SMLOUVA O PODPURNYCH SLUZBACH

TATO SMLOUVA O PODPURNYCH

RU: 121.00880098

ANCILLARY SERVICES AGREEMENT

THIS ANCILLARY SERVICES AGREEMENT is

SLUZBACH byla uzaviena k datu posledniho
podpisu smluvnich stran

MEZI:

Quintiles Czech Republic, s.r.o.

se sidlem Radlicka 714, 158 00 Praha 5
Ceska republika

IC: 247 68 651

DIC: CZ247 68 651

,,Quintiles*

a

Merck KGaA, se sidlem Frankfurter Str. 250,
Darmstadt, Némecko, zapsana v ¢asti B Obchodniho
rejstiiku vedeného Regionalnim soudem v Darmstadtu
pod ¢. HRB 6164, zastoupena na zaklad¢ plné moci
spole¢nosti  Quintiles Czech Republic, s.r.o.
(,,Zadavatel)

a

“Instituce”: Revmatologicky tstav se sidlem Na
Slupi 450/4, Praha 2 — Nové Mésto, 128 00 Praha 2,
Ceska republika, Identifika¢ni CcCislo: 00023728,
Danové identifikacni ¢islo: CZ00023728, zastoupeny
prof. MUDr. Karlem Pavelkou, DrSc., feditelem

VZHLEDEM K TOMU, ZE:

(za prvé) Quintiles na zakladé smluvniho ujednani se
Zadavatelem poskytuje sluzby spocivajici ve vedeni
projektu a/nebo jiné sluzby ve spojeni s klinickym
hodnocenim vedenym pod nazvem ,,MS200527-0060
— Randomizované, dvojit¢ =zaslepené klinické
hodnoceni faze IIb pro pacienty s revmatoidni
artritidou  posuzujici  bezpecnost a  ucinnost
evobrutinibu v porovnani s placebem u pacientll s
nedostate¢nou odpoveédi na metotrexat > (dale jen
»otudie”); a

(za druhé) Instituce projevila souhlas s ucasti na
Studii formou poskytovani sluzeb a prostredkd a
vybaveni, vice detailn¢ vymezeno v Ptiloze ¢. 1; a

made on the date of the last signature of the Parties

BETWEEN:

Quintiles Czech Republic, s.r.o.

Praha 5, Jinonice, Radlicka 714/113a,

zip code 158 00

Identification number: 247 68 651

Tax identification number: CZ247 68 651
“Quintiles”

and

Merck KGaA, having a place of business at
Frankfurter Str. 250, Darmstadt, Germany, entered
into the B Commercial Registry kept by the Common
Court in Darmstadt under number HRB 6164 upon
power of attorney represented by Quintiles Czech
Republic, s.r.o. (“Sponsor’)

and

“Institution”: Revmatologicky ustav having a place
of business at Na Slupi 450/4, Praha 2 — Nové Mésto,
128 00 Praha 2, Czech Republic, Identification
Number: 00023728, Tax ldentification Number:
CZ00023728, represented by prof. MUDr. Karel
Pavelka, DrSc., Director

WHEREAS:

(One) Quintiles has been engaged by Sponsor to
provide project management and/or other services in
connection with the study entitled “MS200527-0060 —
A Phase llb, Randomized, Double blind Study in
Subjects with Rheumatoid Arthritis Evaluating the
Safety and Efficacy of Evobrutinib Compared with
Placebo in Subjects with an Inadequate Response to
Methotrexate” (the “Study”); and

(Two) Institution has agreed to participate in the Study
by providing services and facilities, more particularly
set out in Attachment 1; and
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(za tieti) smluvni strany se dohodly na stanoveni (Three) the parties wish to set out the terms on which

podminek, za

kterych budou takové

poskytovany.

sluzby such services will be provided.

NYNI S OHLEDEM NA SHORA UVEDENE SE NOW IT IS HEREBY AGREED as follows:

STRANY TAKTO DOHODLY ve

smyslu

nasledujicich ustanoveni:

1.

11

1.2

1.3

2.1

Sluzby

Instituce timto souhlasi, Ze provede sluzby
(dale jen ,,Sluzby”), jak jsou tyto konkrétné
vymezeny v Priloze ¢. 1, jez predstavuje
nedilnou soucast této Smlouvy. Instituce
souhlasi, ze Sluzby budou provadény v
souladu s veskerymi platnymi pravnimi
predpisy, pravidly a nafizenimi a dale v
souladu s odbornymi standardy a jakymikoli

platnymi  pravidly  spravné  klinické,
laboratorni  a/nebo  1ékarenské  praxe,
zavaznymi smérnicemi a  standardnimi

operatnimi postupy, kterymi je Instituce
povinna se fidit.

Instituce se zavazuje, ze bude ve vztahu ke
Sluzbam  dusledné¢  dodrzovat  veSkeré
podminky a ustanoveni protokolu (dale jen
,,Protokol”).

Zdravotnickym  zafizenim  provadéjicim
Studii (dale téz ,,Zdravotnické zafizeni®) a
Hlavnim zkouSejicim v ramci Studie je
(ddle  téz  ,,Hlavni
zkousSejici). Oba tyto subjekty, odlisné od
Instituce, maji pro tucely Studie uzavieny
vlastni smlouvy se Zadavatelem a/nebo
Quintiles. Instituce neni smluvni stranou
zadné z vySe uvedenych smluv, ani ji z téchto
smluv  nevyplyvaji  jakdkoli prava a
povinnosti, zaruky ¢i odpovédnost.

Zaruky

Instituce timto prohlasuje a zarucuje, ze ani
Instituci, ani jakémukoli jejimu zaméstnanci,
zastupci € jinym osobam provadéjicim
Sluzby na zakladé jeho instrukci ¢i pokyni
nebyla uloZena sankce zékazu ¢innosti ¢i mu
(jim) nebylo zruSeno pfislusné oprévnéni ¢i
licence ve vztahu k provadéni Sluzeb, jejichz
vykon je predjiman na zékladé¢ této Smlouvy,
pfipadné¢ neni vici nému (jim) vedeno

1.

11

1.2

1.3

2.1
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Services

Institution agrees to perform the services
(“Services”) as more particularly set out in
Attachment 1, which is incorporated herein by
reference. Institution agrees that the Services
will be conducted in compliance with all
applicable laws, rules and regulations, and in
conformance with the professional standards
and any applicable good clinical, laboratory
and/or pharmaceutical practices, guidelines
and standard operating procedures which are
binding and/or applicable to the Institution.

Institution will strictly follow all terms and
provisions of the protocol concerning the
provision of Services (“Protocol”).

The Medical Facility conducting the Study is
(,,Medical Facility) is , who
is also the Principal Investigator (,,Principal
Investigator®). Medical Facitily and Principal
Investigator are entities independent of the
Institution and have entered into separate
agreements with the Sponsor and Quintiles.
The Institution is not party to any of such
agreements and has not rights or obligations
arising therefrom.

Warranties

Institution represents and warrants that neither
it, nor any of its employees, agents or other
persons performing the Services under its
direction, has been debarred, disqualified or
banned from conducting the Services
anticipated hereunder or is under investigation
by any regulatory authority for debarment or
any similar regulatory action in any country,
and Institution shall notify Sponsor and

2



2.2

2.3

3.1

jakékoli fizeni ze strany kontrolniho organu
ve vztahu k uloZzeni sankce zdkazu ¢innosti ¢i
zruSeni ptislusného opravnéni ¢i licence ¢i pro
ulozeni jakéhokoli regulacniho opatfeni
obdobného charakteru, a to v jakémkoli statu,
pfi¢emz Instituce se zavazuje, Ze neprodlené
vyrozumi Zadavatele a Quintiles v pfipadg, ze
jakékoli takové vySetfovani, fizeni ve vztahu
k uloZeni sankce zakazu ¢innosti ¢i zruseni

Quintiles  immediately if any such
investigation, disqualification, debarment, or
ban occurs.

prislusného opravnéni ¢i licence bude
zahajeno.
Instituce timto Quintiles a Zadavateli 2.2 Institution warrants to Quintiles and Sponsor
poskytuje zaruku, ze neni stranou jakékoli jiné that it is not party to any other agreement or
smlouvy ¢i jiného ujednani, bez ohledu na other arrangement, however informal, the
jejich piipadnou neformalni povahu, a to terms of which would present a conflict of
ohledné podminek, jez by mohly predstavovat interest with the Services and Institution
stiet zajmi ve vztahu k povaze SluzZeb, a Ze po covenants not to enter into, during the term of
dobu trvani platnosti této Smlouvy neuzavie this  Agreement, any agreement or
jakoukoli smlouvu ¢i ujednani, jeZ by svoji arrangement which could be in conflict with
povahou mohlo byt v rozporu s poskytovanim the provision of Services.
Sluzeb.
Instituce timto potvrzuje Quintiles a 2.3 Institution warrants to Quintiles and Sponsor
Zadavateli, Zze  disponuje  veSkerymi that it has all necessary licences for conduct of
nezbytnymi opravnénimi ve vztahu k vykonu the Services.
Sluzeb.
Divérné tdaje a informace vlastnické 3. Confidential and Proprietary Information
povahy
Veskeré tdaje a materialy poskytnuté Instituci 3.1 All information and materials, provided to
ze strany Quintiles, Zadavatele, ¢i jejich Institution by Quintiles, Sponsor, or their
zastupci (at’ jiz v Gstni, pisemné i agents, (whether verbal, written or electronic),
elektronické podobé) a veskera data, zpravy a and all data, reports and information, arising
informace vyplyvajici z nebo vztahujici se ke out of or relating to the Services or its progress
Studii ¢i k jejimu prabehu (dale jen ,,Divérné (hereinafter, the “Confidential Information”)
udaje”) budou predmétem  vlastnictvi shall be the property of Sponsor. Institution
Zadavatele. Instituce je povinna striktné shall keep the Confidential Information
udrzovat diivérny rezim Dtvérnych tdaju a je strictly confidential and shall disclose it only
opravnéna je sdélit vyhradné¢ tém svym to its employees involved in conducting the
zaméstnancum, ktefi jsou zapojeni do Services on a need-to-know basis. These
provadeéni Sluzeb, avsak pouze v nezbytném confidentiality obligations shall continue until
rozsahu a pouze osobam, které takové ten (10) years after completion of the Services,
informace potfebuji znat. Tyto zavazky ve but shall not apply to Confidential Information
vztahu k zajisténi ochrany duvérnosti to the extent that it: a) is or becomes publicly
zlstanou v platnosti po dobu deseti (10) let od available through no fault of Institution; b) is
dokonceni Studie, pficemz se v§ak nebudou disclosed to Institution by a third party not
vztahovat na Dlveérné udaje v rozsahu v jakém subject to any obligation of confidence; c)
tyto: a) jsou €i se stanou vefejné znamymi bez must be disclosed to applicable regulatory
zavinéni Instituce, b) jsou poskytnuty Instituci authorities; or d) is required to be disclosed by
treti osobou bez zavazku zachovavani applicable law.
divérnosti, c¢) musi byt zpfistupnény
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3.2

3.3

3.4

ptislusnym regulacnim ufadiim nebo d) musi
byt zptistupnény dle platnych pravnich
predpist.

Existujici vynalezy a technologie Zadavatele,
Quintiles nebo Instituce jsou jejich
oddélenym vlastnictvim a nejsou dotCeny
touto Smlouvou. Zadavatel nabude do
vyhradniho vlastnictvi jakékoli vynalezy nebo
objevy vyplyvajici zcela nebo zCasti
z Davérnych informaci nebo jako vysledek
Sluzeb.

Instituce se timto zavazuje, Ze uchova
veSkerou dokumentaci vztahujici se ke
Sluzbam, a to po dobu 15 let od ukonceni
Studie, a souhlasi, ze po celou tuto dobu
zpiistupni  vySe uvedenou dokumentaci
Zadavateli a/nebo Quintiles, a to na zakladé
primétené véasné vyzvy.

Bez ohledu na vyse uvedené berou Instituce,
Zadavatel a Quintiles timto na védomi, Ze tato
Smlouva bude uvefejnéna v souladu se
zakonem ¢&. 340/2015 Sb., oregistru smiuv.
Smluvni strany se dohodly, Zze Smlouvu
uvefejni  vsouladu svySe uvedenym
ustanovenim  Instituce.  Uvefejnéni  se
nevztahuje na informace, které ptedstavuji
obchodni tajemstvi nckteré ze Smluvnich
stran. Pro ucely této Smlouvy se za obchodni
tajemstvi povazuji mimo jiné Protokol,
Soubor informaci pro zkousejici, Pfiloha 2 —
Platebni ¢ast, minimdlni naborovy cil,
ocekavany pocet Subjektli zatazenych do
Studie aocekavana doba trvani Studie.
Z uveiejnéni jsou dale vylouceny také osobni
udaje jednotlivci. Verze Smlouvy urcena
k uvetejnéni je ptilozena k tomuto dokumentu
jako jeho Piiloha C.

Instituce je povinna uvetejnit Smlouvu
v souladu s ustanovenimi vySe uvedeného
¢lanku. Instituce vyrozumi Quintiles o
zvetejnéni smlouvy Vv registru smluv tak, ze
ve formulafi pouzivaném ke zvefejnéni
smiouvy zada adresu || jako
emailovou adresu, na kterou ma byt zaslana
notifikace 0 uverejnéni. Pokud Instituce
neuvefejni Smlouvu do 5 pracovnich dnti od
Data tucinnosti, bude ji moci uvefejnit
Zadavatel nebo Quintiles.

3.2

3.3

3.4

Acillary Services Agreement/Smlouva o poskytovani dopliikovych sluzeb

Merck KGaA/MS200527-0060

Revmatologicky ustav
Version Redacted / 160817

The existing inventions and technologies of
Sponsor, Quintiles, or Institution are their
separate property and are not affected by this
Agreement. Sponsor shall have exclusive
ownership of any inventions or discoveries
arising in whole or in part from Confidential
Information or arising as a result of the
Services.

Institution undertakes to maintain any
documents and data relating to the Services
for a period of fifteen (15) years after the end
of the Study and to make the same available to
Sponsor and/or Quintiles at all times upon
reasonable prior notice.

Notwithstanding the foregoing, Institution,
Sponsor and Quintiles hereby acknowledge
that this Agreement shall be published
pursuant to Act no. 340/2015 Sb., on
Agreements Register. As and between the
Parties, Institution agrees to publish the
Agreement pursuant to the foregoing. Any
information which constitutes trade secret of
either Party is exempted from such
publication. For the purposes of this
Agreement such trade secrets include, but are
not limited to, the Protocol, Investigator
Brochure, Attachment 2 - Payment, the
minimum enrollment goal, expected number
of Study subjects enrolled and the expected
duration of the Study. Furthermore, personal
data of the individuals are also exempt from
such publication, The version of this
Agreement intended for publication is
attached hereto as Attachment C.

The Institution is obliged to publish this
Agreement in accordance with the article
herein above. The Institution will inform
Quintiles of publishing the Agreement in the
Agreements Register by designating the
following email address: ||| GGG as
the email address to which a notification of
publication in the Agreements register shall
be sent. Should the Institution fail to publish
this Agreement within 5 working days from
the Effective Date, it may be published by the
Sponsor or Quintiles.
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4.1

4.2

4.3

Ochrana osobnich adaju

Pted a v prubéhu poskytovani Sluzeb mohou
Instituce a zaméstnanci Instituce poskytnout
v souladu se zakonem ¢. 101/2000 Sb., o
ochran¢ osobnich udaj, v platném znéni,
udaje vztahujici se k personalu Instituce ¢i
dal$im osobam, jez mohou byt predmétem
pravni ochrany v oblasti ochrany osobnich
udaja. Tyto osobni udaje mohou zahrnovat
jména, kontaktni informace, pracovni
zkusenosti, profesni kvalifikaci, publikaéni
¢innost, zivotopisy a vzdélavaci cinnost,
hodnoceni vykonu, personalni moznosti a
ostatni informace, jezZ se svoji povahou
vztahuji k provadéni klinickych hodnoceni
Instituce.

Je-1i sidlo Instituce v Evropské Unii, bude
spravcem takovych osobnich tdaji Zadavatel,
vyjma piipadd, kdy Quintiles s jakymikoli
osobnimi udaji bude nakladat dle této
Smlouvy jako spravce, v takovém ptipadé
bude v rozsahu takového nakladani spravcem
téchto osobnich tudaju Quintiles. Instituce
timto poskytuje svoleni s pouzitim a
zpracovanim takovych osobnich udaji a
souhlasi, ze opatii jakékoli dodatecné
nezbytné souhlasy pro pouziti a zpracovani
osobnich udaji od svych zaméstnanct a
personalu, a to pro nasledujici ucely: a)
provedeni Studie; b) pfezkoumani statnimi
kontrolnimi organy opravnénymi ke kontrole
ve smyslu této Smlouvy, Zadavatelem,
Quintiles a jejich zastupci a pobockami; c)
jednani v souladu s pravnimi a regula¢nimi
pozadavky, zavaznymi ve smyslu této
Smlouvy, vcetné¢ GCP; d) uvefejnéni na
www.clinicaltrials.gov a webovych strankach
a v databazich podobného tcelu; a e) ulozeni
do databazi z divodi usnadnéni vybéru
Instituce pro budouci klinicka hodnoceni.

Instituce dale souhlasi, ze si opatii jakakoli
dodatecnd svoleni a souhlasy od svych
zamestnancli a persondlu, a to ve vztahu k
moznosti pfenosu takovych udaji do zemi
odlisnych od mista sidla Instituce, a to bez
ohledu na skuteCnost, ze legislativa na
ochranu takovych udaji v takovych zemich
nemusi viibec existovat ¢i nemusi byt natolik

41

4.2

4.3

Data Protection

Prior to and during the course of the Services,
Institution and Institution’s staff may provide
according to the Data Protection Act. No.
101/2000 Coll., as amended, personal data
relating to its staff or other personnel, which
may be subject to data privacy laws or
regulations. Such personal data may include
names, contact information, work experience,
qualifications, publications, resumes,
educational background, performance
information, facilities, staff capabilities, and
other information relating to Institution's
conduct of clinical trials.

If Institution is in the European Union, the
Sponsor would be the data controller for such
personal data, except that, if Quintiles deals
with any personal data under this Agreement
in the manner of a data controller then
Quintiles shall be the data controller of such
personal data to the extent of such dealings.
Institution hereby consents to the use and
processing of its personal data, and agrees to
obtain any additional necessary consents for
the use and processing of the personal data of
its staff and personnel, for the following
purposes: a) the conduct of the Study; b)
review by governmental or regulatory
agencies authorized to perform such review,
Sponsor, Quintiles, and their agents, and
affiliates; c) satisfying legal or regulatory
requirements binding on the parties, which
includes GCP; d) publication on
www.clinicaltrials.gov and websites and
databases that serve a comparable purpose;
and e) storage in databases for use in selecting
Institution in future clinical trials.

Institution further consents, and agrees to
obtain any additional necessary consents from
its staff and personnel, to the transfer of such
data, to countries other than Institution's own
country, even though data protection may not
exist or be as developed in those countries as
Institution’s own country. Institution agrees to
ensure that its staff and personnel are aware
that their personal data will be used, processed
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5.1

rozvinuta jako v zemi sidla Instituce. Instituce
souhlasi, Ze zajisti, Ze jeji zameéstnanci a
personal si budou védomi, Ze jejich osobni
udaje budou pouzity, zpracovany a uloZeny
pro shora uvedené ucely a ze rovnéz mohou
byt potencionalng pieneseny do jinych statd a
ze poskytuji souhlas s takovym uzitim,
ulozenim a pfenosem. Instituce souhlasi, ze
bude jednat v souladu s veskerymi
prislusnymi pravnimi predpisy na useku
ochrany osobnich 0daji ¢i ochrany dat
platnych ve staté, kde takova data ¢i udaje
vznikly, zejména a v¢etné téch vztahujicich se
k tdajim Subjektt Studie, jeZ mohla Instituce
obdrzZet v souvislosti s poskytovanim Sluzeb.

Platby

Quintiles poskytne za Sluzby Instituce tthradu
vsouladu s Prilohou 2. Piedpokladana
hodnota finanéniho plnéni dle této Smlouvy
¢ini pfiblizné 55.000 K¢.

Smluvni strany souhlasi, Ze niZze definovany
prijemce platby je fadnym prijemcem platby
dle této Smlouvy a Ze platby za sluzby
vykonané na zakladé této Smlouvy budou
uskuteCnény pouze ve prospéch nize
uvedeného pfijemce platby (dale jen
»Prijemce platby*).

Cislo bankovniho G¢tu/ IBAN:
439021/0710 /
CZ1007100000000000439021

SWIFT kod: CNBACZPP

BANKOVNI [ Nazev banky:
UDAJE Ceska narodni banka

Adresa banky:
Na Ptikopé 28, 115 03 Praha 1
Czech Republic

Dojde-li k jakymkoli zménam ohledné
bankovnich udaju Instituce, je Instituce v
takovém piipadé povinna o této skutecnosti
informovat Quintiles, a to odeslanim
pisemného  ozndmeni. Smluvni strany
souhlasi, ze v pripadé, Ze pljde pouze o
zménu vyhradné se vztahujici k bankovnim
udajum Instituce, které neptsobi zménu
vV subjektu nebo zménu statu, vnémz je
bankovni ucet zfizen, nebude zapotiebi
uzavirat jakykoli dal$i dodatek.

5.1
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and stored for above-stated purposes and may
potentially be transferred to other countries
and that they consent to such use, storage and
transfer. Institution agrees to comply with any
applicable data privacy or data protection
legislation of the country in which the data
originated, including but not limited to with
regard to any data of Study subjects that it may
receive in the context of its performance of the
Services.

Payment

Quintiles shall pay for Institution’s Services as
detailed in the Attachement 2. The estimated
value of financial payment under this
Agreement shall be approximately CzK
55,000.

The parties agree that the payee designated
below is the proper payee for this Agreement,
and that payments under this Agreement will
be made only to the following payee (the
“Payee”):

Account number / IBAN:
439021/0710 /
CZ1007100000000000439021

BANK ;\;Y]LF:;;?SE CNBACZPP
DETAILS Ceska narodni banka

Bank address:

Na Ptikopé 28, 115 03 Praha 1
Ceska republika

In case of changes in the Institution’s bank
details, Institution is obliged to inform
Quintiles in writing. Parties agree that in case
of changes in bank details which do not
involve a change of payee or change of country
location of bank account, no further
amendments are required.



5.2

5.3

Instituce souhlasi, Ze jeji rozhodnuti, pokud
jde o poradenstvi, poskytnuté Sluzby a péci o
kazdého pacienta, nebude ovlivnéno thradou,
kterou dostava dle této Smlouvy, dale
osvédCuje, Ze tato kompenzace nepiesahuje
realnou trzni hodnotu Sluzeb, které poskytuje,
a ze zadné platby nejsou poskytovany za
ucelem primét ji k nakupu nebo piedepisovani
jakychkoli 1€kt, zafizeni nebo produkti.
Pokud Zadavatel nebo Quintiles poskytuje
veskeré produkty nebo predmeéty pro pouziti
ve Studii zdarma, Instituce souhlasi, ze za tyto
zdarma poskytnuté produkty nebo predmeéty
nebude zadat uvhradu po zadné osobé,
pojistovné nebo statnim Gradé nebo jakékoli
jiné tieti strang. Instituce souhlasi, Ze nebude
zadat Gthradu po Zadné osobé, pojistovné nebo
statnim Ufadé za jakékoli navstévy, sluzby
nebo vydaje vzniklé v prubéhu Studie, za
které obdrzelo nahradu od Quintiles nebo
Zadavatele.

Instituce timto prohlasuje a zarucuje, Ze ani
Instituce, ani jakakoli fyzicka osoba ¢i pravni
subjekt jednajici jejim jménem, ani jakykoli
prijemce platby dle podminek této Smlouvy
piimo ¢i nepfimo nenabidne ¢i nezaplati ¢i
nesjedna thradu ¢i nabidku takového plnéni,
jakoukoli uhradu ¢i poskytnuti jakékoli
majetkové hodnoty jakémukoli zastupci
vefejné moci (ve smyslu definice nize
uvedené) ¢i vefejnému subjektu, a to s
védomim ¢i Umyslem, Ze takovd uhrada,
platba, slib ¢i dar, castecné Ci zcela, je uc¢inén
za ucelem ovlivnéni jakéhokoli ufedniho
postupu ¢i rozhodnuti, které svoji povahou
napomtize Quintiles ve vztahu k ziskani
neopravnéné vyhody ¢i ziskani ¢i udrzeni
obchodni pftilezitosti ¢i k zajiSténi poskytnuti
takové obchodni pftilezitosti jakékoli osobé ¢i
subjektu.

Instituce timto prohlasuje a zarucuje, Ze ani
Instituce, ani jakykoli pfijemce platby dle této
Smlouvy, ¢ijakakoli osoba ¢i subjekt jednajici
jejim jménem neni zastupcem vefejné moci
disponujici oprédvnénim ovlivnit jakékoli
ufedni jednani ¢i postup ¢i rozhodnuti.
Smluvni strany budou toto ustanoveni
vykladat s védomim pravniho postaveni
Instituce jako statni prispévkové organizace,
jejimz  zfizovatelem  je  Ministerstvo

5.2.

5.3

Acillary Services Agreement/Smlouva o poskytovani dopliikovych sluzeb
Merck KGaA/MS200527-0060
Revmatologicky ustav

Version Redacted / 160817

Institution agrees that its judgment with
respect to the advice, Services provided, and
care of each patient, will not be affected by the
compensation Institution receives from this
Agreement, that such compensation does not
exceed the fair market value of the Services it
is providing, and that no payments are being
provided to Institution for the purpose of
inducing Institution to purchase or prescribe
any drugs, devices or products. If the Sponsor
or Quintiles provides any free products or
items for use in the Study, Institution agrees
that it will not bill any person, insurer or
governmental agency, or any other third party,
for such free products or items. Institution
agrees that it will not bill any person, insurer,
or governmental agency for any services or
expenses incurred during the Study for which
it has received compensation from Quintiles
or Sponsor.

Institution represents and warrants that neither
it nor any individual or entity acting on its
behalf, nor any payee under this Agreement,
will, directly or indirectly, offer or pay, or
authorize an offer or payment of, any money
or anything of value to any Public Official
(defined below) or public entity, with the
knowledge or intent that the payment, promise
or gift, in whole or in part, will be made in
order to influence an official act or decision
that will assist Quintiles in securing an
improper advantage or in obtaining or
retaining business or in directing business to
any person or entity.

Institution represents and warrants that neither
it, nor any payee under this Agreement, nor
any person or entity acting on its behalf is a
Public Official with the ability to influence an
official act. The Parties hereby acknowledge
that the Institution is a state budgetary
organization founded by the Ministry of
Health, which is a public governmental body.



6.1

zdravotnictvi, a s védomim o povinnostech a
jinych pravnich skutec¢nostech, které ve
vztahu Kk Instituci vyplyvaji z pfislusnych
pravnich predpisi.

Vedle ostatnich prav a moznosti napravy
upravenych touto Smlouvou nebo zakonem,
jsou Quintiles a Zadavatel opravnéni ukoncit
platnost této Smlouvy v piipadé, ze Instituce
porusi své zavazky a zaruky upravené v tomto
¢lanku nebo v piipadé, ze Quintiles nebo
Zadavatel zjisti, ze ze strany Instituce ¢i
jakékoli fyzické osoby ¢i pravnické osoby
jednajici  jejim jménem jsou ¢i  Dbyla
poskytovana neopravnéna plnéni zastupcim
vefejné moci.

Pro ucely této Smlouvy znamena pojem
»zZastupce verejné moci“ jakéhokoli ufednika
¢i zaméstnance spravniho ufadu, mezinarodni
organizace verejného typu ¢i jakékoli sekce,
oddéleni, organu ¢i pobocky téchto instituci
nebo jakoukoli osobu jednajici v kompetenci
ufedni moci, a to ve prospéch jakékoli vefejné
organizace Ci verejného uskupeni, a dale
jakoukoli politickou stranu & zastupce
politické strany ¢i jakéhokoli kandidata ¢i
uchazece o vykon funkce vefejné moci.

Instituce bere na védomi a souhlasi s tim, Ze
Zadavatel mize zveiejnit platby a prevody
hodnotného plnéni na Instituci, pokud to
vyzaduje zakon nebo platné zasady ¢i
postupy. Instituce souhlasi s tim, ze Zadavatel
je podle této Smlouvy opravnén zveiejnit

informace o platbach nebo pievodech
hodnotného plnéni pfimo nebo nepiimo na
Instituci.  Zvefejnéné informace mohou

zahrnovat souhrnné ¢astky, datum a ucel (bez
uvedeni jmen osob) nebo jednotlivé platby,
datum a ucel platby a jména osob.

Odpovédnost a pojiSténi

Instituce bude v rozsahu Sluzeb dle této
Smlouvy odpovédna a zavazuje se odskodnit
Quintiles a Zadavatele za veskerou ztratu, jez
je prfimym nasledkem vyplyvajicim z jeji
nedbalosti nebo UmysIného protipravniho
jednani, z nedodrzeni ustanoveni Protokolu a
jeho specifikaci ve vztahu ke Sluzbam nebo
z nedodrzeni pisemnych instrukei Hlavniho

6.1

In addition to other rights or remedies under
this Agreement or at law, Quintiles and
Sponsor may terminate this Agreement if
Institution breaches any of the representations
or warranties contained in this Section or if
Quintiles or Sponsor learns that improper
payments are being or have been made to
Public Officials by Institution or any
individual or entity acting on its behalf.

For the purposes of this Agreement, ‘“Public
Official” means any officer or employee of a
government, a  public international
organization or any department or agency
thereof, or any person acting in an official
capacity, including, for a public agency or
enterprise; and any political party or party
official, or any candidate for public office.

Institution acknowledges and agrees that
Sponsor may publicly disclose payments and
transfers of value to Institution if required by
law or applicable codes of practice. Institution
agrees to the public disclosure by Sponsor of
information concerning any payments or
transfers of value made, directly or indirectly,

to Institution under this Agreement.
Disclosure may consist of aggregate
payments, dates, and purposes (without

disclosing names of individuals) or specific
payments, dates, purposes, and names of
individuals.

Liability and Insurance

Institution shall be liable under this Agreement
and indemnify Quintiles and Sponsor for direct
damages resulting from its negligence, wilful
misconduct, disregard of the Protocol
specifications in respect of the Services or from
the Institution’s disregard of the Principal
Investigator’s, Sponsor’s or Quintiles written
instructions or breach of this Agreement or
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6.2

6.3

6.4

6.5

6.6

zkouSejiciho, Zadavatele nebo Quintiles
Instituci nebo z poruseni této Smlouvy nebo
prislusnych pravnich ptedpisi a nafizeni,
vztahujicim se ke Sluzbam dle této Smlouvy.

Za zadnych okolnosti nebude kterakoli ze
smluvnich stran odpovédna vi¢i druhé ve
vztahu k uSlému zisku, ztraté obchodni
prilezitosti, ztraté jakéhokoli vynosu ¢i trzby,
goodwillu ¢i ocekavanych tuspor, ¢i nahradé
nepiimé Skody.

Quintiles a Instituce se timto kazdy za sebe
vyslovné ziikaji jakékoli odpovédnosti ve
vztahu k Hodnocenému 1é¢ivu a k jakémukoli
jinému materidlu pouzitému v ramci Studie
(spole¢né dale jen ,LéCivo™), a to vcetné
jakékoli odpovédnosti za vyrobek vyplyvajici
ze skutecnosti zptsobené ¢i tdajné zpisobené
podanim takového LéCiva, ledaze takova
odpovédnost vyplyva z umyslu, nedbalosti ¢i
poruseni této Smlouvy jejich zaméstnanct ¢i
zastupci.

Z4adné zde wuvedené ustanoveni neni
zamySleno ¢i  konstruovano ve smyslu
vylouceni ¢i omezeni odpovédnosti kterékoli
smluvni strany za smrt ¢i Ujmu na zdravi
zpusobenou nedbalosti takové smluvni strany.

Instituce se zavazuje, ze neprodlené pisemné
vyrozumi Quintiles a Zadavatele o jakémkoli
naroku vztahujicimu se k nemoci ¢i Gjmé
skutetné¢ ¢i udajné vzniklé v dbsledku
nezadouci ptihody v souvislosti s Lécivem, o
kterém se dozvi, a umozni Zadavateli vést
jednani o takovém naroku (a to véetné jednani
o jakémkoli vyrovnani) a poskytne Zadavateli
plnou soucinnost v souvislosti s vedenim
jednani o takovém naroku.

Instituce se timto zavazuje, ze bude udrzovat
pojisténi pozadované zakonem a ze na zakladé
zadosti Instituce predlozi Quintiles nebo
Zadavateli doklad o pojisténi. Smluvni strany
berou na védomi, ze Zdravotnické zatizeni je
pro aktivaci pojisténi svych Cinnosti v rdmci
klinickych hodnoceni povinno pfedlozit
ptislusné pojistovné zakladni informace,
souvisejici zejm. s povahou a zplisobem
provadéni klinického hodnoceni. Zadavatel se
zavazuje udélit Zdravotnickému zatizeni
souhlas s predanim vyse uvedenych informaci

6.2

6.3

6.4

6.5

6.6

applicable laws and regulations in respect of the
Services.

In no event shall either party be liable to the
other for loss of profits, business,
revenue, goodwill or anticipated savings,
indirect or consequential loss or damage.

Quintiles and the Institution each expressly
disclaims any liability in connection with
Study medication and any other trial related
materials (collectively “(the “Medication”),
including any liability for any product claim
arising out of a condition caused by or
allegedly caused by the administration of such
Medication except to the extent that such
liability is caused by the negligence, willful
misconduct or breach of this Agreement by its
respective employees and agents.

Nothing herein is intended to exclude or limit
any liability of any party for death or personal
injury caused by the negligence of such party.

Institution shall promptly notify Quintiles and
Sponsor in writing of any claim of illness or
injury actually or allegedly due to an adverse
reaction to the Medication of which it
becomes aware and allow Sponsor to handle
such claim (including settlement
negotiations), and shall co-operate fully with
Sponsor in its handling of the claim.

Institution shall maintain the insurance as
provided by law, and, upon request, shall
provide a certificate of insurance to Quintiles
or Sponsor. The Parties acknowledge that the
Institution shall submit certain  basic
information, including but not limited to
information concerning the character and
conduct of the Study to an insurance company
for the purposes of activation of an insurance
of Institution‘s activities carried out in clinical
trials. Sponsor undertakes to grant its consent
to the Institution with the submission of the
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7.1

7.2

8.1

ptislusné pojistovné. Zdravotnické zafizeni se
zavazuje predat pojistovné pouze informace
odsouhlasené Zadavatelem, a to pouze Vv
nezbytné nutném rozsahu.

Korespondence s regulacnimi organy a
kontroly

Instituce se zavazuje neprodlené vyrozumét
Quintiles a Zadavatele a poskytnout Quintiles
a Zadavateli kopii jakéhokoli poZadavku,
zadosti ¢i korespondence ¢i sd€leni zaslaného
vici ¢i obdrzeného od jakéhokoli statniho ¢i
kontrolniho organu v souvislosti se Sluzbami,
zejména pak Zadosti o provedeni kontroly
zatizeni/vybaveni Instituce, pfiCemz se
Instituce zavazuje umoznit Quintiles a
Zadavateli ucast pii jakékoli takové kontrole.
Instituce je povinna pfijmout veSkera vhodna
opatfeni za ucelem oddéleni a nezvetejnéni,
nezpiistupnéni, neposkytnuti ¢i neodhaleni
jakéhokoli materidlu divérné povahy, jehoz
neni v souvislosti s takovou kontrolou
zapotiebi zvefejnit, zpfistupnit, poskytnout ¢i
odhalit.

Instituce timto poskytuje Quintiles, Zadavateli
a jejich opravnénym zastupcim opravnéni k
pfiméfenému piistupu do prostor Instituce,
zaznamiim (vCetn¢ opravnéni porizovat si kopie
takovych materidli na sviij naklad) a/nebo k
jakémukoli vybaveni a poskytne veskerou
nezbytnou soucinnost v kterykoli casovy
okamzik po dobu platnosti této Smlouvy, a to za
ucelem vykonu kontroly ¢i prohlidky ¢i auditu
plnéni povinnosti, jez jsou Instituci uloZzeny
touto Smlouvou, jakoz i kontrolu veskerych
¢innosti, plnéni, bezpecnosti a zajisteéni integrity
ve vztahu ke shora uvedenému a k plnéni
Sluzeb.

Publikace

Instituce nesmi zvefejnit nebo odkazovat,
zcela nebo zC¢asti, na Sluzby bez ptedchoziho
vyslovného pisemného souhlasu Zadavatele.
Z4dna ze stran této Smlouvy nepouZije nazev
jakékoli jiné smluvni strany nebo nazev
Zadavatele v souvislosti s jakoukoli
reklamou, zvefejiiovanim nebo propagaci bez
predchoziho pisemného svoleni.

7.1

7.2

8.1

information to the insurance company. The
Institution undertakes to submit to the
insurance company only such information for
which it obtained Sponsor’s prior approval
and only to the necessary extent.

Regulatory Correspondence and Inspection

Institution shall immediately notify Quintiles
and Sponsor, and provide Quintiles and
Sponsor  copies, of any inquiries,
correspondence or communications to or from
any governmental or regulatory authority
relating to the Services, including, but not
limited to, requests for inspection of
Institution’s facilities, and Institution shall
permit Quintiles and Sponsor to attend any
such inspections. Institution will make
reasonable efforts to separate, and not
disclose, any confidential materials that are
not required to be disclosed during such
inspections.

Institution shall grant to Quintiles, Sponsor and
their respective authorised agents the right of
reasonable access to Institution’s facilitates,
records (including a right to make copies
thereof at cost) and/or any equipment and shall
provide all reasonable assistance at all times
during the currency of this Agreement for the
purposes of carrying out an audit of
Institution’s compliance with this Agreement
as well as an audit of all activities, performance,
security and integrity in connection therewith or
the provision of the Services.

Publication

Institution may not publish or refer, in whole
or in part to, the Services without the prior
express written consent of Sponsor. No party
hereto shall use any other party’s name, or
Sponsor’s name, in connection with any
advertising, publication or promotion without
prior written permission.
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9.1

9.2

10.

10.1

10.2

10.3

Zanik platnosti

Quintiles a Zadavatel mize ukoncit platnost
této Smlouvy s okamzitou Uc¢innosti
doruc¢enim pisemné vypovédi. Instituce mize
ukonCit poskytovani  Sluzeb pisemnou
vypovédi v piipadé, Ze dojde ke vzniku
okolnosti, jez s ohledem na svoji povahu
nejsou ze strany Instituce jakkoli ovlivnitelné
a jez brani Instituci v dokonceni Sluzeb, nebo
v ptipadé, ze Instituce divodné dospéje k
zaveru, ze vykon Sluzeb predstavuje riziko.

V navaznosti na ukonCeni platnosti této
Smlouvy z jakékoli pti¢iny, avsak s vyjimkou
poruseni Smlouvy ze strany Instituce, budou
jakékoli splatné dluzné castky vaéi Instituci
uhrazeny ze strany Quintiles nebo Zadavatele, a
to v souladu s podminkami této Smlouvy nebo,
v ptipadé, Zze Quintiles nebo Zadavatel poskytl
jakékoli uhrady formou zalohovych plateb,
Instituce vrati veSkeré takové thrady s
vyjimkou finan¢ni Céstky, na kterou vznikl
narok za Sluzby ¢i jejich dil¢i pInéni, a to v
souvislosti s jejich fadnym provedenim v
souladu s touto Smlouvou.

Dodatecna smluvni ujednani

Tato Smlouva, vcetné svych Pfiloh,
predstavuje vyhradni a uplnou dohodu
uzavienou mezi smluvnimi stranami, pfi¢emz
nahrazuje veSkerd ostatni pisemna a ustni
ujednani vztahujici se k Sluzbam.

Jakakoli zména ¢i dodatek této Smlouvy bude
platny vyhradné tehdy, bude-li proveden v
pisemné podobé a opatfen podpisem vSech
smluvnich stran. Neuplatnéni ¢i nevynuceni
jakékoli podminky stanovené touto Smlouvou
nebude predstavovat vzdani se vykonu
opravnéni stanoveného takovou podminkou.
V pripadé, Ze kterakoli ¢ast této Smlouvy
bude shledana nevynutitelnou, ziistane zbytek
Smlouvy v platnosti.

Tato Smlouva se stava zadvaznou vici svym
smluvnim stranam a jejich pravnim
nastupcim a nabyvatelim. Instituce neni
opravnéna uzavrit subdodavatelskou
smlouvu, prevést ¢i postoupit jakakoli prava

9.

9.1

9.2

10.

10.1

10.2

10.3
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Termination

Quintiles and Sponsor may terminate this
Agreement effective immediately upon
written notice. Institution may terminate upon
written notice if circumstances beyond
Institution’s  reasonable control prevent
Institution from completing the Services, or if
Institution reasonably determines that it is
unsafe to continue the Services.

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

Additional Contractual Provisions

This Agreement, including the Attachements,
constitutes the sole and complete agreement
between the parties and replaces all other
written and oral agreements relating to the
Services.

No amendments or modifications to this
Agreement shall be valid unless in writing and
signed by all the parties. Failure to enforce
any term of this Agreement shall not
constitute a waiver of such term. If any part
of this Agreement is found to be
unenforceable, the rest of this Agreement will
remain in effect.

This Agreement shall be binding upon the
parties and their successors and assigns.
Institution shall not subcontract, assign or
transfer any rights or obligations under this
Agreement without the written consent of

11



10.4

10.5

11.

111

11.2

¢i zavazky, které ji jsou stanoveny touto
Smlouvou, bez piedchoziho pisemného
svoleni Quintiles. Na zakladé pozadavku
Zadavatele bude Quintiles opravnéna
postoupit tuto Smlouvu na Zadavatele Ci tieti
stranu s tim, ze Quintiles nebude odpovédna
za jakékoli zavazky ¢i  odpovédnosti
vyplyvajici z této Smlouvy, k jejichz vzniku
dojde po okamziku postoupeni, pricemz
Instituce timto souhlasi s takovym piipadnym

postoupenim. Instituce bude o takovém
postoupeni neprodlené vyrozumeéna
postupnikem.

Smluvni strany timto potvrzuji, ze jsou
nezavislymi smluvnimi stranami, pficemz
zadné z ustanoveni této Smlouvy nebude
vykladano ve smyslu, ktery by wvytvaiel
domnéni vzniku vztahu mezi jednotlivymi
spole¢niky, zmocnitelem a zmocnéncem,
zaméstnavatelem a  zaméstnancem (i
spole¢ného podniku charakteru joint-venture.
Quintiles ani Zadavateli nevznikne povinnost
¢i  odpovédnost ve vztahu k uhraddm
jakychkoli  pracovnépravnich  dani  ¢i
pfispévka  vaéi  Instituci ¢ jejim
zaméstnanctim a Instituce potvrzuje, Ze splni
veskeré platné zdvazky vzniknuvsi ve vztahu
k takovym danim a ptispévkim.

Podminky této Smlouvy, jez obsahuji zavazky
¢i prava, jez svoji povahou piesahuji okamzik
ukonCeni poskytovani Sluzeb, pretrvaji
okamzik zaniku platnosti ¢i uskute¢néni této
Smiouvy.

Pravni rad

Tato Smlouva je vyhotovena v souladu s a fidi
se pravem Ceské republiky. Veskeré spory
vzniklé ztéto Smlouvy budou feSeny
prislusnymi soudy v Ceské republice.

Jazykova verze: Smlouva je vyhotovena
v anglickém a ceském jazyce. V piipadé
rozpord bude rozhodujici ¢eska verze.

10.4

10.5

11.

111

11.2
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Quintiles. Upon Sponsor’s request, Quintiles
may assign this Agreement to Sponsor or to a
third party, and Quintiles shall not be
responsible for any obligations or liabilities
under this Agreement that arise after the date
of the assignment, and Institution hereby
consents to such an assignment. Institution
will be given prompt notice of such
assignment by the assignee.

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

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

Law

This Agreement shall be governed and
construed in accordance with Czech Law.
Any disputes arising out of this Agreement
shall be resolved by the competent courts of
the Czech Republic.

Language Version: The Agreement is drawn
up in English and in Czech language versions.
In case of any dispute Czech language version
shall prevail.
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NA DUKAZ SOUHLASU PRIPOJUJE SVUJ
PODPIS OPRAVNENY ZASTUPCE Quintiles
Czech Republic s.r.o. / ACKNOWLEDGED AND
AGREED BY Quintiles Czech Republic s.r.o.

Jméno/By:
Funkce/Title:
Datum/Date:
Podpis/Signature:

Na zakladé plné moci Quintiles Czech Republic,
s.r.0. / Under a Power of Attorney Quintiles Czech
Republic, s.r.o.

NA DUKAZ SOUHLASU PRIPOJUJE SVUJ
PODPIS REVMATOLOGICKY USTAV /
ACKNOWLEDGED AND AGREED BY
REVMATOLOGICKY USTAV

Jméno / By: prof. MUDr. Karel Pavelka DrSc.
Funkce / Title: Reditel / Director

Datum / Date:
Podpis / Signature:

NA DUKAZ SOUHLASU PRIPOJUJE SVUJ
PODPIS OPRAVNENY ZASTUPCE
ZADAVATELE/

ACKNOWLEDGED AND AGREED BY SPONSOR
Podepsano na zakladé plné moci / Signed under a
Power of Attorney by Quintiles Czech Republic,
s.r.o.

Jméno/By:
Funkce/Title:
Datum/Date:
Podpis/Signature:
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Priloha 1

Sluzby Instituce

Attachment 1

Institution Services

Zkousejici

Investigator

Evobrutinib

Lécivo

Evobrutinib

Medication

Zdravotnické
zatizeni

Instituce souhlasi s tim, ze (a) bude vydavat Lécivo, za
podminek vys$e uvedenych, v ramei Studie a v souladu
S Protokolem, a to vyhradné tém pacientiim, kteti jsou
zaClenéni do Studie pfislusnym zkousejicim; (b)
zaznamenavat takovy vydej a vraceni jakéhokoli
nespotiebovaného LécCiva; (¢) skladovat Lécivo dle
podminek a pozadavkd stanovenych Protokolem dané
Studie a (d) vrati nespotiebované LéCivo a
dokumentaci na zakladé zadosti bud’ Quintiles, nebo
Zadavateli.
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Version Redacted / 160817

Medical Facility

Institution agrees to (a) dispense the Medication, as
defined above, for the Study in accordance with the
Protocol only to patients entered into the Study by the
participating investigator; (b) record such dispensing
and return of unused Medication; (c) store Medication
according to the requirements of the Study protocol
and (d) return unused Medication and documentation
on request to either Quintiles or the Sponsor
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Priloha 2 Attachment 2

Platby Payment

Acillary Services Agreement/Smlouva o poskytovani doplitkovych sluzeb
Merck KGaA/MS200527-0060

Revmatologicky ustav

Version Redacted / 160817




