlavni
¢innost, kterou je poskytovani zdravotni péce. Vypovédni Ihlta
¢ini 30 dnu a pocina bézet dnem nasledujicim po dni doruceni
této vypovédi ostatnim smluvnim stranam.

Spole¢nost AbbVie se timto zavazuje, Zze v souvislosti s timto
klinickym hodnocenim neuzavie Zzadnou jinou smlouvu s
zadnym zameéstnancem Poskytovatele zdravotnich sluzeb.

Smluvni strany timto v souladu s § 558 odst. 2 zakona ¢.
89/2012 Sb, ob&anského zakoniku, v platném znéni, vyslovné
vylu€uji pouZziti obchodnich zvyklosti ve svém pravnim styku v
souvislosti s touto smlouvou.

Poskytovatel zdravotnich sluzeb prohlasuje, ze ma dle § 45
odst. 2 pism. n) zakona ¢&. 372/2011 Sb., o zdravotnich
sluzbach, uzavienu pojisthou smlouvu na  pojisténi
odpovédnosti za Skodu zplsobenou pfi poskytovani zdravotnich
sluzeb. Tato pojistnd smlouva je uzavfena v zakonem
pozadovaném rozsahu a neobsahuje pojisténi odpovédnosti za
$kodu zplsobenou pfi provadéni klinického hodnoceni.

13 December 2017

Entire Agreement. This Agreement, including all exhibits
hereto, contains the entire understanding of the parties with
respect to the subject matter herein and supersedes all
previous agreements and undertakings with respect
thereto. This Agreement is made in 3 counterparts of which
each Contracting Party shall receive one.

This Agreement may be amended or supplemented
exclusively in the form of written appendices signed by all
Contracting Parties.

This Agreement is concluded in the English and Czech
language. In case of any non-conformance, conflict or
discrepancy between the English and Czech version hereof
the provisions of the Czech version shall take precedence.

The Provider of medical services is authorized to terminate
this Agreement by means of a written notice of termination
if as a consequence of an obstacle occurring independently
of its will the Provider of medical services is unable to
complete the Study in the long term without negatively
affecting its main activity, i.e. provision of medical care. The
notice period is 30 days and shall start running after
delivery of the notice of termination to the other Contracting
Parties.

AbbVie hereby undertakes not to conclude any other
agreement in relation with this clinical trial with any
employee of the Provider of medical services.

In compliance with Section 558 (2) of Act No 89/2012 Coll.,
the Civil Code, as amended, the Contracting Parties hereby
exclude application of commercial practices for their legal
contacts in relation with this Agreement.

The Provider of medical services hereby declares that in
compliance with Section 45 (2n) of Act No. 372/2011 Coll.,
on Health Care Services the Provider of medical services
has concluded a liability insurance contract for the case of
any damage caused when providing medical services. The
insurance contract is concluded in the scope required by
the law and does not cover liability insurance concerning
any damage caused when conducting the clinical trial.
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13 December 2017

NA ZNAMENI SOUHLASU strany této Smlouvy ji podepsali k datu uvedenému pod podpisy stran: / IN WITNESS
WHEREOF, the parties hereto have hereunto set their hands as of the last date set forth below the signatures of the

parties hereto.

AbbVie s.r.o.
02.05.2018

Date / datum:

Fakultni nemocnice u sv. Anny v Brné

15.05.2018
Date / datum:

By / podpis:

Name / jméno: MUDr. Branislav Trutz

Title / funkce: Director

By / podpis:

Name /jméno:  MUDr. Martin Pavlik, Ph.D., DESA, EDIC

Title / funkce: Director

10.05.2018
Date / datum:

By / podpis:

Title / funkce: Principal Investigator
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EXHIBIT A
BUDGET - PROVIDER OF MEDICAL SERVICES
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Attachment 1 to Exhibit A
Per Subject Breakdown

Visits Fee Per completed CRF/visit
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EXHIBIT B
BUDGET - INVESTIGATOR
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Attachment 1 to Exhibit B
Per Subject Breakdown
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PRILOHA A
ROZPOCET — POSKYTOVATEL ZDRAVOTNICH SLUZEB
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Dodatek k pfiloze A
Rozpis na subjekt
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PRILOHA B
ROZPOCET - Zkousejici
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Dodatek k pfiloze B
Rozpis na subjekt
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Fakultni nemocnice u sv. Anny v Brné
P16-831,COSMOS 13 December 2017

EXHIBIT C
REQUIREMENTS FOR SCIENTIFIC PUBLICATIONS

1. Criteria for Authorship. Based on the October 2007 guidelines of the International Committee of Medical Journal
Editors (ICMJE), authorship credit must be based on:

(a) Substantial contributions to conception and design, or acquisition of data, or analysis and interpretation of data;
and

(b) Drafting or revising the article for important intellectual content; and
(c) Final approval of the version to be published.
A person must meet all three of the above criteria to warrant authorship.
2. Acknowledgement of Medical Writers and Other Contributors. Those individuals who have made a significant
contribution to the Study or Publication, but do not meet the criteria for authorship noted above, must be listed in an

acknowledgments section, including disclosure of the source of any financial support given to such contributors. All
persons must give written permission to be acknowledged.

3. Conlflict of Interest. In the interest of transparency and maintaining the highest possible standards of conduct, authors
will comply with each journal’s or congress’s requirements for conflict of interest disclosure in the Publication. Such
conflict of interest disclosure requirements may include, but are not limited to, disclosure of an author’s receipt of
research grants, author’s receipt of payments for consultant or speaker services, and/or author’s ownership of stock.

4. Sponsorship. Authors must acknowledge AbbVie as the funding source of a Study, and must also comply with
additional sponsorship-related disclosures required by the journal or congress.

5. Access to Data. AbbVie will provide all authors with the final protocol, statistical analysis plan, relevant statistical
tables generated from the plan, figures, and reports needed to prepare the planned publication. AbbVie will provide a
copy of the clinical trial protocol and plan for statistical analysis when requested by a medical journal considering a
submitted manuscript for publication, with the understanding that the documents are confidential, the property of
AbbVie, and should not be disclosed to any third party without AbbVie's prior written permission.

6. Redundant Publication. Duplicate or redundant publication of the Study results in peer-reviewed journals is not
permitted. Secondary publications that present significant and scientifically sound additional analyses or groupings of
data are permitted. Publication of foreign language translations of the original manuscript, in accordance with the
policies of the journals involved is permitted. Encore presentation of data, when permitted by scientific congress
policy, is permitted.
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1.

Priloha C

POZADAVKY NA VEDECKE PUBLIKACE

Kritéria autorstvi. Na zakladé pokynt Mezinarodniho vyboru $éfredaktort Iékarskych ¢asopist (ICMJE) z fijna 2007
musi byt uvadéni autorstvi zalozeno na:

(a) podstatném prispévku ke koncepci a usporadani hodnoceni nebo k ziskavani ¢i analyze a interpretaci dat a
(b) sepsani konceptu ¢lanku nebo jeho revizi z hlediska podstatného intelektualniho obsahu a
(c) konetném schvaleni verze uréené k publikaci.
Aby mohla byt uréita osoba prohlaSena za autora, musi splfiovat vSechna tfi vySe uvedena kritéria zaroven.
Uvadéni osob sepisujicich &lanek (Medical Writers) a dalSich osob podilejicich se na ném (Contributors). Osoby,
které podstatnym zplUsobem pfispély k danému hodnoceni nebo publikaci, avSak nespliuji vySe uvedena kritéria
autorstvi, musi byt uvedeny v seznamu ve zvlastni kapitole (Acknowledgements), v€éetné uvedeni zdroje pfipadné

finanéni odmeény témto osobam poskytnuté. VSechny tyto osoby musi ke svému uvedeni poskytnout pisemny
souhlas.

Stfet zajmua. V zajmu prahlednosti a zachovani nejvy$siho mozného standardu chovani budou autofi dodrzovat
pozadavky kazdého ¢asopisu nebo konference pokud jde o uvadéni pfipadného stfetu zajmud v publikaci. Mezi tyto
pozadavky na uvedeni stfetu zajmd muze patfit zejména skuteénost, Ze autor obdrzel vyzkumné granty ¢i odmeény za
sluzby konzultanta nebo mluvéiho, a/nebo skute¢nost, Ze autor viastni akcie zainteresované firmy.

Zadavatel. Autofi jsou povinni uvést spole¢nost AbbVie jako zdroj financovani klinického hodnoceni a musi také splinit
dalSi povinnosti pfedlozit udaje souvisejici se zadavatelem, které vyzaduje pfislusny ¢asopis nebo konference.

Pristup k udajim. Spole¢nost AbbVie poskytne véem autorim zavéreény protokol, plan statistické analyzy, pfislusné
statistické tabulky vytvofené z tohoto planu, Ciselné udaje a zpravy potfebné k pfipravé planované publikace.
Spole¢nost AbbVie poskytne jedno vyhotoveni protokolu klinického hodnoceni a planu ke statistické analyze, pokud
to bude pozadovat odborny ¢asopis posuzujici rukopis pfedlozeny k publikaci, s tim, Ze tyto dokumenty jsou davérné,
jsou vlastnictvim spole€nosti AbbVie a nesmi byt vyzrazeny Zadné treti osobé bez pfedchoziho pisemného souhlasu
spole€nosti AbbVie.

Redundantni publikace. Redundantni nebo dvoji publikace vysledkl klinického hodnoceni v odbornych ¢asopisech
vyuzivajicich jako lektord externich odbornikG (peer review) neni dovolena. Sekundarni publikace uvadsjici
vyznamné a védecky podlozené dal$i analyzy nebo seskupeni dat jsou povoleny. Publikace pfeklad plvodniho
rukopisu do ciziho jazyka v souladu s pravidly pfislusnych odbornych ¢asopist je povolena. Dodateéna prezentace
dat, pokud ji povoluji pravidla daného védeckého kongresu, je povolena.
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EXHIBIT D/ PRILOHA D
Redacted Version of Agreement for Publication

CONFIDENTIAL

26/26





