SMLOUVA O KLINICKEM HODNOCENT]

Smlouva o hodnoceni (,,Smlouva®) je uzavfena k
datu posledniho podpisu tohoto dokumentu
(,;,Datum Platnosti) mezi

Fakultni nemocnice Hradec Kralové, se sidlem
Sokolska 581, 500 05 Hradec Kralové — Novy
Hradec Kralové, Cesk4 republika, Identifika¢n{ ¢islo:
00179906, Danové identifikacni éislo: CZ00179906,
zastoupena prof. MUDr. Vladimirem Palickou, CSc.,
dr. h. c., feditelem (,,Poskytovatel)

a

spolec¢nosti BeiGene, Ltd., spole¢nosti s ruc¢enim
omezenym se sidlem u spolecnosti Mourant
Governance Services (Cayman) Limited, 94 Solaris
Avenue, Camana Bay, PO Box 1348, Grand Cayman
KY1-1108, Kajmanské ostrovy zastoupena na
zakladé¢ plné moci spolecnosti Beigene Ireland
Limited, 10 Earlsfort Terrace, Dublin 2, D02 T380,
Ireland, IC: 609637 (,,Zadavatel®)

a
I,  \drcs misa
pracovisté: IV.  Interni hematologicka  klinika,

Fakultni nemocnice Hradec Krilové, Sokolska 581,
500 05 Hradec Kralové — Novy Hradec Kralové,
Ceska republika (,,ZkousSejici®)

hodnocenim BGB-3111-LTE1,
,Oteviena, multicentricka, dlouhodoba
prodlouZena studie reZim@G zanubrutinibu
(BGB-3111) u pacientd s malignitami B-bunék*,
(;,Protokol) (,,Klinické Hodnoceni®). Klinické
hodnoceni bude provadéno pod pfimym dozorem
ZkouSejiciho na Interni hematologické klinice
Poskytovatele (,Misto Klinického Hodnoceni®).
Klinické hodnoceni bude provadéno s hodnocenym
lé¢ivem  zadavatele, Zanubrutinib (BGB-3111)
(-, Hodnocené Léc&ivo®™). Zadavatel, Zkousejici a
Poskytovatel budou v tomto dokumentu dale
jednotlivé oznacovani jako ,,Strana® a spole¢né¢ jako
»otrany .

ve spojeni s

Strany se dohodly na nasledujicim:
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CLINICAL TRIAL AGREEMENT

This Trial Agreement (“Agreement”) is entered
into as of the date of last signature hereto (the
“Effective Date”) between

Fakultni nemocnice Hradec Kralové, Director
with its registered office at Sokolska 581, 500 05
Hradec Krilové — Novy Hradec Kralové, Czech
Republic, Identification number: 00179906, Tax
identification number: CZ00179906, represented by
prof. MUDr. Vladimir Pali¢ka, CSc., dr. h. c., (the
“Institution”),

and

BeiGene, Ltd. Mourant Governance Services
(Cayman) Limited, 94 Solaris Avenue, Camana Bay,
PO Box 1348, Grand Cayman KY1-1108, Cayman
Islands with EU legal representative, by virtue of the
power of attorney, BeiGene Ireland Limited, 10
Earlsfort Terrace, Dublin 2, D02 T380, Ireland,
RN:609637 (the “Sponsor”),

and

I . aving o work

address at IV. Interni hematologicka klinika, Fakultni
nemocnice Hradec Krilové, Sokolska 581, 500 05
Hradec Krialové — Novy Hradec Kralové, Czech
Republic (the “Investigator”)

in connection with Trial BGB-3111-LTE1, “An
Open-label, Multi-center, Long-term Extension
Study of Zanubrutinib (BGB-3111) Regimens in
Patients with B-cell Malignancies” (the
“Protocol”) (the “Trial”). The clinical trial will be
conducted under the direct supervision of the
investigator at the internal Haematological Clinic of
the Institution ("Trial Site"). The Trial will be
conducted using Sponsor’s study drug, Zanubrutinib
(BGB-3111) (the “Trial Drug”). Hereafter, Sponsor,
Investigator and Institution are sometimes referred
to individually as “Party” or collectively as the
“Parties.”

The Parties agree as follows:
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1. ZAVAZKY K PROVADENI HODNOCENI

1.1. Kompenzace. Zadavatel zaplati piimo nebo

prostfednictvim  jiného Zadavatelem urceného
platebntho  spravce  Poskytovatele  podle
ustanoveni obsazenych v oddile Platebni

Podminky a Rozpocet v Pfiloze A této Smlouvy,
na kterou se zde odkazuje. Zkousejici a veskery
dalsi personal Poskytovatele, ktery se bude
podilet na Klinickém Hodnoceni (,,Studijni
Personal®), bude za praci provadénou v ramci
Klinického Hodnoceni placen Poskytovatelem na
zakladé vnitfn{ smérnice.

(i) Poskytovatel jako pifjemce platby dle této
smlouvy (dile jen ,PHjemce®) poskytne
Zadavateli uplné platebni pokyny a bankovni
udaje pisemné v Platebnich Podminkach (zde
piilozenych jako Piiloha A). Jakékoliv zmény
informaci v Platebnich Podminkich budou
vyzadovat pisemné oznameni zaslané Zadavateli
ajeho uréenému tiet strana dodavatel.

(ii) Strany  souhlasi s tim, Ze
kompenzace hrazend podle této Smlouvy je
spravedlivou trzni hodnotou vykonu aktivit
spojenych s Klinickym Hodnocenim, jez bude
provadéno na zakladé této Smlouvy.

(itf) Zadné &astky vyplacené na zakladé
této Smlouvy nejsou chapany jako nabidka
nebo platba za vyslovné ¢ implicitné
uzavienou Smlouvu o nakupu, pfedepsani,
doporuceni nebo umoznén{ vyhodné situace
produktu ¢i sluzbé Zadavatele, ani za takové
nebudou povazovany.

(iv) Poskytovatel nebude vyzadovat ani
akceptovat kompenzaci za jakykoli material
nebo sluzbu poskytnutou v ramci Klinického
Hodnoceni, které poskytl nebo zaplatil
Zadavatel od subjekttt Hodnoceni nebo platca
tretich stran, vcetné jakékoli statni instituce
nebo pojistovny.

) Poskytovatel a Zkousejici prohlasuji
a zaruCuji, ze budou Klinické Hodnoceni
provadét v plném souladu s piislusnymi
zakony, pfedpisy, naffzenimi a smérnicemi
tykajicimi  se tGhrad za lékafskou pédi,
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1.

1.1.

OBLIGATIONS FOR THE CONDUCT OF
THE TRIAL

Compensation. Sponsor will, directly or through
its designated third-party payment vendor, pay
the Institution’s payee as set forth in the Payment
Terms and Budget attached hereto as Exhibit A
and incorporated herein by reference. The
Investigator and all other personnel of Institution
who arte involved in the Trial (“Trial
Personnel”) will be compensated by Institution
on the basis of an internal directive..

(@) Institution as payee (“Payee”) shall
provide to Sponsor under this Agreement, full
payment instructions and bank details, in
writing, on the Payment Terms attached
hereto as Exhibit A). Any changes to the
information on the Payment Terms will
require a written notification sent to the

Sponsor and its designated third-party
vendot.
(i) The Parties agree that the

compensation paid under this Agreement
constitutes the fair market value of the
performance of Trial related activities to be
provided hereunder.

(itf) No amounts paid under this
Agreement are intended to be for, nor shall
they be construed as, an offer or payment
made in exchange for any explicit or implicit
agreement  to  purchase,  prescribe,
recommend, or provide a favorable status for,
any Sponsor product or service.

(iv) Institution will not seek or accept
from Trial subjects or third-party payers,
including any government entity or insurance
company, compensation for any Trial related
material or service provided in the Trial that
was provided or paid for by Sponsor.

) Institution and Investigator
represent and warrant that it will conduct the
Trial in full compliance with all applicable
healthcare billing, coverage and
reimbursement laws, rules, regulations, and
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pojistného plnéni a proplaceni nakladd.
Zkousejici prohlasuje, Ze nese vyhradni
odpovédnost za ziskani souhlasu Zadavatele
s thradou sluzeb, které nejsou uvedené
v Ptiloze A Platebni Podminky a Rozpocet.

1.2. Provadéni klinického hodnoceni

@ Poskytovatel a Zkousejici provedou
Hodnoceni a zajisti, aby Studijni Personal
mohl provést Hodnoceni v pifsné shode¢ s: (i)
Protokolem; (ii) zavazky Poskytovatele a
Zkousejictho podle této Smlouvy; (iii) vSemi
piislusnymi zakony, pfedpisy, nafizenimi a
smérnicemi, vcéetn¢, a bez omezeni,
piislusnych smérnic Evropské unie tykajicich
se provadéni zkousek na lidech a ochrany
osobnich ddaja (95/46/ES); (iv) mezindrodni
konferenci o harmonizaci smérnic tripartity
pro spravnou klinickou praxi (,,JCH-GCP*),
véetné, bez omezeni, GCP (ICH-EO0), fizenim
klinickych tdaju o bezpecnosti (ICH-E2A) a
obecnymi uvahami o zkouskach ICH-ES); (v)
obecné¢  pfijimanymi  standardy  vykonu
lékatské profese a (vi) se vSemi dal$imi
piislusnymi zakony, pfedpisy a nafizenimi
Ceské republiky, véetné, bez omezeni, zikona
o lécivech (¢. 378/2007 Sb.), vyhliasky o
spravné  klinické praxi ¢ 226/2008 Sb.,
zakonem ¢. 372/2011 Sb., o zdravotnich
sluzbiach a zikonem ¢. 110/2019 Sb., o
zpracovani osobnich idaji) (vse vyse uvedené
se oznacuje jako ,,PHslusné Zakony*),

Predpokladana délka trvani Klinického
hodnoceni — [, ale maze byt prodlouzeno,
pokud bude pacient stale 1écen.

Predpokladany pocet zafazenych Subjekta
hodnoceni — |}

(i1) Poskytovatel ani Zkousejici se
nebudou odchylovat od Protokolu bez
ptedchoziho pisemného souhlasu Zadavatele,
neni-li odchylka 2z hlediska dobrého
lékatského tsudku Zkousejictho nezbytna z
davodu ochrany subjektu Hodnoceni v
dasledku  urgentnfho zdravotntho  stavu
subjektu Hodnoceni. V pfipadé odchylky od

guidance. The Investigator acknowledges that
it has the sole responsibility to determine who
to bill for services not covered by Sponsor in
accordance with Annex A Budget.

1.2. Trial Conduct.

@ Institution and Investigator will
conduct the Trial, and will ensure that the
Trial Personnel conduct the Trial, in strict
compliance with (i) the Protocol; (i) the
obligations of Institution and Investigator
under this Agreement; (iii) all applicable laws,
rules, regulations and guidance, including,
without limitation, the applicable directives of
the Buropean Union, including those related
to the conduct of human Trials and the
protection of personal data (95/46/EEC);
(iv) the International Conference on
Harmonisation =~ Harmonised  Tripartite
Guidelines for Good Clinical Practice (“ICH-
GCP”), including, without limitation, GCP
(ICH-EO0), clinical safety data management
(ICH-E2A) and general considerations for
Trials (ICH-ES8); (v) generally accepted
treatment  standards of the medical
profession, and (vi) all other applicable laws,
rules, and regulations of the Czech Republic,
including, without limitation, the Act on
Pharmaceuticals (NO. 378/2007 Coll.) the
Dectee on Good Clinical Practice (No.
226/2008 Coll., Act No. 372/2011 Coll., on
health services and Act No. 110/2019 Coll.,
on the processing of personal data) (all the
foregoing being herein referred to as
“Applicable Laws”).

Expected duration of the Clinical Trial - [,
could be longer if patient still receiving
treatment.

Expected number of included Evaluation
Subjects - [}

(ii) Neither Institution nor Investigator
will deviate from the Protocol without the
advance written consent of Sponsor, unless in
the good medical judgment of Investigator, a
deviation is necessary to protect the safety of
the Trial subjects due to urgent medical
conditions of the Trial subject. In the event of
any deviation from the Protocol, Investigator
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1.4.

Protokolu  Zkousejici  tuto  odchylku
zaznamena do Protokolu odchylek (s
uvedenim data a davodu) abude o ni pii
monitoringu informovat zastupce Zadavatele
a pii velké odchylce (napf. zafazeni subjektu
Hodnoceni, ktery nesplfiuje vSechna kritéria
zapisu nebo 1écba mimo parametry uvedené v
Protokolu), bude Zkousejici informovat
Zadavatele nebo jeho zastupce bez odkladu,
ale v zadném piipadé ne pozdéji nez dva (2)
dny poté co se o odchylce dozvi.

1.3. Shoda. Poskytovatel prohlasuje, ze Zkousejici je

zaméstnancem Poskytovatele.

Vylouceni, omezeni nebo neschopnost
zkousejictho. Poskytovatel pisemné uvédomi
Zadavatele, pokud v prabéhu Hodnoceni
Poskytovatel zjisti, ze clen Studijniho Persondlu
nebo Zkousejici, je-li to aplikovatelné: (i) je
vyloucen, diskvalifikovan ¢ obdrzi  zpravu
o vySetfovani jeho profesnim fidicim orgianem,
regulacnim organem, véetné FDA ¢ jinym
statnim organem; (ii) je omezena jeho moznost
poskytovat zdravotni péci ve Zdravotnickém
zafizeni; (iii) je sankcionovan regula¢nimi organy
nebo jinymi statnimi organy; (iv) ukondf nebo mu
byl ukoncen pracovni pomér ¢i jiny smluvni vztah
se Zdravotnickym zafizenim; nebo (v) se jinak
stane nezpusobilym, neschopnym plnit své
zavazky podle této Smlouvy ¢i je plnit nechce.
Bude-li to Zadavatel vyzadovat, bude se
Poskytovatel podilet na nalezeni vhodného
nahradniho Zkousejictho ¢ ¢lena  Studijniho
Personalu  tak, aby nedoslo k pferuseni
Hodnocend.

1.5. Souhlas EK a formulaf informovaného souhlasu.

Zadavatel nebo jeho zastupce ziska pfred
zahajenim Hodnoceni souhlas s provedenim
Hodnoceni, véetné¢  schvaleni  protokolu,
formulafe informovaného souhlasu subjektu
Hodnoceni (,,ICF®), a jakékoli dodatky k vyse
uvedenému, od piislusné etické komise (,EK®),
ve shodé s Piislusnymi Zakony, pfedpisy a
naffzenimi. Zkousejici ziska od kazdého subjektu
Hodnoceni pfed jeho zafazenim do Hodnoceni
podepsany ICF na $abloné¢ dodané Zadavatelem
ve shod¢ s Prislusnymi Zakony a schvaleny EK.
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1.3.

1.4.

1.5.

shall record such deviation on a protocol
deviation log (including the date and reason)
and shall inform the Sponsot’s representative
of the deviation when monitoring, and, in the
event of a major deviation (e.g., enrollment of
a Trial subject not meeting all enrollment
criteria or treatment outside parameters
identified in the Protocol), Investigator shall
notify the Sponsor, or the EC or its
representative as soon as possible, but in no
event later than two (2) days after they learn
about the deviations.

Compliance. Institution represents that
Investigator is an employee of the Institution.

Debarment, Restriction, ot Inability of
Investigator. Institution will notify Sponsor in
writing if during the course of the Trial, any of
the Institution, the Trial Personnel or
Investigator, if applicable: (i) is debarred,
disqualified or receives notification of any
investigation by his/her professional governing
body, any regulatory authority, including the
FDA, or other government authority; (i) receives
notification of any restriction on his/her ability
to provide medical services at the Institution-;
(iii) is sanctioned by any regulatory authorities or
other governmental authorities; (iv) terminates or
has been terminated from his/her employment
or other contractual relationship with the
Institution; or (v) otherwise becomes unfit,
unable or unwilling to fulfill his/her obligations
under this Agreement. If requested by Sponsor,
Institution will cooperate to find a suitable
replacement for PI or team member so as not to
interrupt the Trial.

EC Approvals and Informed Consent Form.
Prior to the commencement of the Trial, the
Sponsor or its representative will obtain approval
for the conduct of the Trial, including approval
of the Protocol, Trial subject’s informed consent
form (“ICF”), and any amendments to any of the
foregoing, from the applicable Ethics Committee
(“EC”) in accordance with applicable laws, rules
and regulations. Prior to enrollment to the Trial,
the Investigator will obtain from each Trial
subject a signed ICF on the template provided by
Sponsor in accordance with Applicable Law and
as approved by Sponsor and the EC.
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1.6. Osobni data. Zpracovani osobnich 1dajd je feSeno

1.6. Personal Data. The processing of personal data

v_samostatné raimcové dohodé o zpracovani

osobnich 1idajt, kterou strany uzaviely.

1.7__Majetkovd pfiznini. Pfed zahijenim ucasti
zkousejictho  na  klinickém  hodnoceni u
Poskytovatele, Zkousejici zajist, aby Zkousejici a
kazdy dalsi ucastnik klinického hodnoceni predlozil
zadavateli podepsané majetkové pfiznani odhalujici
existenci nebo absenci finan¢nich zajmt a ujednani
podle platné pravni upravy, aby zadavatel ajeho
pfidruzené strany mohly pfedlozit uplna a pfesna
osveédcen{ nebo prohlaseni o zvefejnéni. Po dobu
ucinnosti této smlouvy a po dobu jednoho (1) roku
po provedeni nebo ukonceni klinického hodnoceni
zajisti Zkousejici, ze vsechny osoby ihned upozorni

‘o

zadavatele na jakékoli zmény nebo aktualizace udaju

obsazenych v podepsanych formulatich
majetkového piiznani, které odevzdaly.
1.8. Protikorupéni opatfeni. Ani Poskytovatel,

Zkousejici, Studijni Personal, ani Zzadna z jejich
pfidruzenych stran, feditelq, ufedniku,
zameéstnancl nebo zastupcu (vSe vyse uvedené,
véetné spole¢ného oznaceni pfidruzenych stran,
wZastupci Poskytovatele”) neucinili Zzadné
kroky, pfimo ¢i nepfimo, které by mohly zputsobit
poruseni zakont o korupénich praktikach,
umluvy o potirani korupce zahranicnich statnich
ufednikt v mezinarodnich  obchodnich
transakcich pfijaté na vyjednavaci konferenci
Organizace pro ekonomickou spolupraci a rozvoj
21. listopadu 1997 (tato umluva, vcetné
souvisejicich pfedpisi a nafizeni, ,;Gmluva
OECD®). Smluvni strany souhlasf s dodrzovanim
antiuplatkafskych nebo antikorupénich zakond,
pfedpisi nebo nafizeni ( ,,AntikorupCni
Zakony®). Strany jednaji a budou jednat ve shod¢
s Antikorupénimi  Zikony.  Poskytovatel
zachovavd a bude zachovavat nezbytné zavedené
postupy tak, aby se zabrinilo uplatkafstvi
a korupcnimu chovani Zastupct Poskytovatele.

1.9. Hlaseni. Zkousejici odesle zadavateli do tif (3) dnt
od navstévy subjektu Klinického Hodnocenf tplna
a pfesna hlaseni v podobé formulaft zaznamu
kazdého subjektu Hodnocen{ (,,CRF®) a vSechny
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is addressed under a separate Master Data

Processing Agreement entered into by the

Parties. Agreement.
1.7. Financial Disclosures. Prior to the
commencement of Investigator’s participation in
the Trial at Institution, the Institution and
Investigator shall ensure that the Investigator
other Trial Personnel provide to Sponsor a
signed financial disclosure form disclosing the
existence or absence of any and all financial
interests and arrangements as required by
Applicable Law ) so that Sponsor and its affiliates
are able to submit complete and accurate
certifications or disclosure statements as required
). In addition, during the term of this Agreement
and for one (1) year after the completion or
termination of the Ttial, Investigator shall ensure
that all individuals promptly notify Sponsor of
any changes or updates to the information
contained in the signed financial disclosure
forms submitted by such individuals.

1.8. Anti-corruption measures. Neither the
Institution, the Investigator nor any Trial
Personnel , nor any of their respective affiliates,
directors, officers, employees or agents (all of the
foregoing, including affiliates  collectively,
“Institution’s Representatives”) has taken any
action, directly or indirectly, that would result in
a violation of the laws on corrupt practices, the
Convention on Combating Bribery of Foreign
Public Officials in International Business
Transactions adopted by the Negotiating
Conference of the Organization for Economic
Co-operation and  Development on 21
November 1997 (such convention, including the
rules and regulations thereunder, the “OECD
Convention”) comply applicable anti-bribery or
anticorruption  laws, rules or regulations
(collectively “Anticorruption Laws”). The
Parties have acted and will act in compliance with
the Anti-corruption Laws. Institution has and will
have necessary procedures in place to prevent
bribery and corrupt conduct by Institution’s
Representatives.

1.9. Reports. The Investigator shall, within three (3)
days of a Trial subject visit, submit to Sponsor
complete and accurate case report forms
(“CRFs”) and any other records, reports, and
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dalsi zaznamy, zpravy a uddaje, jejichz doruceni
Zadavateli mtze byt vyzadovano podle Protokolu
nebo této Smlouvy (spole¢né ,,Udaje o Klinickém
Hodnoceni) v souladu se zde uvedenym
harmonogramem. Veskeré jiné dalsi informace a
udaje shromazdéné nebo piipravené v souvislosti
s Protokolem nez Udaje o Klinickém Hodnoceni,
napf. zdravotnicki ~ dokumentace,  zdrojové
pracovni listy, rentgenové snimky, CT skeny, MRI,
dalsi diagnostické snimky a dalsi primarni zakladni
udaje ve formulafich zdznamu kazdého subjektu
Hodnoceni (spole¢né ,,Zdrojové Zaznamy®),
zustanou u Poskytovatele a budou k dispozici
Zadavateli nebo jeho zastupcim k nahlédnuti.
Poskytovatel a Zkousejici dale souhlasi a zajistf, Ze
Studijni Personal bude souhlasit s tim, ze poskytne
veskeré dalsi adaje, pfistup nebo pomoc, kterou
muze Zadavatel pfiméfené vyzadovat v souvislosti
s predlozenim Hodnoceného Léciva ke schvaleni
nebo ziskani povoleni.

1.10. Hlaseni nezadoucich téinkt/nezadoucich

data that may be required to be delivered to
Sponsor pursuant to the Protocol or this
Agreement (collectively “Trial Data”) in
accordance with the schedules set forth therein.
All other information and data collected or
prepared in connection with the Protocol other
than Trial Data, such as medical records, source
worksheets, x-rays, CT scans, MRIs, other
diagnostic images, and all other primary data
sources underlying data recorded on the case
report forms (collectively “Source Records”)
shall remain at the Institution and shall be
available for inspection by Sponsor or their
representatives.  In addition, Institution and
Investigator agree, and shall ensure that Trial
Personnel agree, to provide any additional data,
access or assistance reasonably requested by
Sponsor in  connection with  Sponsor’s
submission for approval or clearance of the Trial
Drug.

1.10. Reporting of adverse reactions/adverse events.

piithod. Zkousejici bude thned, ne vsak pozdéji nez
dva (2) kalendaini dny po t€ co se o vyskytu
nezadouciho aéinku/pithody dozvi informovat
Zadavatele. V ptipadé zavazného nezadouciho
ucinku/pithody bude Zkousejictho informovat
Zadavatele do dvaceti ¢tyf (24) hodin po té, co se
o vyskytu zavazného nezidouciho uéinku/piihody
dozvi a to v souladu s Protokolem a Piislusnym
Zakonem. Zkousejici  Zadavateli  zpiistupni
veskerou  souvisejici  dokumentaci,  vcetné
laboratornich vysledkd, dostupnych informaci o
umrti, operac¢nich zprav a dalsi dokumentace bez
omezeni pro kazdou nepiiznivou uddlost, je-li to
aplikovatelné. Poskytovatel a Zkousejici budou
informovat Zadavatele pisemné do dvaceti Ctyf
(24) hodin o jakékoli komunikaci s EK a s kazdym
statnfim nebo spravnim orginem ve vztahu k
hldseni nezadoucich ucinka/pithod.

1.11. StaZeni souhlasu etické komise nebo Stitniho

ustavu pro kontrolu 1é¢iv. Poskytovatel a
Zkousejici  budou  informovat  Zadavatele
telefonicky ¢i e-mailem (s naslednym zaslanim
postou) do dvou (2) dnt poté, co se Poskytovatel
a/nebo Zkousejici dozvi, ze EK nebo stitni
autorita stahli svlj souhlas s provadénim
Hodnoceni.

. HODNOCENE LECIVO; MATERIAL;
UCHOVAVANI ZAZNAMU; INSPEKCE

Investigator shall immediately, but not later than
within two (2) calendar days after learning about
the event, notify Sponsor. In the event of a
setious adverse reaction/event, the Investigator
shall notify the Sponsor within twenty-four (24)
hours after they learn about the adverse
reaction/event, in accordance with the Protocol
and Applicable Law. Investigator shall make
available  to  Sponsor  all  associated
documentation, including but not limited to
laboratory results, available information on death,
operational reports, for each adverse event, if
applicable. The Institution and Investigator shall
notify Sponsor in writing within twenty-four (24)
hours of any communication from the EC and
any state or national authority in relation to the
reporting about the adverse reactions/events.

1.11. Withdrawal of consent of the Ethics Committee

or the State Institute for Drug Control. The
Institution and Investigator shall notify Sponsor
within two (2) days after the Institution or the
Investigator finds out that the EC or a state
authority withdraws its approval of the Trial
conduct, by telephone and email (with a follow-
up by mail).

. TRIAL DRUG; MATERIAL; RECORDS

RETENTION; INSPECTION
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2.1. Hodnocené Lécivo.

@ Poskytovatel a Zkousejici berou na
védomi, ze Hodnocené Lécivo a veskeré
souvisejici dusevni vlastnictvi vlastni nebo ma
pod kontrolou Zadavatel a Ze ani zadné
ustanoveni této Smlouvy, ani Protokolu, ani
zadna aktivita provadéna Poskytovatelem,
Studijnim Persondlem nebo Zkousejicim
v prubc¢hu Klinického Hodnoceni nezaklada
zadné pravo  Poskytovatele, Studijniho
Personalu nebo Zkousejictho na Hodnocené
Lécivo nebo piislusné dusevni vlastnictvi.

(ii) Neni-li dohodnuto smluvnimi Stranami
jinak, Zadavatel Hodnocené Lécivo, a vsechny
kontrolni/placebo materidly podavané subjektim v
ramci Hodnoceni poskytne Poskytovateli zdarma za
ucelem podavani nebo vydavani subjektim
Klinického Hodnoceni na mist¢ Klinického
Hodnoceni v ptisné shod¢ s Protokolem a to
vyhradné Zkousejicim, nebo pod jeho dohledem.
Hodnoceny 1écivy piipravek bude dodavan do
nemocni¢ni 1ékarny, vzdy v fadné zabalenych
obalech urcenych pro hodnoceny lé¢ivy piipravek a
oznaceny v souladu s ustanovenim § 19 odst. 1 pism.
e) vyhlasky ¢.226/2008 Sb., o spravné klinické praxi.

Dodavky hodnoceného 1é¢ivého piipravku se
budou uskutecniovat v Po-P4 od 7.00 h do
14.00 h do budovy nemocnié¢ni 1ékarny ¢. 20.

(i) Poskytovatel a Zkousejici budou
pouzivat Hodnocené a Srovnavaci Lécivo
vihradné k provadéni Hodnoceni v pfisném
souladu s Protokolem, nikoli k zadnym jinym
ucelim anebudou poskytovat Hodnocené
Lécivo zadné tieti strané. Poskytovatel a
Zkousejic budou zachazet s Hodnocenym a
lécivem, skladovat je, odesilat a likvidovat dle
pokynu a na naklady Zadavatele a jim urcenych
0sob a v souladu se vSemi Pifslusnymi Zakony,
pravidly a nafizenimi.

(iv) Zkousejic{  zajist], aby prazdné
a/nebo  ¢asteéné  pouzité  nidobky
s Hodnocenym Lécivem byly zlikvidovany ¢i
vraceny Zadavateli na jeho naklady a v souladu
s Protokolem.
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2.1. Trial Drug.

@ Institution and Investigator
acknowledge that the Trial Drug and all
related intellectual property is owned and/or
controlled by Sponsor and that neither the
terms of this Agreement nor the Protocol, nor
any activities conducted by the Institution,
Trial Personnel or Investigator during the
Trial, shall be construed to grant to either
Institution, Trial Personnel or Investigator
any rights in or to the Trial Drug- or such
intellectual property.

(i1) Except as otherwise agreed by the
Parties, Sponsor will provide the Trial Drug,
and any control/placebo materials
administered to Trial subjects as patt of the
Trial free of charge to Institution for
administering or dispensing solely by or under
the supervision of Investigator to Trial
subjects at the Trial Site in strict compliance
with the Protocol. The Trial Drug will be
delivered to the hospital pharmacy, always in
propetly packaged cover intended for the
investigational medicinal product and marked
in accordance with the provisions of § 19 par.
e) Decree No. 226/2008 Coll., on good
clinical practice.

Deliveries of the Trial Drug will take place on
Mon-Fri from 7.00 am to 2.00 pm to the
building of the hospital pharmacy No. 20

(itf) Institution and Investigator shall
use the Trial Drug and solely to conduct the
Trial in strict compliance with the Protocol
and for no other purpose, and shall not
transfer the Trial Drug to any third parties.
Institution and Investigator shall handle,
store, ship and dispose of the Trial Drug and
the as directed by and at the expense of the
Sponsor or its designee and in compliance
with all applicable laws, rules, and regulations.

(iv) Investigator will ensure that empty
and/or partially used containers with the Trial
Drugs disposed of or returned to Sponsor at
their expenses in accordance with the
Protocol.
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) Neni-li Protokolem vyzadovano
jinak, Poskytovatel a Zkousejici nebudou
Hodnocené Lécivo nebo jeho nadobky
upravovat.

2.2. Vzorky a jiné materialy. Diagnostické testy, telni
tekutiny, tkdné odejmuté pfi biopsii, udaje nebo
dals$i materiadly shromazdené pfi hodnoceni
budou Poskytovatel a zkousejici pouzivat
vyhradné pro ucely hodnoceni, v souladu s ICF a
jak je specifikovano v protokolu a této smlouvé.

2.3. Udrzovan{ a uchovavani zdznamua. Zkousejici
a Poskytovatel budou uchovavat dostatecné a presné
zaznamy tykajici se nakladani s Hodnocenym
Lécivem a provadéni vsech postupti se subjekty
Klinického Hodnoceni, které vyzaduje Protokol,

véetné pisemnych zdrojovych materiald,
zdravotnické dokumentace, anamnéz tykajicich se
jednotlivych  subjektd  Klinického Hodnocent,

formulatt CRF, acetnich zaznama, poznamek, zprav
a udaju. Poskytovatel provede bezplatnou archivaci 5
let v souladu se zakonem ¢. 378/2007 Sb. a na dalsich
B <t provede zpoplaténou archivaci — [l
K¢/rok. Platba za zpoplatnénou archivaci bude
uhrazena poté, co sponzor obdrzi originily
podpurnych faktur po podpisu této Smlouvy.
Zadavatel v pfedstthu 6 mésicd od konce
zpoplatnéné archivace oznami poskytovateli, ze trva
na dal$f archivaci a uhradi naklady s tim spojené.

V piipadé, ze ve shora uvedené lhute zadavatel
nesdéli pozadavek na daldi archivaci ¢i neuhradi
poplatek na dalsi archivaci, je Poskytovatel opravnén
k likvidaci vSech archivovanych dokumenta Studie.
V piipadé, ze nebude do klinického hodnoceni
nabran zadny subjekt hodnoceni, bude archivacni
poplatek vracen.

2.4. Inspekce, audity, monitorovaci navstévy a
poskytnuti soucinnosti.

@ Zadavatel, jeho zastupci a jednatelé
maji v rozumném case a na zakladé dostatecné
véasného oznameni pravo na  audit
a monitoring mista provadéni Hodnoceni u
Poskytovatele a vSech zdznamt popsanych v
casti 2.3. Poskytovatel a Zkousejici budou
spolupracovat se Zadavatelem a jeho zastupci
pfi  téchto auditech a monitorovacich
navstévach.
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) Unless required by the Protocol,
Institution and Investigator will not modify
the Trial Drug or its containers.

2.2. Specimens and Other Materials. Diagnostic
tests, bodily fluids, tissue biopsies, data or other
materials collected for the Trial will be used by
Institution and Investigator solely for purposes of
the Trial in accordance with the ICF and as
specified in the Protocol and this Agreement.

2.3.  Records Maintenance and  Retention.
Investigator and Institution will maintain adequate
and accurate records relating to the disposition of the
Trial Drug and the performance of all required
Protocol procedures on Trial subjects, including but
not limited to, written source documents, medical
records, charts pertaining to individual Trial subjects,
CRFs, accounting records, notes, reports, and data.
Institution will retain these documents for the time
required by applicable regulations. Institution The
Institution will perform free archiving for 5 years in
accordance with Act No. 378/2007 Coll. and for the
w years it will perform paid archiving - CZK
/ yeatr. Payment for paid archiving will be
paid upon Sponsor’s receipt of original supporting
invoices after signing of this Agreement.
The Sponsor shall notify the Institution 6 months in
advance from the end of the charged archiving that
it insists on further archiving and will cover the
costs associated therewith. In the event that the
Sponsor does not notify the request for further
archiving or does not pay the fee for further
archiving within the above-mentioned period, the
Institution is entitled to liquidate all archived Study
documents.

2.4. Inspections, audits, monitoring visits and

collaboration.
@ At reasonable times and upon
reasonable notice, Sponsor, and its

representatives and agents shall have the right
to audit and monitor the Trial Site of the
Institution’s  facilities, and all records
described in Section 2.3. The Institution and
Investigator will cooperate with Sponsor and
its representatives with respect to such audits
and monitoring visits.
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(i1) Poskytovatel a Zkousejici budou
ithned informovat Zadavatele o pfijet{ zpravy
o blizici se inspekci €i jiné ¢innosti tykajici se
Hodnoceni ze strany FDA ¢i jinych statnich
nebo regulacnich organd a bude v této
zalezitosti se Zadavatelem spolupracovat.
Poskytovatel umozni zastupcim Zadavatele
ucast pii  takové inspekci a poskytne
Zadavateli kopii veskeré dokumentace tykajici
se Hodnoceni, kterou pfijme nebo odesle
FDA ¢i jinému regula¢nimu organu.

(iif) Poskytovatel a zkousejici odeslou
zadavateli kopii veskeré korespondence
s FDA, vcetné¢ veskeré korespondence tykajici
se pokracujici kontroly. Poskytovatel a
zkousejici  budou informovat zadavatele
pisemne do dvaceti ¢tyf (24) hodin o jakékoli
komunikaci s narodni autoritou ve vztahu k
hlaseni nezadoucich udélosti a v souvislosti
s audity a inspekcemi.

(iv) Poskytovatel a Zkousejic{ budou na
zadost a naklady Zadavatele spolupracovat se
Zadavatelem pii piiprave a predlozeni zadosti
o registraci nového léku, pfihlaSek nového
léku adalsich pfihlasek  tykajicich  se
Hodnoceni pfed uvedenim na trh, jak muze
byt vyzadovano FDA ¢i jinymi regulacnimi
organy a budou spolupracovat s regulacnimi
organy v zalezitostech téchto piihlasek.

3. PROHLASENI A ZARUKY

3.1. Poskytovatel a Zkousejici prohlasuji a zarucuji,

ze jsou pravné zpusobili uzaviit tuto Smlouvu a
ze podminky této Smlouvy nejsou v rozporu s
jinymi  smlouvami, které platné uzavieli
Poskytovatel a Zkousejici neuzaviou zadnou
smlouvu ani nezahaji zadnou aktivitu, ktera by
mohla ovlivnit jejich schopnost provadét
Hodnoceni v souladu s touto Smlouvou
a Protokolem.

(ii) Institution and Investigator will
notify Sponsor immediately upon receiving
notice of, and will cooperate with Sponsor on,
any impending inspection or other action
related to the Trial by the FDA, or other
governmental or  regulatory  authority.
Institution will allow Sponsor’s
representatives to attend such inspection and
provide Sponsor with a copy of any
documentation relating to the Trial received
from or sent to the FDA or any other
regulatory authority.

(iif) Institution and Investigator shall
send Sponsor a copy of all correspondence
with the FDA, including any correspondence
relating to continuing review. Institution and
the Investigator shall notify Sponsor in
writing within twenty-four (24) hours of any
communication from any national authority
in relation to audits, inspection or reporting of
adverse events and promptly in regard to all
other communications regarding any other

issues.
(iv) At Sponsor’s request and expense,
Institution ~ and/or  Investigator,  as

appropriate, will cooperate with Sponsor in
the preparation and submission of the
application to register the new drug, new drug
applications, and any other pre-market
applications relating to the Trial as may be
required by the FDA or other regulatory
authorities, and will cooperate with such
regulatory  authorities  regarding  such
applications.

3. REPRESENTATIONS AND

WARRANTIES

3.1.Institution and Investigator represent and

warrant that it/he/she has the legal authority to
enter into this Agreement and that the terms of
this Agreement are not in conflict with any other
agreements to which it is legally bound.
Institution and Investigator will not enter into
any agreement or engage in any activities that
would impair their ability to conduct the Trial in
accordance with this Agreement and the

Zadavatel se timto zavazuje, ze v souvislosti s touto Protocol.

studii neuzavie ziadnou jinou smlouvu s zadnym The Sponsor hereby undertakes not to enter to any

zaméstnancem poskytovatele. other agreement with any of the Institution's
employees in connection with this study.
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3.2. Poskytovatel a Zkousejici prohlasuji a zarucuji,

ze Zkousejici je plné kvalifikovan jako lékatsky
odbornik v souladu se zdkony a piedpisy Ceské
republiky a je zpusobily plnit své zavazky podle
této  Smlouvy. Poskytovatel a Zkousejici
prohlasuji a zarucuji, Ze béhem provadeéni
Hodnoceni nebudou nijak vyuzivat sluzeb osoby
nebo  spolec¢nosti, ktera byla vyloucena,
diskvalifikovana jako Zkousejici nebo omezena
orginy v Ceské republice nebo FDA podle
zakonu, predpisit ¢i nafizeni. Poskytovatel a
Zkousejici prohlasuji, ze Poskytovatel, Zkousejic
nebo Studijni personal: (i) na zaklad¢ rozhodnuti
mistnfho ¢ stitntho organu neporusil zadné
Prislusné Zakony, (i) neobdrzel upozornéni od
tohoto organu ¢i jiné regulacni upozornéni a
pokud k tomu doslo, byly vsechny nevyfesené
otazky vyfeseny ke spokojenosti organu, (iii)
nebyl a v soucasnosti nenf vyloucen z ucasti
v jakémkoli statnim programu zdravotni péce,
nebyl vylouc¢en z jakéhokoliv jiného narodntho
programu, uznan vinnym jakymkoliv trestnym
¢inem definovanym v Pifslusnych Zakonech ¢i
jinak povazovan za nezpusobilého k ucasti v
programech zdravotni péce ani si neni védom/a
zadné trvajicf ¢i potencialni cinnosti, kterd by
mohla zplsobit tuto nezptsobilost, (iv) neni
ucastnikem soudniho fizen{ o vylouceni ani nebyl
vyloucen jako ucastnik klinického vyzkumu podle
pfedpist statnfho organu; (v) nebyl vyloucen z
jakéhokoli vyzkumu nebo vyzkumného projektu
jakfmkoli mistnim, okresnim, krajskym nebo
statnim organem nebo Zadavatelem pro klinické
nebo 1ékafské pochybeni a (vi) jeho prava
poskytovat zdravotni péci nejsou omezena nebo
pozastavena. Poskytovatel a Zkousejici dale
zarucuji, ze: (i) Poskytovatel, Zkousejici a Studijni
Personal ma plné a neomezené pravo zvefejnit
jakoukoli informaci, know-how, materialy,
znalosti nebo udaje, které se dozvi pfi vykonu této
Smlouvy; (ii) Poskytovatel, Zkousejici a Personal
budou v prabéhu Klinického Hodnoceni
udrzovat vSechny nezbytné licence, povoleni a
opravaneni k provadéni Hodnocenf; a (iii) udaje o
Hodnocenich a elektronické zaznamy budou
odesilany Zadavateli v souladu s Pifslusnymi
Zakony. Poskytovatel a Zkousejici budou
informovat Zadavatele pisemné do péti (5) dnt
o jakékoli zméné ve vySe uvedenych zarukach
nebo dohodich.
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3.2. Institution and Investigator represent and

warrant that the Investigator is fully qualified as a
medical practitioner under applicable state and
federal laws and regulations of the Czech
Republic and is fit to perform his/her obligations
under this Agreement. Institution and
Investigator represent and warrant that it will not,
in the course of performing the Trial, use in any
capacity the services of any person or entity who
has been debarred, disqualified as an investigator,
or restricted by Czech Republic or the FDA
pursuant to the rules ,regulations or statutes.
Institution and Investigator represent that none
of the Institution, Investigator or the Trial
Personnel (i) has been found by any local, county,
state or national authority, to have violated any
Applicable Laws, (ii) has received a warning from
such authority or other similar regulatory letter,
or if it/he/she has, then all outstanding issues
have been resolved to the satisfaction of the
authority, (iii) has been nor is presently excluded
from participation in any government healthcare
program, debarred from or under any other
national program, convicted of any offense
defined in Applicable Laws, or otherwise deemed
ineligible  for participation in  healthcare
programs, nor is aware of any pending or
potential actions that would give rise to any such
ineligibility, (iv) is the subject of a disqualification
proceeding or has been disqualified as a clinical
investigation participant pursuant to any state
authority rules, (v) has been terminated from any
investigation or research project by any local,
county, state or national authority, or by a
sponsor for clinical or medical misconduct, and
(vi) has had its right to provide healthcare
restricted or suspended. Institution and
Investigator additionally warrant that (i)
Institution, Investigator and Trial Personnel have
the full and unrestricted right to disclose any
information, know-how, materials, knowledge or
data disclosed by them in the performance of this
Agreement; (i) Institution, Investigator and Trial
Personnel have, and shall maintain throughout
the term of the Trial, all necessary licenses,
permits, and authorization to conduct the Trial;
and (iii) all Trials Data and electronic records
shall be transmitted to Sponsor in accordance
with all Applicable Laws. Institution and
Investigator shall notify Sponsor in writing

Strana 10 z 32 / Page 10 of 32



3.3. Poskytovatel a zkouSejici prohlasuji a zarucuji, ze

zkousejici a veskery dalsi studijni personal je nebo
pfed zahdjenim zkousek bude zavazan postoupit
Poskytovateli vSechna vlastnickd prava a podily
na vysledcich klinického hodnoceni, udaje
klinického hodnoceni a invence pfi klinickém
hodnoceni vzniklé, jak je popsano nize.
Zkousejici dale zarucuje, ze zkousejici a studijni
personal budou dodrzovat vsechna ustanoveni
této Smlouvy.

4. MLCENLIVOST

4.1. Poskytovatel a Zkousejici budou mit (a

Zkousejic zajisti, aby Studijni Personal také mél)
za piisné duverné vsechny informace a zaroven
nebudou odhalovat tfetim stranim zadné
informace poskytnuté zadavatelem nebo jménem
zadavatele nebo ty, které se vygeneruji, objevi
nebo budou ziskiny jakoukoli stranou v
souvislosti s Hodnocenim (jiné nez zdravotni
zaznamy subjektd Hodnoceni), véetné udaju
z Klinického Hodnoceni a jeho vysledku,
vynalezti ainformaci zfskanych v souvislosti
s timto Hodnocenim (,,Davérné Informace®).
Poskytovatel a ZkouSejici budou pouzivat a
Zkousejici zajisti, aby rovnéz Studijni Personal
pouzival Duvérné Informace pouze pro ucely
Hodnoceni a z zadného jiného duvodu. Zavazky
clanku 4 budou platit po vyprseni nebo ukonceni
této Smlouvy po dobu deseti (10) let od
dokonceni Hodnoceni u Poskytovatele. Dtvérné
informace nebudou zahrnovat informace, které:

@) jsou nebo se stanou vefejné
piistupnymi bez pficinéni Zkousejiciho,
Studijniho Personalu nebo Poskytovatele;

(i) byly znamy Zkousejicimu nebo
Poskytovateli bez zavazku mlcenlivosti pfed
tim, nez je obdrzeli bud’ pfimo, nebo nepfimo
od  Zadavatele  vsouvislosti s timto
Hodnocenim, jak prokazuji pisemné zaznamy
¢asove predchazejici datu, kdy se to dozvedel
Zkousejici nebo Poskytovatel od Zadavatele;

(iid) byly zpfistupnény Zkousejicimu
nebo Poskytovateli tfet{ stranou, aniz by doslo
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within five (5) days of any change to the
foregoing warranties or covenants

3.3.  Institution and Investigator represent and

warrant that Investigator and all other Trial
Personnel are, or prior to the commencement of
the Trial, will be obliged to convey to Institution
all title and interest to Trial results and Trial Data
and Inventions as defined below. In addition, the
Investigator shall ensure that all Trial Personnel
comply with the provisions of this Agreement.

4. CONFIDENTIALITY

4.1. Institution and Investigator will (and the

Investigator will cause Trial Personnel to also)
keep strictly confidential and not disclose to third
parties all information provided by or on behalf
of Sponsor or that is generated, discovered, or
obtained by any Party as a result of the Trial
(other than health records of the Trial’s subjects),
including the Trial Data and its results, Inventions
and information obtained in relation to this Trial
(“Confidential Information”). Institution and
Investigator will use, and the Investigator will
cause Trial Personnel to use, Confidential
Information only for purposes of the Trial and
for no other purpose. The obligations of Section
4 will survive expiration or termination of this
Agreement for a period of ten (10) years after the
Trial is complete at the Institution. Confidential
Information will not include information that:

@ is or becomes publicly available
through no fault of Investigator, Trial
Personnel, Institution, or Investigator;

(if) was known to Investigator or
Institution without obligation of
confidentiality prior to receiving it either
directly or indirectly from Sponsor in relation
to this Trial, as demonstrated by written
records predating the date it was learned by
Investigator or Institution from Sponsor;

(iif) is made available to Investigator or

Institution by a third party without violation
of law or any obligation of confidentiality; or
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k poruseni zakona nebo jakéhokoli zavazku
mlcenlivosti; nebo

(iv) dle pisemnych zaznamui
Poskytovatele nebo  Zkousejictho  byly
samostatné vytvofeny Poskytovatelem nebo
Zkousejicim bez odvolani nebo zavislosti na
jakékoli Dtverné Informaci.

4.2. Poskytovatel a Zkousejici mtze bez ohledu na

dalsi ustanoveni této Smlouvy zvefejnit Divérné
Informace pouze v nutném rozsahu z davodu:

@) dodrzovani  vSech  piislusnych
zakonu, pfedpist, nafizeni a piikazt, po
okamzité zpraveé Zadavateli o zvefejnéni
jakékoli Davérné Informace a za pfedpokladu,
ze Zkousejici a Poskytovatel spolupracuji ve
snaze Zadavatele omezit takové zvefejniovani
Prislusnymi Zakonnymi prostfedky;

(i1) ochrany  bezpecnosti  subjekti
Hodnoceni a poskytovani zdravotni péce
subjektim  Hodnoceni nebo  prevenci
ohrozeni vefejného zdravi s okamzitym
upozornénim Zadavatele;

(iif) ucelid  pojistného  plnéni nebo
nahrady tietf strany za lékafskou péci subjektu
Hodnoceni ve vztahu k postuptim uvedenym
v Protokolu.

5. PUBLIKACE

Hodnoceni je souc¢asti multicentrického
klinického hodnoceni a publikace nebo
prezentace vysledka Hodnoceni provadéného u
Poskytovatele nemiize byt provedena pfed prvni
multicentrickou publikaci Zadavatele. Pokud
nedojde k multicentrické publikaci do osmnacti
(18) meésict od dokonceni nebo ukonceni
Hodnoceni na vSech mistech provadéjicich
Hodnoceni a pokud byly ziskany vSechny ddaje,
ma  Zkousejici  pravo  publikovat  nebo
prezentovat své vysledky Hodnoceni (ale ne
vysledky z jiného mista provadeéni Klinického
Hodnoceni) (,,Publikace®), podle nasledujicich
pozadavkl. Zkousejici odesle vsechny navrzené
Publikace spolu s nazvem zamysleného
veédeckého cCasopisu, fora nebo konference
Zadavateli Sedesat (60) dnd pfed pfedanim
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(iv) can be shown by written records of
Institution or Investigator to have been
independently developed by Institution or
Investigator without reference to or reliance
upon any Confidential Information.

4.2. Notwithstanding any other provision of this

Agreement, Institution and Investigator may
disclose Confidential Information only to the
extent required

@ to comply with an applicable
governmental law, rule, regulation or order,
after prompt notice to Sponsor prior to
disclosing any Confidential Information and
provided that Investigator and Institution
cooperate in the Sponsor’s effort to limit such
disclosure by appropriate legal means;

(i1) to protect Trial subject’s safety or
provide appropriate medical care for any Trial
subject, or to prevent a public health
emergency with prompt notice to Sponsor;

(iif) for purposes of insurance claim or
reimbursement by a third-party payer for
medical treatment of a Trial subject related to
the procedures included in the Protocol.

5. PUBLICATION

The Trial is part of a multi-site clinical study, and
publication or presentation of the results of the
Trial conducted at the Institution shall not be
made before the first multi-site publication by
Sponsor. If there is no multi-site publication
within eighteen (18) months after the Trial has
been completed or terminated at all sites
conducting Trial, and all data has been received,
Investigator shall have the right to publish and or
present its Trial results (but not the results of any
other site conducting Trial) (“Publication”),
subject to the following requirements.
Investigator will submit all proposed Publications
along with the name of the intended scientific
journal, forum or conference, to Sponsor sixty
(60) days prior to submission of the Publication
for publishing. The Investigator will remove
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Publikace ke zvefejnéni. Zkousejici odstrani
odkazy na Duvérné Informace Zadavatele (jiné
nez vysledky hodnoceni) v jakémkoli dokumentu
nebo prezentaci a na zadost Zadavatele pozdrzi
Publikaci na dobu az Sedesati (60) dnu, aby
zadavatel mohl ziskat pfislusnou ochranu
dusevniho vlastnictvi k jakymkoli vysledkiim
z Klinického  Hodnoceni nebo Duvérnym
Informacim v Publikaci.

6. VLASTNICTVI A OBJEVY

6.1. Zadavatel je vlastnikem vSech udaji o

Hodnoceni, vysledkia Hodnoceni, CRF a dalsich
udaji  vytvofenych jako vysledek provadeni
Hodnoceni nebo ve spojeni s nim, s vyjimkou
zdravotnich zaznamt subjektdt Hodnoceni a
osobnich poznimek Zkousejictho. Zadavatel
timto  Poskytovateli  udéluje  nevyhradni,
nepfenositelné,  nesublicencovatelné  pravo
vyuzivat vysledky Hodnoceni vyhradné pro svij
vlastni nekomerén{ vyzkum, pééi o pacienty a
vzdélavaci dcely v souladu s podminkami
odstavce 5.

6.2. Vsechny objevy, napady, metody, autorské

prace, know-how nebo objevy, které vytvorilo,
vymyslelo nebo uvedl do praxe Poskytovatel,
Zkousejici nebo Studijni Persondl: (i) jako
vysledek provadéni Klinického Hodnoceni nebo
ve spojeni s nim; (ii) které obsahujf nebo vyuzivaji
Duvérné Informace; nebo (i) které jsou piimo
spojené s Hodnocenym Lécivem a vzdy spolu se
vsemi souvisejicimi pravy dusevnfho vlastnictvi
(spolecne ,,Objevy pfi Hodnocenim®) budou
vyhradnim a exkluzivnim vlastnictvim Zadavatele
nebo jim uréené osoby. Poskytovatel a Zkousejici
sdeli, a zajisti, aby veskery Studijn{ Personal ihned
pisemné sdélil, vsechny objevy pii Hodnocenim
Zadavateli. Poskytovatel a Zkousejici timto
udéluji, a zajist{, aby Studijni Personal udélil,
vSechna prava, vlastnictvi a podil na vsech
Objevech  souvisejicich s Hodnocenim
Zadavateli nebo jim urcené osobé¢. Poskytovatel a
Zkousejici pfijmou a zajisti, aby Studijni Personal
piijal, vSechny dalsi kroky, které Zadavatel muze
povazovat za nutné k vylepseni podilu Zadavatele
nebo jim uréené osoby na vysledcich Hodnoceni
nebo na ziskani patentd ¢i jiné ochrany podilu
Zadavatele nebo jim uréené osoby na Objevech
vzniklych v ramci Hodnoceni.
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references to Sponsor’s Confidential Information
(other than Trial results) in any paper or
presentation and, at Sponsot’s request, postpone
such Publication for up to sixty (60) days in order
to permit Sponsor to obtain appropriate
intellectual property protection on any Trial
results or Confidential Information contained in
the Publication.

6. OWNERSHIP AND INVENTIONS

6.1. Sponsor is the owner of all Trial Data, Clinical

Trial results, CRFs and all other data generated as
a result of or in connection with the conduct of
the Trial, excluding health records of the Trial
subjects and Investigator’s personal notes.
Sponsor hereby grants to the Institution a non-
exclusive, non-transferable, non-sublicensable
right to use the Trial results solely for its own
internal, non-commercial research, patient care,
and educational purposes subject to the terms of

paragraph 5.

6.2. All inventions, ideas, methods, works of

authorship, know-how or discoveries that are
made, conceived, or reduced to practice by
Institution, Investigator or Trial Personnel: (i) as
a result of or in connection with the conduct of
the Trial; (if) that incorporate or use Confidential
Information; or (iii) that are directly related to the
Trial Drug, and in each case together with all
intellectual property rights relating thereto
(collectively, “Trial Inventions in Trial”), will
be the sole and exclusive property of Sponsor or
its designee. Institution and Investigator will, and
will cause all Trial Personnel to, promptly disclose
all Trial Inventions to Sponsor in writing.
Institution and Investigator hereby assign, and
will cause Trial Personnel to assign, all right, title
and interest in all Trial Inventions related to the
Trial to Sponsor or its designee. At Sponsot’s
request and expense, Institution and Investigator
shall take, and shall cause Trial Personnel to take,
all additional actions as Sponsor deems necessary
to perfect the interest of Sponsor or its designee
in Trial results or to obtain patents or otherwise
protect the interest of Sponsor or its designee in
Trial Inventions incurred in the Trial.
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7. ODSKODNENI

7.1. Zadavatel odskodni, bude brinit a zbavi

odpovédnosti Poskytovatele a jeho statutirni
organy, zastupce, zaméstnance a Zkousejici
(,,Odskodiiovany/i  Poskytovatele) 7a
vsechny ztraty, ndklady, vydaje nebo $kody,
pfiznané rozhodnutim soudu nebo nakonec
zaplacené jako soudni vyrovnani (vcetné
pfiméfenych poplatkd pravniho zastoupeni)
(s, Ztraty“) vynalozené Odskodnovanym
Poskytovatele za jakykoliv narok tfeti strany
z Gjmy na zdravi nebo smrti subjektu Hodnocen,
kdy Gjma na zdravi nebo smrt byla piimo
zpusobena: (@)  Hodnocenym  Lécivem
pouzivanym v pfimém souladu s Protokolem a
touto Smlouvou béhem provadéni Hodnoceni
nebo (b) provadénim jakéhokoli postupu, ktery
vyzaduje Protokol a ktery by subjekt Hodnoceni
nepodstoupil, pokud by se subjekt Hodnoceni
nedcastnil Hodnoceni a ktery byl proveden v
souladu s Protokolem a s touto Smlouvou.
Zadavatel neodskodni, nebude branit a nezbavi
odpovédnosti Odskodniovany/{ Poskytovatele za
ztraty v rozsahu a z duvodu prokazaného: (i)
jakéhokoli selhan{ Odskodnovaného
Poskytovatele pfi provadéni Hodnoceni v
souladu s Protokolem, ustanovenimi této
Smlouvy a vsemi Prislusnymi Zakony, pfedpisy,
smérnicemi  a nafizenimi; (i) nedbalosti,
lehkovaznosti nebo profesniho pochybeni na
strané jakéhokoli Odskodnovaného
Poskytovatele (vcetné Studijntho Personalu);
nebo (i) poruseni jakéhokoli  zavazku
Poskytovatele nebo Zkousejictho podle této
Smlouvy,.

7.2. Poskytovatel odskodni, bude branit a zbavi

odpoveédnosti  Zadavatele a jeho ufedniky,
feditele, zameéstnance a jednatele
(,,OdSkodilovany/i Zadavatele®) za jakoukoli
Ztratu vzniklou Odskodniovanému Zadavatele z
jakéhokoli naroku tfet{ strany vzniklého na
zakladé prokazaného: (i) jakéhokoli selhani
Odskodnovaného Poskytovatele pfi provadéni
Hodnoceni v souladu s  Protokolem,
ustanovenimi této Smlouvy a véemi Pfislusnymi
Zakony, pfedpisy, smérnicemi a nafizenimi; (ii)
nedbalosti, lehkovaznosti nebo profesniho
pochybeni na strané jakéhokoli Odskodnovaného
Poskytovatele; nebo (iii) poruseni jakéhokoli
zavazku Poskytovatele podle této Smlouvy.
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7. INDEMNIFICATION

7.1. Sponsor will indemnify, defend and hold

harmless Institution and its trustees, officers,
agents, employees and Investigator (“Institution
Indemnitee(s)”) for any losses, costs, expenses
or damages finally awarded by court order or
finally paid in settlement or judgment (including
reasonable attorney’s fees) (“Losses”) incurred
by an Institution Indemnitee arising from any
third party claim based upon the bodily harm or
death to a subject enrolled in the Trial, which
bodily harm or death was directly caused by (a)
the Trial Drug used in strict accordance with the
Protocol and this Agreement during the course of
the Trial, or (b) the performance of any procedure
required by the Protocol and that would not have
been attended by the subject if the subject did not
participate in the Trial and that was performed in
accordance with the Protocol and this
Agreement. Sponsor will not indemnify, defend
or hold harmless Institution Indemnitees for
Losses to the extent such Losses arise out of and
due to: (i) any failure of an Institution Indemnitee
to conduct the Trial in accordance with the
Protocol, the terms of this Agreement or any
applicable law, rule, guidance, or regulation; (ii)
the negligence, recklessness or willful misconduct
on the part of any Institution Indemnitee
(including Trial Personnel); or (iii) a breach of any
of the Institution’s or  Investigator’s
commitments, representations or obligations
under this Agreement.

7.2. Institution will indemnify, defend and hold

harmless Sponsor and its officers, directors,
employees and agents (“Sponsor
Indemnitee(s)”) from any Losses incurred by a
Sponsor Indemnitee atising from any third party
claim based upon proof of (i) any failure of an
Institution Indemnitee to conduct the Trial in
accordance with the Protocol, the terms of this
Agreement or any applicable law, rule, guidance,
or regulation; (ii) the negligence, recklessness or
willful misconduct on the part of any Institution
Indemnitee; or (iii) a breach of any of the
Institution’s representations, representations or
obligations under this Agreement.
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7.3. Poskytovatel neodskodni, nebude branit a

nezbavi odpovédnosti Odskodnované
Zadavatele za ztraty v rozsahu a z davodu: (i)
jakéhokoli nejednani Odskodnovaného

Zadavatele v souladu s ustanovenimi

Smlouvy a vsemi Prislusnymi Zakony, pfedpisy,
smérnicemi a nafizenimi; nebo (i) nedbalosti,
lehkovaznosti nebo profesntho pochybeni na
strané jakéhokoli Odskodniovaného Zadavatele.

7.4. Kazda potencidlné odskodnovand Strana
poskytne druhé Strané okamzitou pisemnou
zpravu o naroku jakékoli tfetf strany, z kterého je
odskodnéni pozadovano. Odskodnujici strana
bude mit vyhradni kontrolu nad obhajobou a
vyrovnanim jakéhokoli naroku tfeti strany za
pfedpokladu, ze tak ¢ini svédomité, v dobré vife
a za pomoci pfiméfené zkuseného poradce s

odbornosti v pifslusném oboru, a

odskodnovana Strana pfiméfené spolupracuje pfi
obhajobé¢ tohoto naroku. Odskodnovana Strana
neurovna zadny narok tfetf strany vici sobé bez
pfedchoziho pisemného souhlasu odskodnujici
Strany, kterd souhlas nemuze bezdivodné
odmitnout. Odskodniovana Strana muze vyuzit
sluzeb nezavislého pravniho poradce na své

vlastni naklady.

8. POJISTINE A UJMA NA ZDRAVi

SUBJEKTU HODNOCENT

8.1. Zadavatel prohlasuje, ze uzavtel v souladu s ust.
§ 52 odst. 3 pism. f) zakona ¢. 378/2007 Sb., o
lé¢ivech na dobu trvani Hodnoceni platné
zakonné pojisténi, aby byl schopen splnit své
zavazky z této smlouvy. Poskytovatel a Zkousejici
prohlasuji, ze jsou pojisténi v souladu s ust. § 45
odst. 2 pism. n) zikona ¢. 372/2011 Sb., o
zdravotnich sluzbach a podminkach jejich
poskytovani (zakon o zdravotnich sluzbach) nebo
jinych zakont souvisejicich s poskytovanim

zdravotnich sluzeb.Poskytovatel.

8.2. Poskytovatel a Zkousejici poskytnou subjektim
Hodnoceni, ktefi utrpéli djmu na zdravi
souvisejici s podanim Hodnoceného Léciva nebo
provadénim postupt, které pozaduje Protokol,
nezbytnou lékafskou péci. Zadavatel nahradi
Poskytovateli pfiméfené a nezbytné naklady na
poskytnuti této lékafské péce v rozsahu, ve
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7.3. Institution will not indemnify, defend or hold

harmless Sponsor Indemnitees for Losses to the
extent such Losses arise out of: (i) any failure of a
Sponsor Indemnitee to act in accordance with the
terms of this Agreement or any applicable law,
rule, guidance or regulation; or (i) the negligence,
recklessness or willful misconduct on the part of
any Sponsor Indemnitee.

7.4. Each potentially indemnified Party will provide

the other Party with prompt written notice of any
third-party claim for which indemnification is
sought. The indemnifying Party shall have sole
control over the defense and settlement of any
third party claim provided it does so diligently, in
good faith, and using reasonably experienced
counsel with expertise in the relevant field, and
the indemnified Party will reasonably cooperate
in the defense of such a claim. The indemnified
Party will not settle any third-party claim against
it without the indemnifying Party’s prior written
consent, which consent shall not be unreasonably
withheld. The indemnified Party may, at its own
expense, seck the advice of independent legal
counsel.

. INSURANCE AND BODILY HARM OF

TRIAL SUBJECTS’ HEALTH

8.1. Sponsor declares that, for the duration of the

Trial, they concluded in accordance with the
provisions of § 52 par. 3 let. f) of Act No.
378/2007 Coll., on Medicinal Products a wvalid
legal insurance to be able to meet its obligations
under this Agreement. The Institution and
Investigator declares that they carry any insurance
required in accordance with the provisions of
Section 45 par. n) of Act No. 372/2011 Coll., on
health services and conditions for their provision
(Health Services Act) or other laws related to
provision of health care services. Institution

8.2. Institution and Investigator will provide the

necessary medical treatment to Trial subjects who
have suffered bodily harm related to the
administration of the Trial Drug or the
procedures required by the Protocol. Sponsor will
reimburse Institution for the reasonable and
necessary costs of providing such medical
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kterém byla ujma na zdravi zptisobena podanim
Hodnoceného Léc¢iva v souladu s Protokolem,
nebo postupy provadénymi v souladu s
Protokolem. Bez ohledu na vyse uvedené,
Zadavatel neni povinen odskodnit Poskytovatel
tam, kde tuto reakci nebo zranéni zpusobily
prokazana: (i) nedbalost nebo profesni pochybeni
Poskytovatele, Zkousejictho nebo Studijniho
Personalu; (ii) nedodrzovani Protokolu, dalsich
pisemnych pokynit Zadavatele nebo Pfislusnych
Zakonu, predpisi, naffzeni nebo smérnic; nebo
(i) difve existujictho zdravotniho stavu nebo
skryté nemoci subjektu Hodnoceni

8.3. Pokud Poskytovatel, Zkousejic{ nebo Zadavatel

v prabéhu Hodnoceni opodstatnéné uvazi, ze
néktery ze subjektt Hodnoceni by mél byt
okamyzite vyloucen z tcasti na Hodnoceni, Strany
budou spolupracovat na jeho bezpecném stazeni
z Hodnoceni.

9. OBECNE

9.1. Propagace. Zadni ze Stran nebude pouZivat

nazev druhé Strany nebo jméno zaméstnancu
druhé Strany ¢i jakékoli jejich obchodni znacky v
jakékoli reklamé, propagacnich materialech nebo
tiskovych zpravach bez pfedchoztho pisemného
souhlasu druhé Strany, s vyjimkou situace, kdy je
tento rozsah zvefejnéni nezbytny pro: (i) evidenci
regulacnich organd; zalobu nebo obhajobu
v soudnim sporu; a (iii) dodrzovani pfislusnych
zakont, pfedpist a nafizeni. Bez ohledu na vyse
uvedené, zadavatel muze bez piedchoziho
pisemného  souhlasu  zvefejnit informace
o Zdravotnickém zafizeni a Zkousejicim v
rozsahu, vjakém to vyzaduje Piislusny Zakon
véetné a bez omezeni identifikace Poskytovatele
coby subjektu  provadé¢jiccho  Hodnoceni,
Zkousejictho coby osoby provadéjici Hodnoceni
u Poskytovatele a mnozstvi finan¢nich zdrojua
poskytnutych Zadavatelem Poskytovateli za
provedeni Hodnoceni. Poskytovatel a Zkousejici
souhlasi s timto zvefejnénim. Poskytovatel
a Zkousejici mohou bez predchoziho pisemného
souhlasu zvefejnit svou ucast na Hodnoceni
(véetn¢ nazvu Zadavatele, nazvu Hodnoceni a
¢isla. Protokolu) v davérnych  internich
materiadlech Poskytovatele nebo zprivach pro
statnf organy a v zadostech o grant.
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treatment, to the extent that the bodily harm was
caused by the administration of the Trial Drug, in
accordance with the Protocol or procedures
performed in accordance with the Protocol.
Notwithstanding the foregoing, Sponsot’s
obligation to reimburse Institution will not apply
where such reaction or injury is caused by proof
of (i) the negligence or misconduct of Institution,
Investigator or Trial Personnel; (if) a failure to
adhere to the Protocol, other written instructions
provided by Sponsor, or applicable laws, rules,
guidance, or regulations; or (iii) a pre-existing
medical condition or underlying disease of the
Trial subject.

8.3. If at any time during the Trial the Institution,

Investigator or Sponsor reasonably concludes
that any of the Trial subjects should immediately
be withdrawn from participation in the Trial, the
Parties will cooperate to safely withdraw such
subject from the Trial.

9. GENERAL

9.1. Publicity. Neither Party will use the name of the

other Party or the other Party’s employees or any
of their trademarks in any advertising, sales
promotional material, or press release without the
other Party’s prior written approval, except to the
extent such disclosure is reasonably necessary for:
(i) regulatory filings; (ii) prosecuting or defending
litigation; and (iii) complying with applicable laws,
rules, and regulations. Notwithstanding the
foregoing, Sponsor may, without prior consent,
publicly disclose information about Institution
and Investigator as required by applicable law,
including, but not limited to identifying
Institution as the entity that is conducting the
Trial, Investigator as conducting the Trial at
Institution, and the amount of funding provided
to Institution by Sponsor for the conduct of the
Trial. Institution and Investigator consent to this
disclosure. Institution and Investigator may,
without prior consent, disclose in Institution’s
confidential internal reports or governmental
reports and grant applications, their participation
in the Trial (including Sponsor’s name, the name
of the Trial and Protocol number).
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9.2. Dulezité nevefejné informace. Zkousejici a dalsi

zaméstnanci Poskytovatele mohou mit pfi
provadéni Hodnoceni pfistup k dulezitym
nevefejnym informacim o Zadavateli a jeho
partnerech pfi vyzkumu, kterymi jsou vefejné
obchodovatelné spole¢nosti. Aby nedoslo k
potencialnimu nebo skute¢nému stfetu zajmi,
Poskytovatel a Zkousejici se zdrzi, a zajisti, aby se
veskery Studijni Personal zdrzel, obchodovani
s cennymi papiry Zadavatele a jeho partnery pfi
vyzkumu a nebude radit druhym, aby tak ucinili,
a to be¢hem trvani Hodnoceni a jakmile ma
dulezité nevetejné informace o Zadavateli. Tento
odstavec 9.2 neomezuje Poskytovatel ani
Zkousejictho ¢ subjekt, jehoz soudasti muze
Poskytovatel byt, v ucasti na spojenych
investicnich  prostfedcich, napf. vzijemnych
fondech.

9.3. Vztah. Strany jsou pro ucely této Smlouvy

samostatnymi dodavateli a Zddné ustanoven{ této
Smlouvy nezaklada vztah mezi nimi coby
partnery, mezi feditelem a jednatelem,
zaméstnavatelem a zaméstnancem nebo
spole¢nymi podniky. Zadni ze Stran nema
opravneni nebo pravo zavazovat nebo ukladat
povinnosti druhé Strané nebo se povazovat za
nositele této autority.

9.4. Doba platnosti. Pokud nebyla smlouva

ukoncena dffve pisemnym oznamenim jedné
strany druhé v souladu s odstavcem 9.5, vyprsi
tato Smlouva k pozd¢jsimu z dat, kdy: ()
Zadavatel obdrzel od Zkousejictho vechny fadné
vyplnéné formulafe CRF; (i) Zkousejici vyfesil
vsechny dotazy ohledné objasnéni tudaju a
pfedlozil  zavérecnou zpravu zadavateli ke
spokojenosti  Zadavatele; (iii) byly dokonceny
vsechny uzaviraci aktivity ve zdravotnickém
zafizeni Poskytovatele; a (iv) Zadavatel proved!
vsechny platby a uthrady a obdrzel vSechny
refundace na zaklade této Smlouvy.

9.5. Ukonceni. Tuto Smlouvu muiZze Zadavatel

kdykoli a z jakéhokoli divodu ukoncit po tiiceti
(30) dnech od pisemného oznameni s udanim i
bez udani davodu. Kazdd Strana mize tuto
Smlouvu neprodlené ukoncit, pokud je to
nezbytné pro ochranu zdravi, bezpecnosti nebo
blaha subjektt Hodnoceni a to pisemnym
oznamenim druhé strané. Po pfijeti oznameni o
ukonceni  Zkousejici  neprodlené  zastavi

9.3. Relationship.
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9.2. Material Non-public Information. During the

course of the Trial, Investigator and other
employees of Institution may have access to
material non-public information about Sponsor
and its research partners that are publicly traded
companies. In order to avoid any potential or
actual conflict of interest, Institution and
Investigator will refrain from, and cause all Trial
Personnel to refrain from, trading in any
securities of Sponsor or its research partners, or
recommending that others do so, during the term
of the Trial when in possession of material non-
public information of Sponsor. This paragraph
9.2 will not restrict Institution or Investigator, or
entity of which Institution may be a part, from
participating in pooled investment vehicles such
as mutual funds.

For the purposes of this
Agreement, the Parties are independent
contractors, and nothing contained in this
Agreement will be construed to place them in the
relationship of partners, principal and agent,
employer and employee or joint venturers.
Neither Party will have the power or right to bind
or obligate the other Party or hold itself out as
having such authority.

9.4. Term. Unless terminated ecarlier by written

notice of one Party to the other in accordance
with paragraph 9.5, this Agreement will expire
upon the later of the date on which: (i) Sponsor
has received all properly completed CRFs from
the Investigator; (i) the Investigator has resolved
all data clarification queries, and submitted the
final report to Sponsor to Sponsot’s satisfaction;
(iii) all of Institution’s final activities have been
completed; and (iv) Sponsor has made all
payments and reimbursements and collected all
refunds due under this Agreement.

9.5. Termination.  This Agreement may be

terminated by Sponsor at any time for any reason
upon thirty (30) days written notice with or
without cause. Either party may terminate this
agreement immediately if necessary in order to
protect the health, safety or welfare of Trial
subjects with written notice to the other Party.
Upon receipt of a notice of termination,
Investigator shall immediately stop enrolling trial
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zafazovani subjektd Hodnocen{ do Hodnoceni.
Zkousejici bude nasledné postupovat v provadéni
Hodnoceni v souladu s Protokolem a poskytne
udaje o subjektech Hodnoceni (véetné formulait
CRF) vyzadované v ramci Hodnocent, ktefi byly
zatazeni do Hodnoceni pfed pfijetim oznameni o
ukonceni, pokud Zadavatel pisemné nestanovil
jinak. Podminky této Smlouvy budou i nadale
platit, co se tyce provadéni Hodnoceni, a
Poskytovatel a Zkousejici okamzit¢ odpovi na
dotazy regulacnich organti a Zadavatele ohledné
informaci souvisejicich s provadénim Hodnoceni.
Bez ohledu na to, zda tato ¢ast stanovi jinak,
Zadavatel, Poskytovatel a Zkousejici souhlasi, ze
lhata ukonceni pozadovana na zakladé této
Smlouvy neza¢ne bézet do dne, kdy subjekty
Hodnoceni neukonéi Hodnoceni bez nebezpedi
nepiiznivych zdravotnich dusledkd. Poskytovatel
a Zkousejici vyhovi pokynim Zadavatele ohledné
navraceni Duvérnych Informaci a majetku
Zadavatele Zadavateli.

9.6. Podminky zustavajici v platnosti. V piipade

vyprseni této Smlouvy podle odstavece 9.4 nebo
ukonceni této Smlouvy podle odstavce 9.5
zustanou v platnosti prava a povinnosti
nasledujicich ¢asti: 1.8,1.11,2,4,5,6,7,8129 —
ty budou platit v plné sile aucinnosti i po
ukonceni nebo vyprseni této Smlouvy.

9.7. Uplnost Smlouvy; dodatky. Tato Smlouva,

vcéetné veskerych pfiloh, na které se zde odkazuje,
pfedstavuji celkovou, konecnou, uplnou a
vylu¢nou dohodu Zadavatele, Poskytovatele
a Zkousejictho ohledné¢ Hodnoceni. V piipadé
rozporu mezi podminkami této Smlouvy a
Protokolem je nutné se fidit podminkami této
Smlouvy, s vyjimkou rozporu, které se vztahujf k
zalezitostem  tykajicim se mediciny, védy,
bezpecnosti a provadéni Hodnoceni, které se
budou fdit podminkami Protokolu. Tato
Smlouva bude vyhotovena ve tfech (3)
stejnopisech. Zadné zmény, dodatky nebo tpravy
nevejdou v platnost, pokud nebudou mit
pisemnou podobu a nebudou podepsany vsemi
Stranami. Zadné vzdani se prava, vyslovné nebo
mlcky pfedpokladané, nebude pokracujicim nebo
naslednym vzdanim se konkrétniho prava nebo
zavazku. Jakékoli prohlasované postoupeni nebo
delegace této Smlouvy Poskytovatelem nebo
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subjects in the Trial. The Investigator shall
proceed with conducting the Ttrial in accordance
with the Protocol and provide the Trial subjects’
Data (including CRFs) required under the Trial
who were put in the Trial prior to the receipt of
the notice of termination, unless instructed
otherwise by Sponsor in writing. The terms of
this Agreement shall continue to apply with
respect to conduct of the Trial, and Institution
and Investigator shall promptly respond to
requests from regulatory authorities and Sponsor
for information relating to the conduct of the
Trial. Notwithstanding anything to the contrary
in this Section, Sponsor, Institution and
Investigator agree that any termination requested
hereunder shall not commence until such date as
subjects in the Trial can terminate the Trial
without danger of adverse medical consequences
to such subjects. Institution and Investigator
shall comply with Sponsor’s instructions
regarding the return of Confidential Information
and Sponsor property to Sponsot.

9.6. Surviving Terms. In the event of expiration of

this Agreement under paragraph 9.4 or
termination of this Agreement under paragraph
9.5, the rights and obligations in the following
Sections shall survive: 1.8, 1.11, 2, 4, 5, 6, 7, 8.1
and 9, and will remain in full force and effect even
following termination or expiration of this
Agreement.

9.7. Entire Agreement; Amendments. This

Agreement, including any attachments referenced
herein and the Protocol constitute the entire,
final, complete and exclusive understanding of
Sponsor, Institution and Investigator concerning
the Trial. If there is a conflict between the terms
of this Agreement and the Protocol, the terms of
this Agreement will govern, except for conflicts
related to matters of medicine, science, safety and
conduct of the Trial, which will be governed by
the terms of the Protocol. This Agreement will
be executed in three (3) counterparts. No
changes, amendments or alterations will become
effective unless in writing and signed by all
Parties. No waiver, expressed or implied, will be
a continuing or subsequent waiver of the
particular right or obligation. Any purported
assignment or delegation by Institution or
Investigator of this Agreement or their
obligations under this Agreement will be void
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Zkousejicim ¢i postoupeni jejich zavazkl z této
Smlouvy bude neplatné bez pifedchoziho
pisemného svoleni Zadavatele. Zadavatel si
vyhrazuje pravo postoupit nebo prevést tuto
Smlouvu nebo jakakoli prava nebo povinnosti z
ni. Zadavatel bude o takovém postoupeni nebo
pfevodu Poskytovatel a Zkousejictho neprodlené
informovat.

9.8. Oddélitelnost. Jakékoli ustanoveni této Smlouvy,

které bude prohlaseno pifslusnym soudnim
organem za neplatné ¢i nevynutitelné, bude
dohodou Stran upraveno. Zbyvajici ustanoveni
Smlouvy zutstavaji platna a vynutitelna.

9.9. Pfedchozi upozornéni. Jakékoli upozornéni

nebo souhlas vyzadovany touto Smlouvou musi
mit pisemnou podobu a musi byt zaslan druhé
Strané bud: (a) prostfednictvim celostatné
uznavané dorucovaci sluzby, ktera bude
povazovana za doruCenou dnem pfevzetl
adresata; nebo (b) dokumentem v PDF
prostfednictvim e-mailu, ktery bude povazovan
za doruceny na zacatku nasledujictho fadného
pracovniho dne po uspésném  odeslani.
Upozornéni budou obsahovat ¢islo Protokolu a

without Sponsor’s advance written consent.
Sponsor reserves the right to assign or transfer
this Agreement or any of the rights or obligations
under this Agreement. The Sponsor shall inform
the Institution and the Investigator of such
assignment or transfer without delay.

9.8. Severability. Any provision in this Agreement

determined by proper judicial authority to be
invalid or unenforceable will be revised by
agreement of the Parties to the extent necessary
to avoid the remainder of the Agreement being
invalid or unenforceable.

9.9. Notice. Any notice or consent required to be

given under this Agreement must be in writing
and sent to the other Party either: (a) via a
nationally recognized delivery service, which will
be deemed as delivered on the day of receipt of
the addressee; or (b) by PDF document via email,
which will be deemed delivered at the beginning
of the next regular business day following
successful transmission. Notices will include the
Protocol number and be forwarded to the
following:

budou postoupena nasledovne:

In the case of the
Sponsor:

In the case of the
Institution:

V ptipadé Poskytovatele: V ptipadé
Zadavatele:
Komu: Dasa Prokapkova
Fakultni nemocnice Hradec
Kralové, Pravni odbor,
Sokolska 581, 500 05
Hradec Krilové — Novy

Hradec Kralové, Ceska

generalni rada,
BeiGene Litd. ¢/o
BeiGene USA, Inc.,
55 Cambridge
Parkway, Suite

To: Dasa Prokupkova
Fakultni nemocnice Hradec
Kralové, Legal Department,
Sokolska 581, 500 05
Hradec Kralové — Novy

General Counsel,
BeiGene Ltd. ¢c/o
BeiGene USA, Inc.,
55 Cambridge

republika 700W Hradec Kralové, Czech Parkway, Suite

E-mail: Cambridge, MA Republic 700W

dasa.prokupkova@fnhk.cz 02142 USA E-mail: Cambridge, MA
Email:

02142 USA
In the case of the Investiiator:

1V. Interni hematologick4 klinika IV. Interni hematologicka klinika
Fakultni nemocnice Hradec Kralové, Sokolska 581, Fakultni nemocnice Hradec Krilové, Sokolska 581,
500 05 Hradec Kralové — Novy Hradec Kralové, 500 05 Hradec Kralové — Novy Hradec Kralové,

Ceska republika Czech Republic
Email: — Email: —
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V pfipadé Zkousejiciho:
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9.10. Vys$si moc. Je-li plnéni této Smlouvy nékteré ze
Stran zabranéno, je-li omezeno nebo zdrzeno
(plné nebo casteéné) z davodd, které postizena
Strana nema pod svou opodstatnénou kontrolou,
a toto neni zpusobeno ¢innosti nebo necinnosti
této Strany, postizené Strané je, po zaslani
upozornén{ druhé Strané, omluven vykon
Smlouvy v rozsahu, v jakém ji bylo zabranéno,
byla omezena nebo se zdrzela; za pfedpokladu, ze
postizena Strana vyvine pfiméfené usili k tomu,
aby zabranila pficinim nebo odstranila pficiny
nevykonavani a bude ve vykonu pokrac¢ovat po
jejich odstranéni.

9.11. Rozhodné pravo. Tato smlouva se bude fidit
ceskym pravnim fadem. K projednani a rozhodovani
ptipadnych spord  vznikljch mezi smluvnimi
stranami, ale 1 tfetimi osobami, které nebudou
vyfeseny smirnou cestou, jsou piisluiné soudy Ceské
republiky.

9.12. Tato Smlouva bude podepsina ve tfech (3)
vyhotovenich v ceském jazyce a anglickém jazyce,
pficemz kazda strana obdrzi po jednom vyhotoveni.
Pokud dojde k jakékoliv nesrovnalosti mezi ¢eskou a
anglickou verzi, je ¢eska jazykova verze rozhodujici.

9.13. Tato Smlouva nabyva platnosti dnem, kdy svij
podpis piipojila posledni ze vSech jejich smluvnich
Stran. Smlouva nabyvd ucinnosti dnem jejtho
uvefejnéni v registru smluv v souladu s ust. § 6 odst.
1 a ust. § 9 zdkona ¢ 340/2015 Sb., o zvlistnich
podminkach ucinnosti nékterych smluv,
uvefejiiovani téchto smluv a o registru smluv (zakon
o registru smluv), ve znéni pozdéjsich predpist.
Zadavatel se zavazuje, ze doda Poskytovateli
modifikovanou verzi Smlouvy ve strojove Citelném
formatu s podbarvenym textem, kterj zadavatel
povazuje za obchodni tajemstvi, urcenou ke
zvefejnéni v registru smluv a to nejpozdéji ke dni
platnosti Smlouvy. Poskytovatel se zavazuje, Ze
modifikovanou verzi Smlouvy zvefejni nejpozdéji do
5 dnt od podpisu Smlouvy Poskytovatelem.
Nezvefejni-li Poskytovatel Smlouvu v dohodnutém
terminu, je Zadavatel opravnén Smlouvu zvefejnit.

Predpokladana hodnota Klinického hodnoceni ¢ini
229 567,- K.

Smluvni strany berou na védomi, Ze nedojde
k iniciacni navstévé centra klinického hodnoceni
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9.10. Force Majeure. If either Party’s performance
of this Agreement is prevented, restricted or
delayed (either totally or in part) for reasons
beyond the affected Party’s reasonable control
and is not due to the action or inaction of such
Party, the affected Party will, upon giving notice
to the other Party, be excused from such
performance of the Agreement to the extent of
such prevention, restriction or delay; provided,
that, the affected Party will use commercially
reasonable efforts to avoid or remove such causes
of non-performance and will continue its
performance whenever such causes are removed.

9.11. Governing law. This Agreement shall be
governed by Czech law. The courts of the Czech
Republic shall have jurisdiction to hear and resolve
any disputes arising between the Parties to the
Agreement, as well as third parties that would not be
resolved amicably.

9.12. This Agreement shall be signed in three (3)
copies in Czech and English languages, each Party
receiving one copy. If there is any discrepancy
between the Czech and English versions, the Czech
language version is decisive.

9.13. This Agreement shall enter into force on the
day when the last of all its Contracting Parties signed
it. The Agreement becomes effective on the day of
its publication in the Register of Contracts in
accordance with the provisions. § 6 para. 1 and the
provisions. § 9 of the Act no. 340/2015 Coll., On
special conditions of the effectiveness of certain
contracts, the publication of these contracts and the
Register of Contracts (Register of Contracts Act), as
amended. The Sponsor undertakes to supply the
Institution with a modified version of the Agreement
in 2 machine-readable format with redacted text,
which the contracting authority considers to be a
trade secret designated for publication in the Register
of Contracts no later than on the day of validity of
the Agreement. The Institution undertakes to
publish the modified version of the Agreement
within 5 days of signing by the Institution. If the
Institution does not publish the Agreement within
the agreed deadline, the Sponsor is entitled to publish
the Agreement.

Expected value of the Clinical Trial is CZK 229 567.

The Contracting Parties acknowledge that there

Strana 20 z 32 / Page 20 of 32



(SIV), dodavce hodnoceného 1écivého pfipravu a will be no site initial visit (SIV), delivery of the

pfedani vybaveni do okamZiku uvefejnéni investigational medicinal product and handover

konecného dokumentu v registru smluv. of the equipment until the publication of the
final document in the Register of Contracts.
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NA DUKAZ CEHOZ smluvni Strany uzaviely tuto
mlouvu  schvilenou atu cinnosti

Sml hval k D U

prostfednictvim svych nalezité povéfenych zastupcu.

POSKYTOVATEL/ INSTITUTION

Podpis/by:

Jméno/name: prof. MUDr. Vladimir Palicka, CSc.,
dr.h.c.

Funkce/Title: feditel
8.4.2022

Director

Datum/date:

ZKOUSEJICi/ INVESTIGATOR:

Podpis:

Jméno [

Funkce:

5.4.2022

Datum:
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IN WITNESS WHEREOF, the Parties have
entered into this Agreement under seal as of the
Effective Date by their duly authorized
representatives.

BeiGene, Ltd.

By:
Name _
ride: |

Date: 21.3.2022
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PRILOHA A

PLATEBNI PODMINKY A ROZPOCET

A. UDAJE O PRIJEMCI

Smluvni strany se dohodly, ze nize uvedeny pifjemce je
fadnym pitijemcem podle této Smlouvy a ze platby podle
této Smlouvy budou provadény pouze nasledujicimu
pifjemci (dale jen ,,Pifjemce®):

JMENO Fakultni nemocnice Hradec

PRIJEMCE: Kralové

ADRESA Sokolska 581, 500 05 Hradec

PRIJEMCE Kralové — Novy Hradec
Kralové, Ceska republika

E-MAILOVA jitka.halesova@fnhk.cz

ADRESA

PRIJEMCE

NAZEV BANKY  Ceska narodni banka

ADRESA BANKY | Na Ptikopé 28, 115 03 Praha
1, Ceska republika

KOD BANKY 0710

CisLo 24639511

BANKOVNIHO

UCTU

IBAN CZ23 0710 0000 0000 2463
9511

SWIFT kéd CNBACZPP

VARIABILN{ ¢islo faktury

SYMBOL

DANOVE CZ00179906

IDENTIFIKACNI

CisLO (DIC)

Danové identifikacni ¢islo Pifjemce budou vyzadovany ’
akékoli platby before any payments can be made under this Agreement.

difve, nez budou moci byt provedeny j
podle této Smlouvy.

Platby budou provadény mistu Klinického Hodnoceni
prostfednictvim uréeného externitho platce (ddle jen
,»Platce®).

V piipadé zmén adresy Pifjemce je Poskytovatel
povinno pisemné informovat platce. Smluvni Strany
souhlasi s tim, ze v pfipadé zmén adresy, které
nezahrnuji zménu pifjemce, danové dcislo ani status
pGp-3111-1r1
Clinical Trial Agreement / Smlouva o klinickém hodnoceni
Version / Verze: final // 16032022

EXHIBIT A

PAYMENT TERMS AND BUDGET

A. PAYEE DETAILS
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
(“Payee”):

PAYEE NAME: | Fakultni nemocnice

Hradec Kralové
PAYEE Sokolska 581, 500 05
ADDRESS Hradec Kralové — Novy
Hradec Kralové, Czech
Republic

PAYEE EMAIL | jitka.halesova@fnhk.cz
ADDRESS

BANK NAME Ceska narodni banka

BANK Na Ptikopé 28, 115 03
ADDRESS Praha 1, Czech Republic
BANK 0710

ROUTING

NUMBER

BANK 24639511

ACCOUNT

NUMBER

IBAN CZ23 0710 0000 0000 2463
NUMBER 9511

SWIFT Code CNBACZPP
VARIABLE Number of invoice
SYMBOL

TAX ID CZ00179906

NUMBER

The Payee’s Tax Identification Number will be required

Payments will be made to the site on Sponsor’s behalf by a
designated third-party payor (the “Payor”).

In case of changes in the Payee’s address, Institution is
obliged to inform Payor in writing. The parties agree that in
case of changes in address which do not involve a change of
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osvobozeni od dang, nejsou pozadovany zadné dalsi
zmény Smlouvy.

Smluvni strany potvrzuj, Ze urceny Piijemce je
opravnén piijimat veskeré platby za sluzby poskytované
podle této Smlouvy.

B. SPORY OHLEDNE PLATEB
Poskytovatel mé [ dni od piijeti posledni platby na
zpochybnéni ptipadnych platebnich nesrovnalosti v
rubchu trvani Klinického Hodnoceni. Zadavatel ma
dntt od pozdejstho z 1) obdrzeni konecné
faktury nebo 2) zaslani posledni platby, aby zpochybnil
veskeré platby provedené Zdravotnickému zafizeni.

C. PLATEBNI PODMINKY

Platce bude provadét platby Pifjemci Ctvrtletné a to na
zakladé¢ pfehledu dokoncenych navstév subjektt
Klinického Hodnoceni, pro ktetré jsou pfilozeny CRF v
souladu s pfilozenym rozpoctem.

D.  ZAVAZNA NEZPUSOBILA PORUSENI
PROTOKOLU NEBUDOU V RAMCI TETO
SMLOUVY PROPLACENA

Jakékoli  vylohy nebo ndklady, které vznikly
Poskytovateli pfi provadéni pfedmeétu této Smlouvy a
které podle této Smlouvy (véetné téchto Platebnich
Podminek a Rozpoctu) nejsou konkrétné uvedeny
platcem nebo Zadavatelem jako proplatitelné, jsou
vylucnou odpovédnosti Poskytovatele.

Platby budou provadény pouze za hodnotitelné,
zpusobilé subjekty Klinického Hodnoceni. Zpusobily
subjekt je osoba, ktera spliuje vSechny pozadavky na
zatazeni a nespliiuje zadné z vyluCovacich kritéri
Protokolu, a ktera byla pfihldSena Zkousejicim a od niz
byl ziskan informovany souhlas. Hodnotitelnym
subjektem je subjekt, kterj dokoncil piislusné procedury
Klinického Hodnoceni a Hodnoceni stanovena v
Protokolu, pro néz byly fadné vyplnény CRF a zaslany v
souladu s Protokolem.

E. START-UP POPLATEK PRO CENTRUM

KLINICKEHO HODNOCEN{

ednorazova platba za zahajeni Klinického Hodnoceni
K¢, ktera pokryva naklady na administrativai

uspofadani Klinického Hodnoceni (napf. pocatecni

piiprava IRB dokumentt, vyplnéni dotazniku o

proveditelnosti v misté Klinického Hodnocent, u¢ast na

kvalifikaci tohoto mista a zahajovaci navstévy,
vytvofeni/zména zdrojovych dokumentd,
inventarizace/revize dodavek, ptedbéznych
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Payee, tax numbers, or tax-exempt status, no further
amendments are required.

The Parties acknowledge that the designated Payee is
authorized to receive all of the payments for the services
performed under this Agreement.

B. PAYMENT DISPUTE

Institution will have [JJJl| days from the receipt of final
payment to dispute any payment discrepancies during the
course of the Trial. Sponsor shall have days from the
later of 1) receipt of final invoice or 2) sending of the final
payment to dispute any payments made to Institution.

C. PAYMENT TERM

Payor will pay the Payee quarterly, on a completed visit per
subject based on report, as supported by submitted CRFEs, in
accordance with the attached budget.

D. MAJOR,  DISQUALIFYING  PROTOCOL
VIOLATIONS ARE NOT PAYABLE UNDER THIS
AGREEMENT

Any expense or cost incurred by Institution in performing this
Agreement that is not specifically designated as reimbursable
by Payor or Sponsor under the Agreement (including this
Payment Terms and Budget) is Institution’s sole
responsibility.

Payments will only be made for evaluable, eligible Trial
subjects. An eligible subject is one who meets all of the
inclusion requirements and does not meet any of the
exclusion criteria of the Protocol, who was enrolled by
Investigator, and from whom informed consent has been
obtained. An evaluable subject is one who has completed the
appropriate Trial procedures and evaluations as set forth in
the Protocol for whom CRFs have been properly completed
and submitted in accordance with the Protocol.

E. START-UP FEE FOR THE TRIAL SITE

A one-time Start-Up payment of CZKJJJ} covering the
Trial's administrative set-up costs (e.g. initial IRB document
preparation, completion of site feasibility questionnaire,
participation in site qualification and initiation visits,
creation/ modification of source documents,
inventory/review of Trial supplies, prescreening activities,
etc.) is included within the budget and shall be invoiced after
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screeningovych cinnosti apod.) je uvedena v rozpoctu
klinického  hodnoceni a bude Poskytovatelem
fakturovana po podpisu smlouvy. V piipade, zZe
k podpisu této smlouvy nedojde a aktivity vedouci
kjejimu wuzavieni ze strany Poskytovatele byly
prokazatelné¢  provedeny, bude  Poskytovatelem
fakturovana bezprostfedné po oznameni zadavatele o
preruseni dalsiho vyjednavani smlouvy.

F. POPLATEK ZA PROJEDNANI SMLOUVY
Jednorazova platba za projednani smlouvy ve vysi

K¢ bude fakturovana po podpisu smlouvy. V pfipadé, ze
k podpisu této smlouvy nedojde a aktivity vedouci
kjejimu uzavieni ze strany poskytovatele byly
prokazateln¢  provedeny, bude poskytovatelem
fakturovana bezprostfedné po oznameni zadavatele o
preruseni dalsiho vyjednavani smlouvy.

G. POPLATEK ZA DODATEK
ednorazova platba za dodatek k této smlouvé ve vysi
K¢ bude fakturovana po podpisu dodatku.

H. UCHOVANI DOKUMENTACE,/ ARCHIVACE

Poskytovatel provede bezplatnou archivaci [ let

v souladu se zakonem ¢& 378/2007 Sb. a na dalsich [}
let provede zpoplatnénou archivaci — |}/ rok.
Platba za zpoplatnénou archivaci bude uhrazena poté,
co sponzor obdrzi originaly podpurnych faktur po
podpisu Smlouvy. Zadavatel v pfedstihu 6 mésict od
konce zpoplatnéné archivace oznami poskytovateli, ze
trva na dalsf archivaci a uhradi naklady s tim spojené.
V ptipadé, ze ve shora uvedené lhute zadavatel nesdeli
pozadavek na dalsi archivaci ¢i neuhrad{ poplatek na
dalsf archivaci, je Poskytovatel opravnén k likvidaci
vsech archivovanych dokumentt Studie. V pfipadé, ze
nebude do klinického hodnoceni nabran Zzadny subjekt
hodnoceni, bude archiva¢ni poplatek vracen.

L CESTOVNI VYLOHY PACIENTA
Zadavatel poskytne Subjektim studie penézni
kompenzaci na thradu pfiméfenych vydaja spojenych
s nav§tévami ve Zdravotnickém zaffzen{ podle
Protokolu (t.j. vydaje za dopravu, a/nebo pfiméfené
vydaje za stravovani) v pausilni castce [ K¢ za
1 navstévu ve formé penéznich poukazek/stravenek.
V pitipadé pozadavku na thradu dalsich cestovnich
naklad pacientd bude tfeba kjejich proplaceni
souhlasu Zadavatele a FEtické komise. Penézni
poukizky / stravenky pfeda jednotlivim Subjektim
studie  Zkousejici/Poskytovatel  podle  pokynt
Zadavatele.
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signature of this agreement. If this agreement is not signed
and the activities leading to its conclusion by the Institution
have been demonstrably performed, the Institution will be
invoiced immediately after the contracting authority is
notified of the suspension of further contract negotiations.

F. FEE FOR NEGOTIATION OF THE CONTRACT

A one-time payment for the negotiation of the contract in the
amount of CZK [ will be invoiced after signing the
contract. In the event that this contract is not signed and the
activities leading to its conclusion by the Institution have been
demonstrably performed, it will be invoiced by the Institution
immediately after the contracting authority notifies the
suspension of further negotiations on the contract.

G. CTA AMENDMENT FEE

A one-time payment for the amendment to this contract in
the amount of CZK [ will be invoiced after signing the
amendment.

H. RECORD RETENTION/ARCHIVING STORAGE
The Institution will perform free archiving for [ years in
accordance with Act No. 378/2007 Coll. and for the next -
years it will perform paid archiving - | / year. Payment for
paied archiving will be paid upon Sponsor’s receipt of original
supporting invoices after signing of this Agreement. The
Sponsor shall notity the Institution 6 months in advance from
the end of the charged archiving that it insists on further
archiving and will cover the costs associated therewith. In the
event that the Sponsor does not make the request for further
archiving or does not pay the fee for further archiving within
the above-mentioned period, the Provider is entitled to
liquidate all archived Study documents. If no subject is
enrolled in the Study, the archiving fee will be refunded.

L PATIENT TRAVEL:

Sponosor will provide the Subjects with monetary
compensation to cover reasonable expenses associated with
visits to the Institution according to the Protocol (ie
transportation expenses and / ot reasonable meal expenses)
in a flat fee of CZK [ per 1 visit in the form of meal
vouchers.

In case of additional patient travel costs request, Sponsor
and Ethics Committee will have to provide their approval
for reimbursement. Monetary coupons/meal vouchers shall
be handed to individual Study subjects by
Investigator/Institution in compliance with instructions
provided by the Sponsor.
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J. SELHANI SCREENINGU

Platby za subjekty klinického hodnoceni, které
neprojdou screeningem, se budou zakladat na castce
uvedené u screeningové navstévy piilozeného rozpoctu
a nesmi pfekrocit i selhani screeningu na kazdé [JJj
zafazené subjekty. Platba za jakakoli dalsi selhani
screeningu, ktera presihne maximalni pocet [ selhani
screeningu, bude vyzadovat predchozi schvaleni
zadavatele.

Za tcelem uhrady za screeningovou navstévu mus{ byt
platci pfedlozeny dokoncené CREF stranky screeningu
spolu s jakymikoli dal$imi informacemi, které si platce
muze vyzadat, aby fadné dokumentoval predmétné
screeningové procedury.

K. ZASTAVENI PREDCASNE
UKONCENI

Platby za subjekty, které ukoncili nebo pfedcasné
ukondili Klinické Hodnoceni, budou rozdéleny na

zaklad¢ poctu potvrzenych dokoncenych navstév.

NEBO

L. PLATBY ETICKYM (EK) KOMISIM

Naklady EK budou uhrazeny jako nepfimé naklady po
obdrzeni faktury anejsou zahrnuty v pfilozeném
Rozpoctu. Jakékoli nasledné opétovné podani nebo
obnoveni bude po schvaleni Plitcem a Zadavatelem
uhrazeno po obdrzeni faktury.

M. FAKTURY

Origindly faktur tykajicich se tohoto klinického
hodnoceni za nasledujici polozky musi byt vystaveny
platci za Gcelem proplaceni na nasledujici adresu:

Fakturu vystavit na:

BeiGene, Ltd.

c/o Mourant Governance Services (Cayman) Limited,
94 Solaris Avenue

Camana Bay

PO Box 1348

Grand Cayman KY1-1108

Cislo spole¢nosti: 247127

Fakturu zaslat:

BeiGene, Ltd.

c/o0 IQVIA Clinical Ttial Payments
210 Pentonville Road, King’s Cross
London, N1 9JY
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J. SCREENING FAILURE

Reimbursement for screen failures will be at the amount
indicated on the screening visit of the attached budget, not to
exceed [ screen failure will be paid at every Subjects
Enrolled. Reimbursement for any additional screen failures
over the | maximum SFs will require pre-approval from
the Sponsor.

To be eligible for reimbursement of a screening visit,
completed screening CRF pages must be submitted to Payor
along with any additional information, which may be
requested by Payor to appropriately document the subject
screening procedures.

K DISCONTINUED OR EARLY TERMINATION

Reimbursement for discontinued or early termination Trial
subjects will be prorated based on the number of confirmed
completed visits

L. ETHICS COMMITTEES (“ECS”) PAYMENTS
IRB/IEC costs will be reimbursed on a pass-through basis
upon receipt of invoice and are not included in the attached
budget. Any subsequent re-submissions or renewals, upon
approval by Payor and Sponsor, will be reimbursed upon
receipt of invoice.

M. INVOICES

Original invoices pertaining to this Trial for the following
items must be issued by Payor for reimbursement at the
tollowing address:

Invoice issued on:

BeiGene, Ltd.

c/o0 Mourant Governance Services (Cayman) Limited
94 Solaris Avenue

Camana Bay

PO Box 1348

Grand Cayman KY1-1108

Company Number : 247127

Invoice send to :

BeiGene, Ltd.

c/o0 IQVIA Clinical Trial Payments
210 Pentonville Road, King’s Cross
London, N1 9]Y

United Kingdom
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United Kingdom
Email: emea@ctp.solutions.iqvia.corn &
CBOPavments@beigene.com

Vezméte prosim na védomi, ze faktury nebudou
zpracovavany, pokud neobsahuji nazev zadavatele, ¢islo
Protokolu, jméno zkousejictho a ¢islo mista Klinického
Hodnoceni. Po obdrzeni a verifikaci bude proplaceni
faktur zahrnuto v piisti pravidelné planované platbé za
pfedmétnou ¢innost.

NEBUDE BRAN ZRETEL NA DODATECNE
ZADOSTI O FINANCOVANI

V piipadé zjisténi pieplatku informuje Zadavatel nebo
Platce o pfeplatku Poskytovatel a Poskytovatel bez
prodleni uhradi nahradu zadavateli nebo platci.

Zmeény vyse uvedené fakturaéni adresy nebo pokyni
mus{ byt provedeny pisemnym oznamenim v souladu s
oddilem 9.9 Smlouvy a nevyzaduji zménu Smlouvy.

L. SOUHRNNA TABULKA ROZPOCTU

(Nasleduje rozpocet)

Principle Investigator:/ Hlavni zkousejici:
Protocol Number:/ ¢islo protokolu
Phase:/ Féaze:

Site Name:/ Nazev centra:
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Email: emea(@ctp.solutions.iqvia.com &
CBOPayments@beigene.com

Please note that invoices will not be processed unless they
reference the Sponsor name, Protocol number, Investigator
name, and site number. After receipt and verification,
reimbursement for invoices will be included with the next
regularly scheduled payment for subject activity.

NO OTHER ADDITIONAL FUNDING REQUESTS
WILL BE CONSIDERED

In the event an overpayment is found, Sponsor or Payor will
notify Institution of the overpayment and Institution shall
without delay reimburse Sponsor or Payor.

Changes to the invoicing address or instructions provided
above may be done by written notice in accordance with
Section 9.9 of the Agreement and do not require an
amendment of the Agreement.

L. BUDGET SUMMARY TABLE

(Budget to Follow)

BGB-3111-LTE 1

III

FN Hradec Kralové

Strana 27 z 32 / Page 27 of 32



Site Number

420003

Country:/ Zemé: | Czech Republic / Ceské republika
Currency:/ Ména: | CZK - Czech Koruna / K¢
Protocol Version:/ Verze Protokolu: | PA1
Study visit / Studijni navstéva Amount in CZK / Castka v K¢
e ) —
Cycle 1 Day1 / Cyklus 1 Den 1 C1D1 I
Cycle 4 Day 1/ Cyklus 1 Den 1 C4D1 1
Cycle 7 Day 1/ Cyklus 7 Den | C7D1 I
Cycle 10 Day 1/ Cyklus 10 Den 1 C10D1 I
Cycle 13 Day 1 Cyklus 13 Den 1 C13D1 1
Total Amount (Screening to Cycle 13) / Celkova ¢astka (screening az Cyklus 13) _

Study visit / Studijni navstéva

Amount in CZK / Castka v K&

Cycle 2 Zanubrutinib-naive patients only /
Cyklus 2 Pouze pacienti dosud neléceni zanubrutinibem

Cycle 3 Zanubrutinib-naive patients only /
Cyklus 3 Pouze pacienti dosud neléceni zanubrutinibem

Safety Follow Up (30 days after last dose (+14 days) ) / Bezp
po posledni ddvce (+14 dni))

efnostni kontrola (30 dni

Efficacy (Every 6 months) /
Kontrola acinnosti (kazdych 6 mésicl)

Survival Follow up (every 6 months + 14 days post Safety Follow-Up) /

Kontrola preziti (kazdych 6 mésict = 14 dni po Bezpecnostn

i kontrole)

Unscheduled visit, plus any invoiceable items /
Neplanovana navstéva + jakdkoliv fakturovatelna polozka

Souhrn poditeénich a pevnych poplatki
Platebni podminky:

Summary Start-Up & Fixed Fees
Payment Terms /

Po obdrzeni smlouvy a jejim uzavieni budou uhrazeny
pocatecni poplatky po vystaveni faktury, jak je uvedno nize
v tabulce pocatecnich poplatkt. V pfipadé, ze dojde k
predcasnému ukonceni této smlouvy a pocateéni sluzby
budou k datu nabyti OCinnosti ukonceni smluvy jiZ
poskytnuty, platba za tyto poskytnuté sluzby se pokladd za
zaslouZenou a je nendvratnd.

Jiné pevné poplatky, fakturované polozky a nepiimé
polozky: Platby budou uhrazeny, jak je uvedeno nize v
tabulce dalsich fixnich poplatki. Platba bude provedena
poté, co zadavatel (Ci jeho zastupce) obdrzi, zkontroluj a
schvali originaly faktur a pfilsusnou dokumentaci.

Upon contract receipt and execution of contract a start-
up fees will be made after issuing the invoice as
designated in the below Start-Up Fees Table. In the
event of early termination of this Agreement, to the
extent start-up services are completed as of the effective
date of termination, payment for such completed services
shall be deemed earned and be non-refundable.

Other Fixed Fees/Invoiceable/Pass-through items:
Payment(s) will be made as designated in the below
Other Fixed Fee Table. Reimbursement will be made
after receipt, review, and approval by Sponsor (or its
designee) of original invoices and appropriate
documentation.

Start-Up fees (One-Time Flat Rate) and Other
Site costs fees
Costs include OH /

Pocatecni poplatky (jednorazové pausalni
poplatky) a dalsi poplakty centru Kklinického
hodnoceni zahrnuji RN
Start-up Fee for the Trial site / Start-up poplatek pro

centrum klinického hodnoceni

Frequency / Frekvence

Anvlount (CZK)/
Castka (K¢)
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Contract negotiation fee / Poplatek za projednani
smlouvy

Zadavatelem

Clinical Trial Agreement Amendment Fee (Sponsor
Initiated) / Poplatek za dodatek Smlouvy iniciovany

than 5 years) (if applicable) /
Archivacni poplatek (v ptipadg, Ze je archivace
pozadovéna déle nez 5 let) (v piipadé potieby)

Archiving fee (in case archiving is requested more

Calculation for pharmacy services /
Kalkulace za lékarenské sluzby

Frequency / Frekvence

Pharmacy Set-Up Fees / Start-up poplatek pro
1ékdrnu

Amount (CZK) / ¢astka (K¢)

Monthly flat fee (starting with the month of
delivery of the first shipment) / Mési¢ni pausalni

poplatek (poéinaje mésicem doruéeni prvni zasilky)

For individual dispensing of the tablet form / Za
jednotlivy vydej tabletové formy

Pharmacy Close-out fee / Ukonéovaci poplatek pro
1ékarnu

18]

VYSETRENI PACIENTA (na faktuie musi byt
uvedeno Cislo pacienta a den/datum navstévy)

PATIENT PROCEDURES (Subject Number and
Day/Date of Visit must be documented on the invoice)

FAKTUROVATELNE/ V PRIPADE

¢astkach, jak je uvedeno.
Kontrola a schvaleni bude na zaklad¢ vysetieni
pacienta /aktivitdch, které byly zapsdny do EDC.

POTREBY/NEPLANOVANE - Néklady na lékafské

vykony (fakturovatelné/v ptipadé potieby/neplanované
tikony)) nejsou zahrnuty v odméné za NAVSTEVY a v
ptipadé, Ze to vyZzaduje protokol, budou proplaceny v

INVOICE/CONDITIONAL/UNSCHEDULED - The
costs of medical procedures INV/COND/UNSC
procedures) are not included in the remuneration for VISITS
and where it may be required by the Protocol, will be
reimbursed in the amounts as indicated.

Review and approval will be based on subject procedures
/activities that have been entered in EDC.

Procedures
Invoiceables/Condtionals/Unscheduled/
Fakturovatlené / Podminéné / Neplanované
Ukony

Cost PVer Unit
(CZK) / Castka za
ukon (K¢)

Review Concomitant medications / Zhodnoceni
soubézné uzivanych 1éka

Frequency / Frekvence

During Unscheduled visits, as applicable
only/ béhem neplanované navstévy, je-li
to aplikovatelné

Brief Visit w/ Vitals / Zakladni vysetfeni véetné
vitdlnich funkci

ECOG Performance Status / Stav vykonnosti podle
ECOG

During Unscheduled visits, as applicable
only/ béhem neplanované navstévy, je-li
to aplikovatelné

AE/SAE

During Unscheduled visits, as applicable
only/ béhem neplanované navstévy, je-li
to aplikovatelné

Physician's Fees per visit / Platba za 1ékate / za
navstévu

During Unscheduled visits, as applicable
only/ béhem neplanované navstévy, je-li
to aplikovatelné

During Unscheduled visits, as applicable
only/ béhem neplanované navstévy, je-li
to aplikovatelné
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Study Nurse per Visit / Studijni sestra / za navstévu

Study Coordinator Fee per Visit /
Platba Studijni koordinatorce / za navstévu

During Unscheduled visits, as applicable
only/ béhem neplanované navstévy, je-li
to aplikovatelné

Data Entry / Zadavéni dat

During Unscheduled visits, as applicable
only/ béhem neplanované navstévy, je-li
to aplikovatelné

Electrocardiogram / Elektrokardiogram

During Unscheduled visits, as applicable
only/ béhem neplanované navstévy, je-li
to aplikovatelné

Reconsent Fee / Poplatek za znovu podepsan{
souhlasu

During Unscheduled visits, as applicable
only/ béhem neplanované navstévy, je-li
to aplikovatelné

Audit Fee (Sponsor — Initiated, not for cause) /
Poplatek za audit (Iniciujici zadavatelem, bez
priciny)

per occurrence / za piipad

SAE Report (unit cost covers from start to end) /
SAE zprava (kryti jednotkovych nakladd od
zacatku do konce)

per audit / za audit

Monitoring Visit / Monitorovaci navstéva

per event / za ptipad

Remote Monitoring Visit / Vzdalend monitorovaci
navstéva

Per visit / za navstévu

Per visit / za navstévu

Pregnancy / Téhotenstvi

Serum Pregnancy Test / T€hotensky test ze séra

Local Lab - Will be paid if required
Mistni laborato¥ — bude zaplaceno v pripadé
potieby

During Unscheduled visits, and
Conditional / béhem neplanované
navstévy a v piipade potieby

Routine Blood Draw for Local Lab / bézny odbér
krve pro mistni laboratot

Hematology (to be completed -7 days before first
dose) (includes white blood cell count, absolute neutrophil
count, absolute lymphocyte count, hemoglobin, hematocrit
and platelet count.) /

Hematologie (musi byt provedena -7 dnii pted
prvni davkou)

(zahrnuje pocet bilych krvinek, absolutni pocet neutrofilt,
absolutni pocet lymfocytt, hemoglobin, hematokrit a pocet
krevnich desticek.)

During Unscheduled visits, as applicable
only / béhem neplanované navstévy, je-li
to aplikovatelné

Serum Chemistry (includes aspartate aminotransferase,
alanine aminotransferase, blood urea nitrogen or urea,
creatinine, glucose, and total bilirubin.) /

Biochemické vysetieni séra

(zahrnuje aspartataminotransferazu,
alaninaminotransferazu, dusik nebo moc&ovinu v krvi,
kreatinin, glukézu a celkovy bilirubin.)

During Unscheduled visits, as applicable
only / béhem neplanované navstévy, je-li
to aplikovatelné

HBV/HCYV Tests: Hep B Surface Antigen-HBsAg

During Unscheduled visits, as applicable
only / béhem neplanované navstévy, je-li
to aplikovatelné

HBV/HCV Tests: Hep B Core Antibody-HBcAb

only if applicable / je-li to aplikovatelné

HBV/HCV Tests: Hep C - HCVAD

only if applicable / je-li to aplikovatelné

HBYV and HCV Tests: Hepatitic B Viral Load

only if applicable / je-li to aplikovatelné

Cold Agglutinin / Studené aglutininy

only if applicable / je-li to aplikovatelné

for WM patients ONLY / pouze u
pacientl s WM
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Cryoglobulin / kryoglobulin (Qual Or Semi-Quant)

Anti-MAG (myelin associated glycoprotein)
antibody

for WM patients ONLY / pouze u
pacientl s WM

Viscosity / Viskozita séra

for WM patients ONLY / pouze u
pacientii s WM

Quantitative Immunoglobulin / Kvantitativni
imunoglobulin (IgG, IgM, IgA)

for WM patients ONLY / pouze u
pacientii s WM

Beta-2 microglobulin / 2-mikroglobulin

for WM patients ONLY / pouze u
pacientii s WM

for WM patients ONLY / pouze u
pacientli s WM

Tumor Biopsy / Biopsie nadoru

Bone Marrow Biopsy and Aspiration / Biopsie a
aspirace kostni dfené

Radiographic Imaging / Radiografické
zobrazovani

During Unscheduled visits, and
Conditional/ béhem neplanované
navstévy a v piipadé potieby

Tumor Response Criteria, RECIST WHO /
Kritéria hodnoceni 1écebné odpovédi u nadord,
RECIST WHO

MRI Brain w/ Contrast / MR mozku, s
kontrastem

As clinically indicated / dle klinické
indikace

MRI Brain w/o Contrast / MR mozku, bez
kontrastu

As clinically indicated / dle klinické
indikace

MRI Brain- interpretation and report / MR
mozku - popis a zprdva

As clinically indicated / dle klinické
indikace

MRI of Abdomen w Contrast/ MR dutiny
bfisni, s kontrastem

As clinically indicated / dle klinické
indikace

MRI of Abdomen w/o Contrast / MR dutiny
biisni, bez kontrastu

As clinically indicated / dle klinické
indikace

MRI of Pelvis w Contrast / MR pénve, s
kontrastem

As clinically indicated / dle klinické
indikace

MRI of Pelvis w/o Contrast / MR panve, bez
kontrastu

As clinically indicated / dle klinické
indikace

MRI Abdomen/Pelvis -interpretation and report /
MR panve a dutiny bfi$ni — popis a zpriva

As clinically indicated / dle klinické
indikace

MRI Chest w/ Contrast / MR hrudniku, s
kontrastem

As clinically indicated / dle klinické
indikace

MRI Chest w/o Contrast / MR hrudniku, bez
kontrastu

As clinically indicated / dle klinické
indikace

MRI Chest interpretation and report / MR
hrudniku — popis a zprava

As clinically indicated / dle klinické
indikace

MRI Neck w/ Contrast / MR krku, s kontrastem

As clinically indicated / dle klinické
indikace

MRI Neck w/o Contrast / MR krku, bez kontrastu

As clinically indicated / dle klinické
indikace

CT Brain or Head w/ Contrast / CT mozku a
hlavy, s kontrastem

As clinically indicated / dle klinické
indikace

CT Brain or Head w/o Contrast / CT mozku a
hlavy, bez kontrastu

As clinically indicated / dle klinické
indikace

CT Brain or Head/Neck interpretation and report
/ CT mozku a hlavy/krku — popis a zprdva

As clinically indicated / dle klinické
indikace

CT Scan - Abdomen and Pelvis w/ Contrast / CT
dutiny bfisni a panve, s kontrastem

As clinically indicated / dle klinické
indikace

CT Scan - Abdomen and Pelvis w/o Contrast /
CT dutiny bfisni a panve, bez kontrastu

As clinically indicated / dle klinické
indikace

As clinically indicated / dle klinické
indikace
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CT Scan - Abdomen and Pelvis/ Neck
interpretation and report / CT dutiny bfi$ni a panve
/ krku — popis a zprdva

As clinically indicated / dle klinické
indikace

CT Scan - Chest w/ Contrast / CT hrudniku, s
kontrastem

As clinically indicated / dle klinické
indikace

CT Scan - Chest w/o Contrast / CT hrudniku,
bez kontrastu

As clinically indicated / dle klinické
indikace

Chest CT Scan Interpretation Only / CT
hrudniku — pouze popis

As clinically indicated / dle klinické
indikace

CT Neck w/ Contrast / CT krku, s kontrastem

As clinically indicated / dle klinické
indikace

CT Neck w/o Contrast/ CT krku, bez kontrastu

As clinically indicated / dle klinické
indikace

Bone Scan / Snimkovani kosti

Whole Body PET Scan / PET sken — celé télo

As clinically indicated / dle klinické
indikace

Whole Body PET; Interp & Report / PET sken —
celé télo; popis a zprava

As clinically indicated / dle klinické
indikace

As clinically indicated / dle klinické
indikace
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