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Czech Republic/ Institution & Investigator Clinical Trial Agreement

CLINICAL TRIAL AGREEMENT

This CLINICAL TRIAL AGREEMENT (the
“Agreement”) is made and become effective as of
the day the last party to subscribe below and the
Agreement will be published in the Register of
Contracts by the statutory deadline (the “Effective
Date”), by and between

Fakultni nemocnice Hradec Kralové located at
Sokolskd 581, 500 05 Hradec Krialové — Novy
Hradec Krilové, Czech Republic, ICO (Company
ID): 00179906, Tax ID: CZ00179906, represented
by prof. MUDr. Vladimir Pali¢ka, CSc., dr.h.c.,
director (the “Provider”),

ALX Oncology Inc., located at 866 Malcolm Road,
Suite 100, Burlingame, CA 94010 USA (the

“Sponsor”); and

I employee of the Provider,

acting within the scope of his/her employment,
located at Fakultni nemocnice Hradec Kralové,
Oncology and Radiotherapy clinic, Sokolskéd 581,
500 05 Hradec Kralové — Novy Hraedec Kralové,
Czech Republic , who shall serve as the principal
investigator (“Investigator”) for the Study as
defined below.

The Provider and the Investigator may be
collectively referred to as the “Site”.

Pharmaceutical Research Associates CZ, s.r.o.,
located at Prague 7 Jankovcova 1569/2c¢ Postal
Code 170 00 Czech Republic (“PRA”) is serving as
Sponsor’s contract research organization for the
Study, but not as a party to this Agreement and has
agreed to accept certain obligations and duties in
respect of the conduct of the clinical trial in Czech
Republic.

Fakultni nemocnice Hradec Kralové
AT148006

SMLOUVA O PROVEDENI
KLINICKEHO HODNOCENI

Tato SMLOUVA (0) PROVEDENI
KLINICKEHO HODNOCENI (dile jen
»dmlouva‘®) je uzaviena a nabyva dcinnosti dne,
kdy posledni ze stran pfipoji niZe svlij podpis a
Smlouva bude uvefejnéna v Registru smluv v
zékonném terminu (déle jen ,,.Datum d¢innosti*),
mezi

Fakultni nemocnici Hradec Kralové se sidlem
Sokolskd 581, 500 05 Hradec Krdlové — Novy
Hradec Kralové, Cesk4 republika, ICO:
00179906, DIC: CZ00179906, zastoupens prof.
MUDr. Vladimirem Palickou, CSc., dr.h.c.,
teditelem (dale jen ,,Poskytovatel),

spolecnosti ALX Oncology Inc., se sidlem na
adrese 866 Malcolm Road, Suite 100, Burlingame,
CA 94010, Spojené stiaty americké (dédle jen
Zadavatel); a

I ~omcéstnancem

Poskytovatele, jednajictho v rozsahu jeho
zamestnani, se sidlem Fakultni nemocnice Hradec
Kralové, Klinika onkologie a radioterapie,
Sokolskda 581, 500 05 Hradec Kralové — Novy
Hradec Krilové, Ceskd republika, ktery bude
vystupovat jako hlavni zkouSejici (dile jen
»~ZkousSejici*) odpovidajici za Studii, jak je
definovano niZe.

Poskytovatel a ZkouSejici mohou byt dale
spolecné¢ oznaCovdni jen jako ,ReSitelské
centrum®.

Pharmaceutical Research Associates CZ, s.r.o.,
se sidlem na adrese v Praze 7, Jankovcova
1569/2¢, PSC 170 00, Ceska republika (dile jen
~PRA®) vystupuje jako smluvni vyzkumna
organizace zadavatele pro studii, ale ne jako strana
této smlouvy, a souhlasila s tim, Ze ptijme urcité
zavazky a povinnosti s ohledem na provadéni
klinického hodnoceni v Ceské republice.
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1. STATEMENT OF WORK.

(a)

(b)

The Investigator will conduct the clinical
trial entitled “A PHASE 2/3 STUDY OF

ALX148 IN PATIENTS WITH
ADVANCED HER?2-
OVEREXPRESSING

GASTRIC/GASTROESOPHAGEAL
JUNCTION ADENOCARCINOMA
(ASPEN-06)” (the “Study”), bearing

protocol number “AT148006”, as may be
amended from time to time (the
“Protocol”), the provisions of which are
incorporated herein by reference. The
Investigator shall perform the Study in
conformance with: (i) generally accepted
standards of good clinical practice, (ii) an
ethical manner and in a manner that
appropriately protects the safety, security,
and well-being of the Study subjects (the
“Study Subjects”) and any data arising
from the Study (iii) the Protocol, and (iv)
all applicable local or national laws,
including, but not limited to, Act No.
378/2007 Coll., on Pharmaceuticals, Act
No. 372/2011 Coll., on Health Services,
Regulations of the European Union and of
the EU Council No. 2016/679 (the
“GDPR”) and Decree No. 226 /2008 Coll.,
On Good Clinical Practice, rules and
regulations including, but not limited to,
those governing the conduct of the Study
(“Applicable Laws”). The Provider shall
not reassign the conduct of the Study to
another investigator without Sponsor’s
express written consent. If the Investigator
is unable to perform the duties required by
this Agreement, the Provider shall
promptly notify Sponsor in writing. If a
mutually acceptable replacement is not
available, this Agreement may be
terminated as provided herein.

The Provider shall provide appropriate
resources and facilities so the Investigator
can conduct the Study in a timely and

Fakultni nemocnice Hradec Kralové
AT148006

1. POPIS PROJEKTU.

a)

b)

ZkouSejici provede klinické hodnoceni
pod ndzvem ,,STUDIE FAZE 2/3
PRIPRAVKU ALX148 U PACIENTU
S POKROCILYM
ADENOKARCINOMEM ZALUDKU
NEBO GASTROESOFAGEALNIHO

SPOJENI NADMERNE
EXPRIMUJICI HER2 (ASPEN-
06) (dale jen ,Studie”), s Ccislem
protokolu  ,,AT148006“, ve znéni

pfipadnych zmén (dédle jen ,,Protokol®),
jehoZ ustanoveni jsou nedilnou soucasti
této Smlouvy. ZkouSejici bude provadét
Studii v souladu s: (i) vSeobecné
akceptovanymi standardy spravné
klinické praxe (GCP), (i) etickym
jednanim a zplsobem, ktery piimérenc
chrani bezpecCnost, jistotu a pohodu
subjektl Studie (ddle jen ,subjekty
Studie®) a udaju ziskanych ze Studie, (iii)
Protokolem, a (iv) vSemi piisluSnymi
mistnimi a ndrodnimi zdkony, vCetné, ale
bez omezeni, na zdkon ¢. 378/2007 Sb., o
lé¢ivech, zakon ¢&. 372/2011 Sb., o
zdravotnich sluzbach, Narizeni
Evropského parlamentu a Rady ¢.
2016/679 (dale jen ,,GDPR*) a vyhlasku
¢. 226/2008 Sb., o spravné klinické praxi,
predpisy a smérnicemi vcetn€é mimo jiné
predpistt upravujicich provadéni Studie
(ddle jen ,platné pravni piedpisy*).
Poskytovatel neni opravnény povefit
vykonem Studie jiného ZkousSejicitho bez

vyslovného pisemného souhlasu
Zadavatele. NemiZze-li Zkousejici
vykondvat povinnosti vyplyvajici ze
Smlouvy, Poskytovatel je o tom povinen
Zadavatele neprodlené pisemné
vyrozumét. Nelze-li nalézt nédhradu

pfijatelnou pro obé¢ strany, muze nékterd
strana od této Smlouvy odstoupit
zpuisobem v této Smlouve stanovenym.

Poskytovatel poskytne vhodné zdroje a
moznosti, aby ZkouSejici mohl Studii
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professional manner and according to the
terms of this Agreement. The Site shall
ensure that only individuals who are
appropriately trained and qualified will
assist in conducting the Study. The Site is
responsible for ensuring that all personnel
and cooperating persons participating in
the Study (“Study Team”) comply with the
terms of this Agreement, excluding
personnel supplied by Sponsor. Provider
and Investigator agree to promptly notify
Sponsor in the event any Study Team
Member is reported to or comes under
investigation by any licensing board,
independent  ethics = committee  or
institutional review board, and further
agrees to promptly discontinue the use of
any such personnel in connection with the
Study unless Sponsor consents in writing
to the continued use of such personnel,
which such consent shall not be
unreasonable delayed, conditioned, or
withheld. Unless otherwise agreed to in
writing by the parties, the Site shall
conduct the Study only at the facilities
indicated in this Agreement.

2. PAYMENT.

(a)

(b)

Sponsor will, through PRA pay the
Provider according to the Payment Terms
attached hereto as Exhibit A (“Payment
Terms”) and the Budget attached hereto as
Exhibit B (“Budget”), upon receipt of
invoices and other appropriate
documentation as specified therein.

The Provider as payee (‘“Payee”) shall
provide full payment instructions and bank
details, in writing to PRA in the Payment
Information Checklist (“PIC”), before any
payment can be made. The Payee is
obliged to inform PRA, in writing, of any

Fakultni nemocnice Hradec Kralové
AT148006

provést vcas aodborn€¢ a v souladu s
podminkami této Smlouvy. Regitelské
centrum zajisti, Ze pii provddéni Studie
budou ndpomocni pouze vySkoleni
a kompetentn{ spolupracovnici.
Regitelské centrum odpovidd za zajisténi
toho, Ze veskery persondl a spolupracujici
osoby tucastnici se Studie (dale jen ,,Tym
Studie®) splituje podminky této Smlouvy,
s vyjimkou persondlu, ktery poskytne
Zadavatel. Poskytovatel a ZkouSejici
souhlasi, ze neprodlené oznami
Zadavateli, pokud je ¢len Tymu Studie
ohlasen licen¢ni komisi, nezdvislé etické
komisi nebo ptezkoumaci komisi nebo
jimi vySetfovan, a v ndvaznosti na takové
Setteni bude stakovym clenem Tymu
Studie  ukoncena  veSkerd  Cinnost
souvisejici s provadénim Studie, pokud
Zadavatel nepodd pisemny souhlas, ktery

nesmi byt nepfiméfené¢ opozdény,
podminény nebo odmitnuty,
s pokraCovdnim  spoluprdce s danym

¢lenem. Pokud neni stranami sjedndno
pisemn& n&co jiného, Resitelské centrum
bude provadét Studii jen v zafizenich
uvedenych v této Smlouve.

2. UHRADA.

a)

b)

Zadavatel, prostiednictvim spolecnosti
PRA, zaplati Poskytovateli dhradu v
souladu s platebnimi podminkami, které
jsou  ktéto  Smlouvé  pfipojeny
jako ptiloha A (dale jen ,Platebni
podminky*), a srozpoltem, ktery je
k této Smlouvé pripojen jako ptiloha B
(dale jen ,,Rozpocet”), a to na ziklade¢
doru€eni faktur a dalSich pftislusnych
dokladt v souladu s Rozpocétem.

Poskytovatel, jakozto pfijemce platby
(déle jen ,Ptijemce platby*) poskytne
pisemné¢ spolenosti PRA kompletni
platebni pokyny a bankovni spojent, a to
na formuléfi platebnich tdaji (dale jen
~PIC*) pfedtim, neZ bude moZno
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(©

(d)

(e)

changes or required updates of payment
instructions and/or bank details. The
parties agree that any change of or update
to the Payee’s bank details contained in the
PIC may be effected through a written
notice and shall not of itself require a
formal Amendment to this Agreement.

The Site is an independent contractor, and
neither PRA nor Sponsor is responsible for
any employee benefits, pensions, workers’
compensation, withholding, or
employment-related taxes as to the Site or
its personnel.

The Investigator and any sub-investigators
will complete and sign a financial
disclosure ~ form  when reasonably
requested to do so by PRA or Sponsor.
These forms shall be promptly updated as
needed to maintain their accuracy and
completeness during the Study and for one
year after its completion. Provider and
Investigator acknowledge and agree that
any payments made under this Agreement
will be disclosed to the local regulatory
authorities by Sponsor or PRA as required
under the EFPIA (European Federation of
Pharmaceutical Industries and
Associations)  Disclosure  Code or
equivalent local legislation.

Provider hereby agrees that no third party
will be charged for any aspect of treatment
or Study subject care for which the Payee
has invoiced or been paid under this
Agreement. Provider hereby agrees that
neither participants in the Study nor any
third party will be charged for ALX148,
which is an investigational medicinal
product within the meaning of Act No.
378/2007 Coll., on pharmaceuticals (the

c)

d)

e)

Fakultni nemocnice Hradec Kralové
AT148006

uskute¢nit jakoukoliv platbu. Piijemce
platby je povinen pisemné informovat
PRA o jakychkoliv zménidch nebo
poZadovanych aktualizacich v platebnich
pokynech a/nebo bankovnim spojeni.
Smluvni strany sjednédvaji, Ze zmény
nebo aktualizace bankovniho spojeni
Piijemce platby obsazené v PIC mohou
byt provadény pisemnym ozndmenim a

samy o sob& nevyZaduji uzavieni
dodatku k této Smlouve.
Regitelské centrum je nezavislym

dodavatelem a PRA ani Zadavatel nejsou

odpovédni za vyplaceni jakychkoli
pozitkli zaméstnancl, dichodl, ndhrad
pracovnikiim, srazek nebo  dani
hrazenych za  zaméstnance  bud
Regitelskému  centru,  nebo jeho
persondlu.

Zkousejici a ptipadni spoluzkousejici na
pfiméfenou Zadost PRA nebo Zadavatele
vyplni a podepisi formuldf financnich
udaji. Tyto formulafe musi byt v piipade
potfeby neprodlené aktualizovany, aby
po dobu Studie a jednoho roku po jejim
skonCeni zustaly spravné a uplné.
Poskytovatel a ZkouSejici berou na
védomi a souhlasi stim, Ze veSkeré
platby provedené v rdmci této Smlouvy
budou Zadavatelem nebo PRA sd€leny
mistnim regulaénim udfadtm, jak je
pozadovano podle kodexu zvefejiiovani
vydaného EFPIA (Evropskd federace
farmaceutického primyslu a asociaci)
nebo ekvivalentnim mistnim predpisem.

Poskytovatel timto souhlasi s tim, Ze
7adné tieti stran€¢ nebude v Zadném
ohledu Gctovéana 1écba ani zdravotni péce
poskytnutd subjektu Studie, kterou
Piijemce platby fakturoval nebo kterd
byla uhrazena vramci této Smlouvy.
Poskytovatel timto souhlasi stim, Ze
ucastniklim Studie ani Zadné tieti strané
nebude Gc¢tovan piipravek ALX148, jenz
je hodnocenym léc¢ivym piipravkem ve
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®

(2

(h)

(@)

@

“Study Drug”) or any comparator drugs
provided for this Study, nor shall Payee
include such cost in any cost report to
third-party payers.

Unless otherwise agreed herein, payments
will be made for evaluable subjects and for
eligible subjects only. An eligible Study
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
Study Subject is one for whom case report
forms (“CRFs”) have been properly
completed in accordance with the
Protocol, and who has completed the
appropriate Study procedures as set forth
in the Protocol, and undergone the
evaluations required by the Protocol.

The parties acknowledge and agree that the
compensation  provided for  Site’s
performance under the Agreement
represents the fair market value for the
services conducted by Site and has been
agreed independently from any business
the Provider or the Investigator has made
or may make in relation to the ordering of
products or services of the Sponsor.

Sponsor and PRA hereby undertake not to
conclude a separate agreement with
Investigator or any Study Team member
related to this Study.

Expected maximum amount of the total
payment under this Agreement will be
CZK 6.847.000,-.

Expected number
subjectsii}

of enrolled Study

g)

h)

Fakultni nemocnice Hradec Kralové
AT148006

smyslu zdkona ¢. 378/2007 Sb., o
lé¢ivech (dale jen ,Hodnoceny 1€k*)
nebo jiny srovndvaci 1€k poskytnuty pro
tuto Studii a Ze takovéto ndklady
nebudou zahrnuty do zidného vykazu
nakladi pro platce-tiet{ strany.

Pokud v této Smlouvé neni dohodnuto
jinak, platby budou provadény jen za
vyhodnotitelné subjekty a jen za
zpisobilé subjekty. Zplsobily subjekt
Studie je ten, ktery splni vSechny
podminky pro zafazeni a nespliuje Zddné
z vyluCovacich  kritérii uvedenych
Protokolu, ktery byl zafazen hlavnim
ZkouSejicim a  ktery ud¢lil  svij
informovany souhlas. Subjekt, kterého
lze vyhodnotit, je ten subjekt, u néjz byly
uspokojivé vyplnény vSechny formulaie
pro zaznamy Subjekti Studie (dile jen
»CRF“) vsouladu s Protokolem, ktery
absolvoval piislusné studijni tkony
stanovené Protokolem a ktery absolvoval
vySetfeni pozadovand Protokolem.

Smluvni strany uznavaji a souhlasi s tim,
7e odména za plnéni ReSitelského centra
na zdkladé této Smlouvy predstavuje
spravedlivou trzni hodnotu sluzeb
poskytnutych ReSitelskym centrem a
byla sjedndna nezdvisle na jinych
obchodnich vztazich, stavajicich nebo
potencidlnich, = Poskytovatele = nebo
Zkousejiciho tykajicich se objedndvek
vyrobkll nebo sluzeb Zadavatele.

Zadavatel a PRA se zavazuji, Ze
neuzaviou se Zkousejicim ani s Zadnou
spolupracujici osobou separdtni smlouvu
k této Studii.

Maximélni  pfedpoklddand  hodnota
plnéni dle této Smlouvy bude 6.847.000,-
K.

Piedpoklddany pocet subjektii Studie [Jj
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k)

3.

(a)

(b)

Expected duration of the Study is by

RECORDKEEPING; REPORTING;
ACCESS.

Authorized representatives of Sponsor
and/or PRA have the right, upon
reasonable advance notice, and during
regular business hours, to: (i) audit and
examine the Site’s facilities required for
performance of the Study; and (ii) review
all data, records and work products
relating to the Study, and if necessary,
make copies of such data, records and
work products, provided such copies do
not include any unauthorized individually-
identifiable information of a Study subject.
The Site shall maintain complete and
accurate records related to the Study, and
shall retain all such records resulting from
the Study in accordance with ICH GCP for
the time required by Applicable Laws and
regulations, which is for 25 years.

The Provider shall make free archiving for
5 years and for the next 20 years it will
make a charged archiving.

If the Sponsor does not announce 6 months
from the end of the paid archiving period
that it will take over all the Study
documents at its own expense, the Provider
may destroy all archived Study documents.

The Investigator will deliver CRFs to
Sponsor within fourteen (14) days of
Investigator’s review or in accordance
with  Sponsor’s reasonable  written
instructions, as the case may be. The
Investigator shall be available at
reasonable times during normal business
hours to meet with Study monitors and
answer questions regarding the conduct of

k)

Fakultni nemocnice Hradec Kralové
AT148006

Predpokladand délka trvani Studie je do

3. ZAZNAMY: VYKAZY: PRISTUP.

a)

b)

Zmocnéni zastupci Zadavatele, ptipadné
PRA, jsou opravnéni na zdkladé
pfiméfeného  predchoziho ozndmeni
v pfiméfené lhat¢ a beéhem obvyklé
pracovni doby: (i) provadét audit a
kontrolovat zafizeni ReSitelského centra
potiebné k provedeni Studie a (ii)
zkontrolovat veskeré udaje, zdznamy a
vysledky prace souvisejici se Studii, a
jestliZe to je potfebné, pofizovat si kopie
takovych tudaji, zdznamt a vysledkl
prace, za ptedpokladu, Ze takové kopie
neobsahuji nepovolené individudlné
identifikovatelné informace o Subjektu
Studie. Resitelské centrum je povinno
vést Uplné a spradvné zdznamy tykajici se
Studie a zdznamy vzniklé ze Studie je
povinno archivovat v souladu s ICH GCP
po dobu, jakou stanovi pfislusné zakony
a pravni predpisy, tedy po dobu 25 let.

Poskytovatel provede bezplatnou
archivaci 5 let a na dalSich 20 let provede
zpoplatnénou archivaci.

Pokud Zadavatel v piedstihu 6 mésict od
konce zpoplatnéné archivace neozndmi,
Ze si vSechny dokumenty na své ndklady
odveze, je Poskytovatel opravnén
k likvidaci vSech archivovanych
dokumentti Studie.

ZkouSejici  zaSle  zdznamy  CRF
Zadavateli do &trnicti (14) pracovnich
dni od revize Zkousejictho nebo v
souladu s pfiméfenymi pisemnymi
pokyny Zadavatele podle okolnosti.
Zkousejici bude v pfimétenych hodinach
v béZné pracovni dobé k dispozici ke
schiizkdm s monitory Studie a bude
odpovidat na jejich otazky tykajici se
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(©)

the Study. If Sponsor must use or access
the Site’s computer systems, it will do so
in accordance with the Site’s instructions
and will only use acquired information for
the purpose of the Study and in accordance
with Applicable Laws. Provider and
Investigator will comply with Investigator
obligations under ICH GCP 4.1.4. and
4.9.7. to ensure Study monitors are granted
direct access to Study Subject original
medical records for verification purposes,
including periodic access to allow
comparison of certified copies of medical
records against the original records to
verify their authenticity. Site shall ensure
that only Study Subject medical records
related to this Study shall be disclosed to
Study monitor and shall ensure that no
access to non-Study Subject records is
possible. Where this is not possible,
Provider and Investigator shall ensure
certified paper copies are made available
for inspection. The Site shall ensure
sufficient access is granted to the monitor
to enable source data verification of the
Study Subjects.

The Site will promptly notify Sponsor if
any regulatory authority notifies the
Provider or Investigator of a pending
inspection relating to the Study, and will
promptly forward to Sponsor copies of
any written communication received as a
result of such inspection which are related
to the Study. The Site shall also provide to
Sponsor copies of any documents
provided to any inspector that relate to the
Study.

Fakultni nemocnice Hradec Kralové
AT148006

provadéni Studie. Pokud musi Zadavatel
pouZit poéitadové systémy Resitelského
centra nebo do nich vstoupit, ucini tak v
souladu s pokyny Resitelského centra a
ziskané informace pouzije pouze pro
ucely Studie a v souladu s piislu§nymi
pravnimi  pfedpisy. Poskytovatel a
Zkousejici budou postupovat v souladu
s povinnostmi vyplyvajicimi z ICH GCP
4.1.4.a4.9.7. a zajisti monitorovi Studie
poskytnuti ptimého pfistupu k piivodnim
lékatskym zdznamtim Subjektti Studie za
ucelem ovéfeni, vcetné pravidelného
pristupu ke vzdjemnému porovndvani
ovefené kopie zdravotnické
dokumentace proti plvodnim
zdznamim, které maji ovétit jejich
pravost. ReSitelské centrum zajisti, aby
byly zpfistupnény pouze ty lékatské
zaznamy, které se tykaji Subjektt Studie
a souviseji se Studii, a zajisti, Ze monitor
Studie nebude mit zadny piistup
k dokumentaci, ktera se netyka Subjekti
Studie, je-li toto mozné. Pokud toto neni
mozné, Poskytovatel a Zkousejici zajisti
ovefené tiSténé kopie zdznaml a
poskytne je kdispozici pro kontrolu.
Resitelské centrum zajisti dostatedny
pfistup pro studijntho monitora za
ucelem kontroly zdrojové dokumentace
studijnich Subjektd Studie.

Regitelské centrum bude bezodkladné
informovat Zadavatele, jestlize bude

n¢jaky regulacni ufad informovat
Poskytovatele nebo Zkousejictho o

chystané kontrole nebo auditu tykajiciho
se Studie, a bezodkladn€¢ postoupi
Zadavateli kopie veskerych pisemnych
materialt,, které obdrzi v souvislosti
s touto kontrolou a které souviseji se
Studif. ReSitelské centrum dale preda
Zadavateli kopie veskerych dokumentd,
které poskytlo kontrolorim a které se
vztahuji ke Studii.
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4. CONFIDENTIALITY.

The Protocol, Study Drug(s), CRFs, and
any and all information, data, reports or documents,
disclosed to or generated by the Site or any Study
Team members regarding the work performed
under this Agreement (other than Study Subject
medical records) or which otherwise relates to this
Study (“Confidential Information”) belong to
Sponsor and shall not be disclosed by the Site to any
third party or be used for any purpose other than the
performance of the Study without the prior written
consent of Sponsor, during a period of seven (7)
years after the termination of the performance of the
Agreement. The  above  obligations  of
confidentiality shall not apply to the extent
Confidential Information:

(a)

is or becomes, through no fault of the Site,
part of the public knowledge;

(b) the Site can demonstrate was already
lawfully in the Site’s possession on the
date of disclosure to the Site and not
subject to prior confidentiality obligations;

(c) is acquired by the Site from any third party

without restrictions on disclosure; or

(d) is developed by the Site independently,
without the use or benefit of Confidential
Information, and as evidenced by

competent written records.

Permitted Disclosures. The Site’s obligations of
non-disclosure and non-use of Confidential
Information shall not apply to the extent the Site is
required by law to disclose Confidential
Information, provided the Site promptly notifies
Sponsor of such a requirement prior to disclosure to
allow Sponsor the reasonable opportunity to oppose
the requirement or seek an appropriate protective
order. This Section 4 does not limit the Site’s rights
or obligations under Section 6 Publication.

Fakultni nemocnice Hradec Kralové
AT148006

4. DUVERNOST INFORMACI.

Protokol, Hodnocené 1éky, piipadové
formuléfe a veskeré informace, tidaje, zpradvy nebo
dokumenty, které obdrzi nebo vytvoii Resitelské
centrum nebo ¢lenové Tymu Studie v souvislosti s
praci vykondvanou v souladu s touto Smlouvou
(kromé l€katskych zaznami subjekt Studie) nebo
jinak souvisejici se Studii (dale jen ,Davérné
informace®), jsou vlastnictvim Zadavatele a
Resitelské centrum neni opravnéno je sd&lovat
jakékoli tfeti osob& ani pouzivat k jakémukoli
jinému ucelu neZz pfi plnéni Studie bez
pfedchoziho pisemného souhlasu Zadavatele po
dobu sedmi (7) let po ukonceni Smlouvy. Vyse
uvedeny zdvazek duvérnosti informaci se
nevztahuje na Divérné informace v rozsahu, v
jakém:

a) jsou nebo budou zvefejnény bez zavinéni
ze strany Resitelského centra;

b) miZe Resitelské centrum prokdzat, Ze k
datu jejich sdéleni Regitelskému centru
jiz byly legdlnd Regitelskému centru
znamy, aniZ by podléhaly predchozimu
zavazku duvérnosti informaci;

¢) je ReSitelské centrum ziskalo od n&jaké
tfeti osoby bez omezeni tykajicich se
jejich sd€lovani;

d) je Resitelské centrum  vytvofilo
nezdvisle, bez pouziti ¢&i pfispéni
davérnych informaci, coZz lze prokdzat
prisluSnymi pisemnymi zaznamy.

Povolené vyzrazeni. Povinnosti RegSitelského
centra ohledné utajeni a nepouziti Duvérnych
informaci neplati v rozsahu, v jakém ma Regitelské
centrum zdkonnou povinnost Divérné informace
vyzradit, ovSem s tim, Ze pied vyzrazenim
Resitelské centrum  bezodkladng  informuje
Zadavatele, aby m¢l Zadavatel pfilezitost se
tomuto pozadavku branit nebo pozadat o vydani
piisluSného ochranného opatfeni. Tento ¢lanek 4
neomezuje prava a povinnosti Resitelského centra
dle ¢lanku 6 — Zvetejnovani.
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5. PRIVACY AND DATA PROTECTION.

The parties agree that each will comply
with their respective obligations as required under
applicable privacy and data protection laws, using
appropriate technical and organizational measures
for the processing, integrity, confidentiality and
security of personal information and Study Data.

e The Provider owns and shall be responsible
for source data (as defined by ICH GCP).

e Sponsor owns and shall be responsible for
all Study Data (defined under Clause 7).

e  Where the Study is in the European Union,
the Sponsor will be the data controller; the
Site and Study Team will be data processor
for Study performance at Provider and shall
act in accordance with instructions
provided by Sponsor or PRA; and PRA acts
as data processor for clinical trial
management and monitoring duties.

Sponsor will provide a personal information
notice for Study Team members advising them of
the collection, use, processing, holding and transfer
of their personal information to countries other than
their own, that may not have the same level of data
protection as their own country. Provider and
Investigator agree to provide reasonable assistance
to give this notice to members of Study Team. The
parties agree that where a proposed Study Team
member objects to processing of their personal data,
he/she will not be engaged in the Study.

The Provider and Investigator shall make
available to Sponsor and/or PRA, all information
required to demonstrate and verify compliance with
obligations.

Fakultni nemocnice Hradec Kralové
AT148006

5. OCHRANA _ SOUKROMI A
OSOBNICH UDAJU.

Smluvni strany se dohodly, Ze budou plnit
své piislusné zdvazky v souladu s pravnimi
pfedpisy na ochranu soukromi a osobnich udaji,
prostfednictvim pouZzivani odpovidajicich
technickych a organizacnich opatieni za tcelem
integrity zpracovani, diivérnosti a zabezpeceni
osobnich tidaji a Udajii Studie.

e Poskytovatel je vlastntkem a je
odpovédny za zdrojovou dokumentaci
(jak je definovdno v ICH GCP).

e Zadavatel je vlastnikem a je odpovédny za
viechny Udaje Studie (definované v
¢lanku 7).

e Pokud je Studie provddéna v Evropské
unii, Zadavatel bude spravcem tdaju;
Regitelské centrum a Tym Studie budou
zpracovateli idaji pro provedeni Studie u
Poskytovatele a budou jednat v souladu s
instrukcemi poskytnutymi Zadavatelem
nebo PRA; a PRA jednd jako zpracovatel
udaji pro fidici a kontrolni povinnosti
souvisejici s klinickym hodnocenim.

Zadavatel poskytne ¢lenim Tymu Studie
ozndmeni o osobnich tdajich za ucelem
informovdni o shromaZd'ovani, pouZivani,
zpracovavani, drzeni a pfedani jejich osobnich
udajt mimo jejich vlastni zemi, i kdyZ tam neplati
stejné predpisy pro ochranu osobnich ddaja, jako
v jejich vlastni zemi. Poskytovatel a ZkousSejici
souhlasi s tim, Ze poskytnou pfiméfenou pomoc
pfi poskytovani tohoto ozndmeni ¢lenim Tymu
Studie. Smluvni strany se dohodly, Ze pokud
navrhovany ¢len Tymu Studie odmitne zpracovéani
jeho/jejich osobnich tdaji, nebude do Studie
zapojen.

Poskytovatel a ZkouSejici poskytnou
Zadavateli a/nebo PRA veskeré informace
pozadované pro prokdzani aovéfeni souladu
s jejich povinnostmi.

Revised July 2018
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6. PUBLICATION.

Where the Study is conducted in the EEA,
Sponsor is required by law to publicly disclose the
performance of the Study and publish the summary
results of the Study within 6 or 12 months
(depending on the type of trial) of its completion at
all sites and will do so without further notice to
Provider and Investigator. Provider and Investigator
hereby consent to allow Sponsor or PRA to disclose
or allow any competent authority to disclose their
name as well as the address of the Provider and
name of the Investigator where the Protocol will be
performed and its results, following completion, in
generally available trial databases to the extent
required by any Applicable Laws and regulations.

The Study is part of a multi-site study, and
publication of the results of the Study conducted at
the Site shall not be made before the first multi-site
publication by Sponsor. Once the Sponsor’s multi-
site publication has taken place, the Site shall have
the right to publish its results from the Study,
subject to the notice requirements that follow. If
there is no multi-site publication within twelve (12)
months after the Study has been completed or
terminated at all Study sites, and all data has been
received, the Site shall have the right to publish its
results from the Study, subject to the following
notice requirements. Prior to submitting or
presenting a manuscript or other materials relating
to the Study to a publisher, reviewer, or other
outside person, the Site shall provide to Sponsor a
copy of all such manuscripts and materials, and
Sponsor shall have sixty (60) days from receipt of
such manuscripts and materials to review and
comment. At Sponsor’s request the Site shall
remove any Confidential Information (other than
Study results) prior to submitting or presenting the
materials. The Site shall, upon Sponsor’s request,
further delay publication or presentation for a
period of up to one hundred twenty (120) days to
allow Sponsor to protect its interests in any Sponsor
Inventions (as defined below) described in any such
materials.

Fakultni nemocnice Hradec Kralové
AT148006

6. ZVEREJNOVANI.

Pokud bude Studie provddéna v Clenské
zemi Evropského hospodaiského spolecenstvi
(EHS), Zadavatel je ze zdkona povinen zvefejnit
priab¢h Studie a zvefejnit souhrnnou zpravu o
ukonceni Studie do 6 nebo 12 mésici (v zavislosti
na typu Studie) po jejim ukonceni na vSech
Regitelskych centrech a uéini tak bez dal§iho
upozornéni  Poskytovatele a  Zkousejiciho.
Poskytovatel a ZkousSejici timto souhlasi, aby
Zadavatel nebo PRA zvefejnili nebo povolili
jakémukoli pifsluSnému udfadu zvefejnéni jejich
jména, stejné jako adresy Poskytovatele a jména
Zkousejiciho, kde bude Studie provedena, a jeji
nasledné¢ zkompletované vysledky v b&Zné
dostupnych  databdzich studii v rozsahu
pozadovaném podle platnych zakont a predpisa.

Studie je soucasti multicentrického
klinického hodnoceni a zvefejnéni vysledkl
Studie provadéné v ReSitelském centru nejsou
dovoleny pted prvni multicentrickou publikaci
provedenou  Zadavatelem. Jakmile doslo
k multicentrické publikaci, ReSitelské centrum ma
pravo publikovat své vysledky ze Studie,
s vyhradou poZadavkli ozndmeni, kterd budou
nasledovat. Nebude-li multicentrickd publikace
vydana do dvanacti (12) mésici po dokonceni
nebo pfedCasném ukonéeni Studie ve vSech
Resitelskych centrech a obdrZeni viech dat, mé
Regitelské centrum privo po piedchozim
pisemném souhlasu Zadavatele a pod podminkou
nize uvedenych ohlaSovacich povinnosti své
vysledky Studie zvefejnit. Pfed pfedloZenim nebo
prezentaci rukopisu ¢i jinych materidlt tykajicich
se Studie vydavateli, lektorovi nebo jiné osobé¢
zvendi je ReSitelské centrum povinno predloZit
Zadavateli jednu kopii vSech rukopisti a materialt
k posouzeni a pfipominkovéni a Zadavatel ma na
pfezkum a pfipominkovani Sedesdtidenni (60)
Thitu od jejich obdrZeni. Na Zadost Zadavatele je
Regitelské centrum povinno pied predloZzenim
nebo prezentaci materidlu z néj odstranit v§echny
Duivérné informace (kromé vysledkti Studie). Na
74adost Zadavatele je Regitelské centrum povinno
publikaci nebo prezentaci pozdrzet o dalSich az sto

Revised July 2018

Page 10 of 57



Confidential

Czech Republic/ Institution & Investigator Clinical Trial Agreement

Subject to Clauses 4 and 6(a) above,
Sponsor agrees with the redacted publication of this
Agreement and its requirements by Provider in
order to solely fulfill the obligations imposed under
the applicable and effective legislation, namely Act
No. 340/2015 Coll., on the Register of Contracts, as
amended, and Act No. 106/1999 Coll., on Free
Access to Information, as amended.
Notwithstanding the foregoing, all Budget
information shall be redacted prior to such
publication, except for the Site’s sole obligation to
disclose the total Site Budget amount.

PRA shall supply Provider a Sponsor-
approved version of the Agreement blacked-out
provisions which can be considered by Sponsor as
trade Secret, intended for publication in the Register
of Contracts which shall be redacted of certain
provisions that are confidential or proprietary
(including trade secrets) to Sponsor.

7. OWNERSHIP.

All documents, protocols, data, know-how,
methods, operations, formulas, Confidential
Information and Materials (as defined below)
provided to the Investigator pursuant to this
Agreement are and shall remain Sponsor’s property.
The completed CRFs, the final report (if applicable)
and all information and data resulting from the
Study including Study results (“Study Data”), shall
also be owned by Sponsor. The Investigator assigns
(and shall require all Study Team members to
assign) to Sponsor all rights, title and interest, if
any, in and to such Study Data. Sponsor shall not
own subject medical records.

Fakultni nemocnice Hradec Kralové
AT148006

dvacet (120) dnti, aby mohl Zadavatel zajistit
ochranu svych prav k Vyndlezim Zadavatele (jak
jsou definovdny niZe) popsanym v téchto
materidlech.

V souladu s ¢asti 4 a Casti 6(a) vyse,
Zadavatel souhlasi s uvefejnénim upravené verze
Smlouvy a jejich ndleZitosti Poskytovatelem za
ucelem splnéni konkrétnich povinnosti ulozenych
ji platnou a G€innou prévni Upravou, a to zejména
zdkonem ¢. 340/2015 Sb., o registru smluv, ve
znéni pozdéjsich pfedpisti a zdkonem ¢. 106/1999
Sb., o svobodném piistupu k informacim, ve znéni
pozdéjsich predpist. Bez ohledu na predchazejici
ujedndni, veskeré informace v rozpoctu budou
redigovdny pfed timto uvefejnénim, kromé
celkové Castky rozpoctu Poskytovatele, kterou je
Poskytovatel konkrétné povinen uvertejnit.

PRA dod4d Poskytovateli Zadavatelem
schvélenou verzi Smlouvy uréenou k uvetejnéni v
registru smluv s podbarvenym textem Smlouvy,
které povazuje Zadavatel za obchodni tajemstvi
nejpozdéji ke dni posledntho podpisu této
Smlouvy, ve které budou odstranéna nékterad
ustanoveni, kterd jsou pro Zadavatele divérna
nebo chrdnénd (vCetné obchodnich tajemstvi).

7. VLASTNICTVI.

Veskeré dokumenty, protokoly, udaje,
know-how, metody, postupy, vzorce, Divérné
informace a Materidly (jak je definovano nize),
které Zkousejici obdrZi na zdklad€ této Smlouvy,
jsou anadale ziistanou vlastnictvim Zadavatele.
Vlastnictvim Zadavatele jsou i vyplnéné CREF,
zaveéreCna zprava (pokud to pfipadd v tvahu) a
dalii piipadné vysledky Studie (dale jen ,,Udaje
Studie*). Zkousejici postoupi Zadavateli (a zajisti,
aby tak uCinili vSichni c¢lenové Tymu Studie)
veskera ptipadna prava, naroky a podily tykajici se
Udajii Studie. Vlastnictvim Zadavatele nejsou
1ékatské zpravy subjektt Studie.
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8. INVENTIONS.

The existing inventions and technologies of
Sponsor or the Investigator are their separate
property and are not affected by this Agreement.
The entire right, title and interest in and to any
inventions, discoveries, know-how, copyrights or
other intellectual property rights that are conceived,
developed, or reduced to practice, (including all
improvements or modifications), which (i) rely, use,
or incorporate the Study Drug; (ii) incorporate or
are anticipated by the Protocol; or (iii) rely, use, or
incorporate any Confidential Information, shall be
the exclusive property of Sponsor (collectively
referred to as “Sponsor Inventions”). The
Investigator shall promptly disclose in writing to
Sponsor each such Sponsor Invention and hereby
assigns (and shall ensure that all Study Team
members hereby assign) to Sponsor all rights, title
and interest, if any, in and to each such Sponsor
Invention.  Investigator agrees to provide, at
Sponsor’s expense, reasonable assistance to
Sponsor to enable Sponsor to perfect and enforce its
rights in such Sponsor Inventions. The Investigator
shall have exclusive ownership of any inventions or
discoveries conceived or reduced to practice solely
by the Investigator that are not Sponsor Inventions.

9. MATERIAL TRANSFER; RETURN OF
MATERIALS: EQUIPMENT.

(a) During the Study, Sponsor or Sponsor’s
designee shall provide to the Site, at
Sponsor’s expense, the Study Drug,
placebo and other compounds, or agents
for the performance of the Study
(collectively, the “Materials”). The
Materials will be used only by the Site for
performance of the Study in accordance
with the Protocol and this Agreement. The
Site shall handle, store, and ship or dispose
of Materials in accordance with the
Protocol and any reasonable written
instructions provided by Sponsor (or
Sponsor’s designee), and in compliance

Fakultni nemocnice Hradec Kralové
AT148006

8. VYNALEZY.

Stdvajici  vyndlezy a  technologie
Zadavatele nebo ZkousSejiciho zaklddaji jejich
samostatné vlastnictvi a Smlouva na né nemad
zadny vliv. Veskerd prdva, ndroky a podily
ohledné veSkerych vyndlezli, autorskych prav
nebo jinych prav dusevniho vlastnictvi, know-
how, které vzniknou, budou vyvinuty nebo
pouzity v praxi, véetné veSkerych zlepSeni nebo
uprav, které (i) pouzivaji, vyuzivaji nebo zahrnuji
Hodnoceny [€k; (ii) jsou zahrnuty nebo
predviddny v Protokolu; nebo (iii) pouZivaji,
vyuzivaji nebo zahrnuji Duvérné informace,
zakladaji vylucné vlastnictvi Zadavatele (spolecné
dile jen ,.Vyndlezy Zadavatele®). Zkousejici je
povinen bezodkladn€¢ pisemné informovat
Zadavatele o kazdém takovém Vyndlezu
Zadavatele a prevede (a bude pozadovat na vSech
¢lenech Tymu Studie, aby pfevedli) na Zadavatele
veskera prava, naroky a podily tykajici se kazdého
jednotlivého Vyndlezu Zadavatele. Zkousejici se
zavazuje poskytnout Zadavateli na jeho ndklady
pfiméfenou pomoc, aby mohl Zadavatel smluvné
zajistit a vykondvat sva prava na takové Vynélezy
Zadavatele. Zkousejici ma vylucny vlastnicky titul
ke v§em vynéleziim nebo objeviim, které vzniknou
nebo budou pouzity v praxi vyhradné zasluhou
Zkousejiciho, které nendlezi Zadavateli.

9. PREVODY A VRACENI

MATERIALU: VYBAVENI.

a) V pribéhu Studie, Zadavatel nebo

zmocnénec  Zadavatele  poskytnou
Resitelskému  centru, na ndklady
Zadavatele, Hodnoceny 1€k, placebo

nebo jiné smési ¢i chemické latky
k provedeni Studie (spole¢n¢ déle jen
~Materidly*). Regitelské centrum bude
Materidly ~ vyuZzivat vyhradné¢ pfi
provadeéni Studie v souladu s Protokolem
a touto Smlouvou. ReSitelské centrum
bude s Materidlem nakladat, skladovat jej
a zasilat nebo likvidovat v souladu s
Protokolem a pfiméfenymi pisemnymi
pokyny predanymi Zadavatelem (nebo
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(b)

(©

(d)

with all applicable, local and national laws,
rules and regulations including, but not
limited to, those governing hazardous
substances. The Study Drug shall be
supplied to the Provider’s pharmacy no.
20, in properly packaged containers and
labeled in accordance with the provisions
of Section 19(1)(e) of Decree No.
226/2008 Coll., on Good Clinical Practice.
Deliveries of the Study Drug will take
place on Mon-Fri from 07:00 a.m. to 02:00
p.m.

Unless otherwise agreed by the parties, in
the event that the Protocol for a Study
requires the collection of blood, tissue or
other biological materials from subjects
(“Biological Materials”) the Investigator
agrees that the use of such Biological
Materials shall be limited to those tests,
analyses or procedures identified in the
Protocol and informed consent as
approved by the IRB/EC.

Upon completion or termination of the
Study, all Materials furnished to the Site
by Sponsor or Sponsor’s designee shall be
promptly returned or destroyed as directed
by Sponsor.  Shipping costs relating
thereto will be paid by Sponsor.

If Sponsor provides equipment to the Site,
such equipment shall be used only by the
Site for the performance of the Study and
in accordance with any written instructions
of use and/or training provided by the
equipment manufacturer or Sponsor. Such
equipment is property of the Sponsor or
Sponsor’s designee and shall be returned,
at Sponsor’s expense, to Sponsor (or
Sponsor’s designee), upon Sponsor’s
written request or upon completion of the
Study. Site will use reasonable care to
maintain such equipment while in its

b)

d)

Fakultni nemocnice Hradec Kralové
AT148006

jeho zmocnéncem) a v souladu se vSemi
platnymi mistnimi a vnitrostatnimi
zdkony, pravidly a pfedpisy, vcetné

mimo jiné predpisi upravujicich
zachdzeni s nebezpeCnymi latkami.
Hodnoceny 1é¢ivy pfiipravek bude

doddvan do nemocni¢ni 1ékdrny ¢. 20,

vzdy v ftadné zabalenych obalech
ur¢enych pro  Hodnoceny 1écivy
pfipravek a oznafeny v souladu s

ustanovenim paragrafu 19 odst. 1 pisme)
vyhlasky ¢€.226/2008 Sb., o spravné
klinické praxi. Doddvky Hodnoceného
1é¢ivého piipravku se budou
uskuteciiovat v Po-Pa od 7.00 h do 14.00
h.

JestliZe neni smluvnimi stranami
dohodnuto  jinak, pokud Protokol
vyzaduje odbér krve, tkdn€ nebo jiného
biologického materidlu od subjekti
Studie (dile jen ,,Biologicky materidl®)
ZkousSejici se zavazuje, Ze odbéry
Biologického materidlu budou
limitovdny na testy, analyzy nebo
procedury v souladu s Protokolem a se
souhlasem schvélenym etickou komisf.

Po ukoncCeni nebo zruSeni Studie musi
byt vSechny Materidly, které obdrzelo
Resitelské centrum od Zadavatele nebo
jeho zmocnénce, vraceny v souladu s
instrukcemi Zadavatele. Prislusné
pfepravni ndklady uhradi Zadavatel.

Regitelskému
centru vybaveni, bude Regitelské
centrum toto  vybaveni  pouZivat
vyhradné k provadéni Studie a v souladu
s veskerymi pisemnymi ndvody k pouZiti
a/nebo Skolenimi poskytnutymi
vyrobcem vybaveni nebo Zadavatelem.
Takové vybaveni je vlastnictvim
Zadavatele nebo jeho zmocnénce a na
pisemnou Zidost Zadavatele nebo po
dokonceni Studie musi byt na ndklady
Zadavatele vraceno Zadavateli (nebo
jeho zmocnénci). Regitelské centrum

Poskytuje-li  Zadavatel
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possession, provided that Sponsor shall be
responsible for maintenance and repair
costs due to normal wear and tear. In the
event that equipment is damaged for
reasons not due to correct usage or normal
wear and tear, Site shall be liable for the
cost of repair or replacement of the
affected equipment. If applicable, further
details will be regulated in a separate Loan
agreement. The Sponsor / PRA undertakes
not to supply the Provider any medical
device for the purpose of conducting a
clinical trial without concluding a separate
loan agreement for this medical device.

10. TERM; TERMINATION.

(a)

(b)

(©)

This Agreement shall commence on the
Effective Date, subject to the approval of
the Study by the State Institute for Drug
Control, the  Multicentric  Ethics
Committee and the Local Ethics
Committee, and shall continue in force
until the Study has been completed at the
Provider with an approximate timeframe
of I NIEGEGNG Copics will be filed
at the Provider by the Investigator with the
Study conduct documentation.

This Agreement may be terminated by
Sponsor at any time and for any reason
upon thirty (30) days written notice, or
immediately upon written notice by any
party for health or safety reasons.

Upon the effective date of termination of
this Agreement, an accounting shall be
conducted by the Site, subject to
verification by Sponsor. Following

10.

a)

b)

Fakultni nemocnice Hradec Kralové
AT148006

vynaloZi pfiméfenou péci, aby zajistilo
udrzbu vybaveni v dob¢, kdy je mad v
drZeni, za pfedpokladu, Ze nédklady na
Udrzbu a opravy spojené s béZnym
opotifebenim nese Zadavatel. V piipade
poskozeni vybaveni vzniklého nikoliv z
divodu spravného naklddani nebo
bézného opotiebeni, bude Poskytovatel
zodpovédny za ndklady souvisejici
s opravou nebo ndhradou postizeného
vybaveni. Piipadné bliz§i naleZitosti
budou upraveny v piipadné samostatné
Smlouvé. Zadavatel/PRA se zavazuji, Ze
nedodaji poskytovateli 7Zadny
zdravotnicky prosttedek pro tcely
provadéni klinického hodnoceni, aniz by

byla uzaviena separdtni smlouva o
vypljéce ktomuto zdravotnickému
prostredku.

PLATNOST SMLOUVY; UKONCENI

SMLOUVY.

Tato Smlouva vstoupi v platnost k Datu
ucinnosti, pokud Studii schvali Statni
ustav pro kontrolu 1é¢iv, Multicentricka
etickd komise a mistni etickd komise, a
plati aZ do dokonceni Studie u
Poskytovatele ~ vramci  piiblizného
gasového ramce v trvani do || Gz
Bl Kopie ziskanych schvalovacich
dokumenti  ulozi  ZkouSejici u
Poskytovatele spole¢né s dokumentaci k
provadéni Studie.

Zadavatel je opravnén vypoveédét tuto
Smlouvu kdykoli a z jakéhokoli divodu
na zdkladé pisemné odivodnéného
oznameni ve lhate tficeti (30) dnii nebo
kterdkoli smluvni strana je oprdvnéna
tuto  Smlouvu zrusit s okamZitou
platnosti na zdklad¢ ptiméfenych divoda
ochrany zdravi nebo bezpec€nosti.

K Datu ucinnosti zruSeni této Smlouvy
provede Resitelské centrum vyuictovéni,

které ovéti Zadavatel. Jakmile Zadavatel
obdrzi pfislusnou dokumentaci, zaplati
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Fakultni nemocnice Hradec Kralové
AT148006
Sponsor’s receipt of adequate Poskytovateli:
documentation, Sponsor will pay for:
1) all services properly rendered and 1) za veSkeré poskytnuté sluzby a

monies properly expended by the
Site, through the effective date of
termination which have not yet been
paid by Sponsor; and

ii)  non-cancelable obligations properly
incurred for the Study by the Site
prior to receipt of notice of
termination.

(d) If the Site has been paid any amounts
which have not been earned hereunder as
of the date of termination, the Provider
shall promptly return to Sponsor all such
unearned funds within 30 days.

() Immediately upon receipt of a notice of
termination, the Investigator shall stop
screening and enrolling subjects into the
Study and shall, as directed by Sponsor,
cease conducting Study procedures on

gastky, které Regitelské centrum
fddné¢ vynalozi do data zaniku
Smlouvy, které Zadavatel doposud
neuhradil; a

11) nezruSitelné zavazky, které
Regitelskému centru f4dné vznikly
v souvislosti s provddénim Studie
pfed tim, neZ mu byla dorucena
vypoveéd'.

d) Jestlize ReSitelské centrum obdrZelo
néjaké zdlohy, které nebyly do data
zdniku fadné vyuZity, Poskytovatel
veskeré  tyto  nevyuZité  zdlohy
bezodkladné vrati Zadavateli do 30 dni.

e) Okamzit¢ po obdrzeni vypovedi
ZkouSejici zastavi screening a ndbor
subjekti do Studie a, jak je nafizeno
Zadavatelem, pfestane s provadénim
studijnich procedur na subjektech jizZ

subjects already enrolled in the Study, to zatazenych do Studie v lékaisky
the extent medically permissible, and to pfipustném rozsahu a pfestane Vv
cease, to the extent reasonably feasible, pfiméfené¢  proveditelném  rozsahu

from incurring any additional Study
expenses.

vytvéfet jakékoli dal8i ndklady na Studii.

11. INSURANCE. 11. POJISTENI.

The parties hereto acknowledge that
Sponsor has obtained the insurance required by
Article 52 para. 3(f) of Act No. 378/2007 Coll.; on
Medicinal Products (as amended).

Smluvni strany berou na védomi, Ze si
Zadavatel sjednal pojisténi v souladu s ¢l. 52
odst. 3 pism. f) zdkona ¢. 378/2007 Sb. o 1éCivech
(v platném znéni).

The Provider warrants that in conformance V souladu s ¢l. 45 odst. 2 pism. n) zdkona
with Article 45 (2) (n) of the Act No. 372/2011 on ¢. 372/2011 Sb. o zdravotnich sluzbach je
Health Services, the Provider maintains insurance Poskytovatel povinen udrZovat dostate¢né
or self-insurance to cover its liability for damages pojisténi nebo samopojisténi az do rozsahu své
caused by the Study Team or the Investigator’s odpovédnosti za Skody zplsobené zanedbanim
malpractice. Provider shall, at Sponsor’s request, povinné péce ze strany Tymu Studie nebo
have its insurance carrier for such insurance furnish Zkousejictho. Poskytovatel je na Zadost
to Sponsor a certificate that such insurance is in Zadavatele povinen zajistit, aby jeho pojistitel
force, such certificate to indicate any deductible predlozil Zadavateli potvrzeni, Ze je uvedené
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and/or self-insured retention and stipulate that such
insurance will not be canceled or reduced while this
Agreement is in effect without at least thirty (30)
days prior written notice to Sponsor.

12.

LIABILITY.

The Site is and shall remain liable for any

harm, claims, actions or expenses (including legal

expense

s) resulting from or connected with the

negligence, omission or fault on the part of the
Provider, Investigator or any Study Team members.

Further

details on the compensation will be

provided in a separate letter of indemnification. In
the event of misconduct by the Provider and the

Investig

ator, they shall be responsible for such

misconduct in accordance with the Civil Code and
any Applicable Law.

13. CERTIFICATIONS.

a)

b)

The Provider and the Investigator hereby
individually certify that they have not been
debarred or disqualified from participating
in clinical research under any laws or
regulations. If during the term of this
Agreement, the Provider or the
Investigator (i) becomes debarred or
disqualified or (ii) receives notice or threat
of an action with respect to its debarment
or disqualification, the Provider and/or the
Investigator, as the case may be, shall
notify Sponsor immediately.

The Provider and the Investigator hereby
individually certify that they have not and
will not use in any capacity the services of
any individual or entity which has been
debarred or disqualified from participating
in clinical research under any laws or
regulations. In the event that the Provider

Fakultni nemocnice Hradec Kralové
AT148006

pojisténi platné, pfiemz na potvrzeni musi byt
uvedena piipadnd spoludCast nebo cast krytd
samopojisténim a musi tam byt uvedeno, Ze
pojisténi nebude po dobu platnosti této Smlouvy
zruseno nebo sniZena pojistnd Castka bez
pisemného ozndmeni zaslaného Zadavateli
nejméng tiicet (30) dndi predem.

12. ODPOVEDNOST.

Regitelské centrum je a bude zodpovédné
za veSkeré Skody, ndroky, Zaloby nebo vydaje
(v€etn¢ soudnich vydaju) vyplyvajici nebo
souvisejici se zanedbdnim, opomenutim nebo
pochybenim na stran¢ Poskytovatele,
ZkouSejictho nebo kteréhokoliv ¢lena Tymu
upravena v samostatném dopisu o odskodnéni.
Poskytovatel a zkouSejici v ptipadé jejich
pochybeni odpovidaji v souladu s obcanskym
zakonikem a piisluSnymi pravnimi ptedpisy.

13. POTVRZENI.
a) Poskytovatel a  ZkouSejici timto
individudlng potvrzuji, Ze nebyli Zidnym
pravnim ani jinym piedpisem zbaveni
priva ani prohldSeni nezplsobilym
provadeét klinickd hodnoceni. Jestlize po
dobu platnosti této Smlouvy bude
Poskytovateli nebo ZkouSejicimu (i)
zastavena ¢innost nebo bude
diskvalifikovan, nebo (ii) obdrzi
ozndmeni o Zalobé nebo hrozbé zbaveni
prava nebo prohlaSeni za nezpisobilé,
Poskytovatel a/nebo ZkousSejici o tom
bude bezodkladné informovat
Zadavatele.

b) Poskytovatel a  Zkousejici timto
potvrzuji, zZe nevyuZivali ani nebudou
vyuzivat v Zidném ohledu jakékoli
sluzby jednotlivcl nebo sdruZeni, které
jsou zbaveny prava nebo prohlaseny za
nezpusobilé provadét klinickd hodnoceni
na zdkladé¢ jakychkoli zdkont ¢i
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c)

or the Investigator becomes aware of the
debarment, threatened debarment,
disqualification or threatened
disqualification of any such individual or
entity, the Provider and/or the Investigator,
as the case may be, shall notify Sponsor
immediately.

The Provider and Investigator individually
warrant and promise that, in connection
with this Agreement, (i) it/he/she has not
and will not (directly or indirectly) make
any improper payment or offer (or
authorizing another to pay or offer) money
or anything of value to a government
official or any other person connected with
the provision of services under this
Agreement, in order to improperly
influence any act or decision of such
official or person, to induce such official
or person to do or omit to do any act in
violation of his or her relevant duty, to
obtain any improper advantage, to procure
improper performance of a function or
activity associated with this Agreement or
in the case of a government official, to
induce such official to use his or her
influence improperly to affect or influence
any act or decision of a government and
(ii) it/he/she has not and will not (directly
or indirectly) request, accept or receive
money or anything of value to procure
improper performance of a function or
activity associated with this Agreement.

14. ASSIGNABILITY.

Site may not assign any of its rights or

delegate any performance under this Agreement,
voluntarily or involuntarily, whether by merger,
consolidation, dissolution, operation of law, or any
other manner except with the prior written consent
of Sponsor, and any purported assignment or
delegation without Sponsor’s written consent is

void.

c)

Fakultni nemocnice Hradec Kralové
AT148006

predpist. Jestlize se Poskytovatel nebo
ZkouSejici dozvi o skutecném nebo

hrozicim zbaveni prdva nebo o
skuteéném ¢i  hrozicim prohlaSeni
nezpusobilosti nékterych jednotlivct

nebo sdruzeni, bezodkladn€ o tom bude
informovat Zadavatele.

Poskytovatel a Zkousejici kazdy za sebe
prohlaSuji a slibuji, Ze v souvislosti
s touto Smlouvou (i) neposkytli ani
neposkytnou, nenabidli ani nenabidnou
(ptimo ani nepiimo) Z&dnou
nedovolenou platbu (ani nedovoli jinym
osobdm, aby ji poskytly nebo nabidly),
penize ani jiné hodnotné plnéni statnimu
ufednikovi nebo jiné osob& spojené
s poskytovanim sluZeb podle této
Smlouvy scilem nedovolené ovlivnit
ukon nebo rozhodnuti takové tifedni nebo
jiné osoby, pfimét tfedni nebo jinou
osobu, aby vrozporu se svymi
povinnostmi provedla urcity tkon nebo
se jej zdrzela, ziskat neoprdvnénou
vyhodu, vyvolat neopravnény vykon
funkce nebo cinnost souvisejici s touto
Smlouvou anebo podnitit stitniho
ufednika k nedovolenému pouziti jeho
vlivu ke zméné nebo ovlivnéni tkonu
nebo rozhodnuti stitniho orgdnu a (ii)
nemaji a nebudou (pifimo ¢i nepiimo)
pozadovat, pfijimat nebo dostdvat penize
nebo cokoli hodnotného k vyvolani
neopravnéného vykonu funkce nebo
¢innosti spojené s touto Smlouvou.

14. POSTUPITELNOST.

Resitelské
postoupit sva prava ani delegovat néjaké vykony
dobrovolné ¢i nedobrovolné, at’ jiz na zdkladé
fize, slou¢eni, zruSeni, pisobenim prava nebo
jakymkoli jinym zpisobem vyjma s piredchozim
pisemnym souhlasem Zadavatele, a jakékoli
domn¢élé
pisemného souhlasu Zadavatele je neplatné.

centrum neni oprdvnéno

postoupeni nebo delegovdni bez
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15. NOTICES.

With the exception of Study funds paid by
Sponsor pursuant to Section 2 hereof, all notices
required or permitted to be given under this
Agreement shall be in writing and shall be (a)
delivered personally, (b) sent by certified mail, or
(c) sent by a nationally-recognised courier
guaranteeing next-day delivery, to the recipients
below. The parties agree that changes to the
addresses below for receipt of notices under this
Section may be effected by a letter signed by the
relevant party and does not require an amendment
to this Agreement signed by all parties:

If to the Provider:

Fakultni nemocnice Hradec Kralové

Sokolska 581

500 05 Hradec Kralové — Novy Hradec Krilové
Czech Republic

Attention:

If to the Investigator:

Fakultni nemocnice Hradec Kralové

Sokolska 581

500 05 Hradec Kralové — Novy Hradec Kralové
Czech Republic

Attention: MUDr. Petr Priester

If to the Sponsor:

ALX Oncology Inc.

866 Malcolm Road, Suite 100
Burlingame, CA 94010

USA

Attention: General Counsel
Email:

16. USE OF NAMES.

The Provider and Investigator shall not use
the name, symbols and/or trademarks of PRA or the
Sponsor in any form of publicity in connection with
the Study unless explicitly approved by PRA or the

Fakultni nemocnice Hradec Kralové
AT148006

15. OZNAMOVANI.

S vyjimkou prosttedkli na provadéni
Studie, které uhradi Zadavatel v souladu s
Clankem 2 této Smlouvy, musi byt veSkerd
ozndmeni, kterd maji nebo mohou byt poddvéina
podle této Smlouvy, v pisemné formé a musi byt
(a) dorucena osobnég, (b) zasldna poStou jako
doporucend zdsilka nebo (c) zasldna celostatné
uznavanou kuryrni sluzbou zarucujici doruceni
nasledujiciho dne, a to pf{jemctim uvedenym nize.
Smluvni strany se dohodly, Ze zmény adres
uvedenych niZe pro piijem ozndmeni dle tohoto
¢lanku mohou byt sd€leny dopisem podepsanym
ptislusnou smluvni stranou a nevyZzaduji dodatek
k této Smlouvé podepsany vSemi smluvnimi
stranami:

Pokud jsou urc¢eny pro Poskytovatele:

Fakultni nemocnice Hradec Kralové

Sokolska 581

500 05 Hradec Kralové — Novy Hradec Krilové
Ceska republika

K rukam: [N

Pokud jsou urceny pro Zkousejiciho:

Fakultni nemocnice Hradec Kralové

Sokolska 581

500 05 Hradec Kralové — Novy Hradec Kralové
Ceska republika

K rukdm: MUDr. Petr Priester

Pokud jsou urceny pro Zadavatele:
ALX Oncology Inc.

866 Malcolm Road, Suite 100
Burlingame, CA 94010

Spojené staty americké

K rukam: General Counsel
Email:

16. UZIVANI NAZVU.

Poskytovatel a  ZkouSejici  nejsou
opravnéni pouZzivat v jakékoli formé publicity v
souvislosti se Studii ndzev, symboly, piipadné
ochranné zndmky PRA nebo Zadavatele, pokud to
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Fakultni nemocnice Hradec Kralové
AT148006

Sponsor in advance. Provider and Investigator agree  vyslovné pfedem PRA nebo Zadavatel neschvali.

that, in accordance with Applicable Law, Sponsor Poskytovatel a Zkousejici souhlasi s tim, Ze v

may make public the amount of funding provided souladu s platnymi piedpisy miZe Zadavatel

hereunder for the conduct of the Study and may zvefejnit vysi prostfedkli poskytnutych na

identify Provider and Investigator as part of this provadéni Studie na zdkladé této Smlouvy a v

disclosure. ramci tohoto zvefejnéni mulZe identifikovat
Poskytovatele a ZkousSejiciho.

17. INFORMATION TECHNOLOGY 17. BEZPECNQS’I" A SYSTEM .
SECURITY AND SYSTEMS INFORMACNICH TECHNOLOGII.
(a) The Provider and Investigator shall (a) Poskytovatel a  ZkouSejici budou
maintain IT and organizational security spravovat informacni technologie a zajisti
measures sufficient to protect the personal organizacné¢  bezpecnostni  opatfeni

(b)

information, when in their possession and
whilst being transferred to PRA, Sponsor
or other third parties. The Provider and
Investigator shall ensure that all Study
Team members comply with the
obligations imposed upon them by
applicable data protection laws and
specifically, the removal of subject
personal identifiers from any
communications external to the site
unless necessary for safety purposes or
required by law.

Mobile health (mHealth) applications,
where used in the pursuit or provision of
the services, shall comply with applicable
electronic security requirements, medical
device legislation, if applicable and all
applicable data protection laws to ensure
the security of all confidential and subject
personal information transmitted in this
manner. Study data obtained through
mobile applications shall be securely
stored as long as required by applicable
legislation and regulations.

dostate¢nd pro ochranu osobnich tudaju,
kterd jsou v jeho vlastnictvi a zdroven
jsou postoupena PRA, Zadavateli nebo
jinym tfetim strandm. Poskytovatel
zajisti, aby vSichni ¢lenové Regitelského
tymu postupovali v souladu
s povinnostmi, které jsou uklddané
platnymi zdkony na ochranu osobnich
udaju a konkrétné s témi, které se tykaji
odstranéni  osobnich  identifikdtord
Subjektu hodnoceni z jakékoliv externi
komunikace mimo ReSitelské centrum,
pokud to neni nezbytné z bezpecnostnich
dtvodd, nebo vyZzadované zdkonem.

(b) V pripade, Ze byly pti poskytovani sluzeb

pouZity mobilni zdravotni aplikace
(Mobile health - mHealth), musi byt
vsouladu splatnymi elektronickymi
bezpecnostnimi pozadavky, legislativou
souvisejici se zdravotnickymi prostfedky,
pokud je aplikovatelnd, a v§emi platnymi
zdkony na ochranu osobnich tdaju, tak
aby byla zajiSténa bezpecnost vSech
divérnych a osobnich informaci subjektti
Studie preddvanych timto zplsobem.
Udaje Studie obdrzené pies mobilni
aplikace musi byt bezpecné uloZeny
v souladu s platnymi pravnimi predpisy a
natizenimi.
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18. WAIVER: SEVERABILITY.

No waiver of any term or condition of this
Agreement whether by conduct or otherwise in any
one or more instances shall be deemed to be or
construed as a further or continuing waiver of such
term or condition, or of any other term or condition
of this Agreement. If any terms or conditions of this
Agreement are held to be invalid, illegal or
unenforceable the remaining terms and conditions
contained herein shall not be affected.

19. ENTIRE AGREEMENT:; EXHIBITS;
COUNTERPARTS.

This Agreement, including the Exhibits
attached hereto, constitutes the full understanding
of the parties with respect to the subject matter
hereof and a complete and exclusive statement of
the terms of their agreement, and no terms,
conditions, understanding or agreement purporting
to amend, modify, vary or waive the terms of this
Agreement shall be binding unless made in writing
and signed by an authorized representative of each
party hereto. This Agreement and any amendment
hereto will be executed in three (3) counterparts,
each of which shall be deemed an original but taken
together shall constitute one and the same
instrument. The priority language of this Agreement
will be Czech. In the event of any discrepancy
between the two language versions, the Czech
version shall prevail, provided that the English
version shall be sufficiently consulted to determine
the genuine intention of the Parties with respect to
the discrepancy, but Czech version shall prevail.

20. CONTINUING OBLIGATION;
SURVIVAL OF PROVISIONS.

Except as otherwise specifically provided
herein, termination of this Agreement shall not
relieve any party hereto from any obligation under

Fakultni nemocnice Hradec Kralové
AT148006

18. VZDANI SE PRAV;
ODDELITELNOST USTANOVENIL

Z4dné prominuti splnéni nékterych
podminek nebo ustanoveni této Smlouvy, at’ uz
jednanim nebo jinak, se nepovaZuje nebo nebude
vykladdno jako dal§i nebo trvalé prominuti
takovych podminek nebo jinych podminek dle této
Smlouvy. V piipad€é Ze nckteré podminky nebo
ndlezitosti této Smlouvy se stanou neplatnymi,
nezdkonnymi nebo nevynutitelnymi, potom
platnost, zdkonnost a vynutitelnost zbyvajicich
podminek a ndleZitosti obsaZenych v této Smlouvé
nebude dotc¢ena nebo timto narusena.

19. UPLNOST SMLOUVY; PRILOHY;
VYHOTOVENL

Tato Smlouva, vcetné priloh, zaklada
uplnou dohodu smluvnich stran ohledné ptedmétu
Smlouvy a uplné vyjddfeni podminek jejich
ujednédni a Zddné podminky, ujednédni ani dohody,
o kterych se ma za to, Ze dopliuji, méni, upravuji
nebo promijeji podminky této Smlouvy, nejsou
platné, ledaZe jsou v pisemné form& a podepsané
zmocnénymi zastupci smluvnich stran. Tato
Smlouva a veskeré jeji dodatky budou uzavieny ve
ttech (3) vyhotovenich, z nichz se kazdé
vyhotoveni povazuje za origindl, ale které
spole¢n¢ zakladaji jeden a tentyZ dokument.
Rozhodnym jazykem této Smlouvy bude Cesky
jazyk. V piipad¢ jakéhokoli rozporu mezi obéma
jazykovymi verzemi je rozhodujici ceska verze za
predpokladu, Ze v piipad€¢ nesrovnalosti bude
provedeno dostate¢né porovnéni s anglickou verzi
ke zjisténi skutecného zameru smluvnich stran,
avsak vzdy je rozhodujici ¢eské znéni.

20. TRVALE ZA,VAZKY; PLATNOST
USTANOVENI.

Pokud neni v této Smlouvé konkrétné
uvedeno jinak, zdnikem této Smlouvy neni Zadna
smluvni strana osvobozena od svych zdvazki
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this Agreement that accrued or arose from facts and
circumstances in existence prior thereto. In
addition, the provisions of this Agreement that by
their nature contemplate continuing obligations
shall survive expiration or termination of this
Agreement.

21. GOVERNING
RESOLUTION.

LAW; DISPUTE

(a) This Agreement and any non-contractual
obligations arising out of or in connection
with it are governed by and must be
construed in accordance with Czech law.

(b) Mutual rights and obligations of the parties
that are not expressly provided for in this
Agreement shall be governed by the civil
code.

Any and all disputes arising from this
Agreement shall be resolved by the courts of the
Czech Republic.

The Parties acknowledge that no initial
Site visit will take place until the final document has
been published in the Register of Contracts in
accordance with Applicable Laws.

SIGNATURES APPEAR ON
PAGE

FOLLOWING

Fakultni nemocnice Hradec Kralové
AT148006

podle této Smlouvy, které vznikly nebo vyplynuly
ze skutecnosti a okolnosti existujicich pred jejim
zénikem. Mimo to, ustanoveni této Smlouvy, které
ze své povahy dopliuji pretrvavajici zavazky, plati
i po uplynuti platnosti nebo po zaniku této
Smlouvy.

21. ROZHODNE PRAVO: RESENI

SPORU.

a) Tato Smlouva i jakékoli mimosmluvni
povinnosti z ni nebo v souvislosti s ni
vyplyvajici se fidi a musi byt vyklddany
v souladu s ¢eskym pravem.

b) Vzijemnd prdva a povinnosti stran
vyslovn¢ neupravené touto Smlouvou se
tidi ob¢anskym zakonikem.

Veskeré spory z této Smlouvy budou
feSeny soudy Ceské republiky.

Strany berou na védomi, Ze nedojde k
okamziku uvefejnéni kone¢ného dokumentu v
Registru smluv v souladu s platnymi pravnimi
predpisy.

PODPISY  JSOU
NASLEDUJICI STRANE

UVEDENY NA
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IN WITNESS WHEREOF, the parties NA DUKAZ TOHO fiidné¢ zmocnéni

have caused this Agreement to be executed by their zastupci smluvnich stran podepsali tuto Smlouvu
duly authorised representatives on the date(s) dne, jak je uvedeno déle, ale s uc¢innosti pro
indicated below, but effective for all purposes as of vSechny tcely k Datu G¢innosti.

the Effective Date.

Pharmaceutical Research Associates CZ, s.r.o. signs on behalf of ALX Oncology Inc. /
Pharmaceutical Research Associates CZ, s.r.o. podepisuje jménem spole¢nosti ALX Oncology Inc.

By/Podepsal:
Authorised Signature / Podpis zmocnéného zastupce

Name/Iméno: [N
Title/Funk- |

moci

Date/Datum: 5. 4. 2022

PROVIDER /POSKYTOVATEL

By/Podepsal:
Authorised Signature/ Podpis zmocnéného zastupce

Name/Jméno: prof. MUDr. Vladimir Pali¢ka, CSc., dr.h.c.
Title/Funkce: Director / Reditel

Date/Datum: 13. 4. 2022

INVESTIGATOR/ZKOUSEJICI

By/Podepsal:

Name/Jméno: [N

Title/Funkce: Principal Investigator / Hlavni zkouSejici

Date/Datum: 12. 4. 2022
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EXHIBIT A/PRILOHAA
PAYMENT TERMS / PLATEBNI PODMINKY
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EXHIBIT B/ PRILOHA B
BUDGET / ROZPOCET
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(in Czech language /v Ceském jazyce)
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EQUIPMENT PROVIDED TO SITE / VYBAVENI POSKYTNUTE RESITELSKEMU CENTRU

Not Provided Neposkytovano
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EXHIBIT D/ PRILOHA D o
DATA PROTECTION ADDENDUM / DODATEK K OCHRANE OSOBNICH UDAJU

This Data Processing Addendum (“DPA”) amends
and forms part of the written agreement between
ALX Oncology Inc. (“ALX”) and Fakultni
nemocnice Hradec Kralové (“Provider”) titled
Clinical Trial Agreement (the “Agreement”). This
DPA prevails over any conflicting term of the
Agreement but does not otherwise modify the
Agreement.

1. Definitions. “Controller”’, “Data Subject”,
“Personal Data”, ‘“Personal Data Breach”,
“Processing”, “Processor”’, and “Supervisory
Authority” have the meaning given in EU Data
Protection Law; “EU Data Protection Law”
means Regulation (EU) 2016/679 and all other EU
data protection laws and legal instruments for
International Data Transfers, each as may be
amended from time to time; “Europe” or “EU”

means the FEuropean Union, the FEuropean
Economic Area, and Switzerland; “Data
Transfer” means any (onward) transfer of

Personal Data from the EU to outside of the EU;
“Subprocessor” means a Processor engaged by
Provider to Process Personal Data on behalf of
ALX; “Standard Contractual Clauses” or
“Clauses” means the clauses annexed to EU
Commission Decision 2010/87/EU of 5 February
2010; “Protocol” means the clinical trial protocol
defined in the Agreement; “Effective Date” means
the date of Agreement publishing in Register of
Contracts.

Tento Dodatek o zpracovani tudaju (dédle jen
,DZU*) je dodatkem a souc¢dsti pisemné smlouvy
mezi spoleCnosti ALX Oncology, Inc. (ddle jen
LALX“) a Fakultni nemocnici Hradec Kralové
(déle jen ,Poskytovatel) s ndzvem Smlouva o
provedeni klinického hodnoceni (dédle jen
,Smlouva“). Tento DZU mi piednost pred
jakymkoli rozpornym ustanovenim Smlouvy, ale
jinak Smlouvu neupravuje.

1. Vymezeni pojmi. ,Spravce”, ,Subjekt
udaji“, ,,Osobni adaje”, ,,Poruseni zabezpeceni
osobnich adaju‘, ,,/Zpracovani“, ,,Zpracovatel“ a
,Dozorovy wufad“ maji vyznam stanoveny
Zakonem EU na ochranu osobnich tdaju; ,,Zakon
EU na ochranu osobnich udaji“ znamend
natizeni (EU) 2016/679 a vSechny dalsi ptedpisy
a pravni nastroje EU na ochranu osobnich tdaji
pro mezinarodni predavani ddaji, v platném znénf;
~Evropa“ nebo , EU*“ znamend Evropskou unii,
Evropsky hospodaisky prostor a Svycarsko;
LPredavani udaji“ znamend jakékoli (dalsi)
predani osobnich ddajii z EU do zemi mimo EU;
,DIiléi  zpracovatel znamend zpracovatele
najatého Poskytovatelem ke zpracovéani osobnich
udaji jménem spolecnosti ALX; ,,Standardni
smluvni dolozky* nebo ,klauzule* jsou dolozky

pfipojené  krozhodnuti  Evropské  komise
2010/87/EU ze dne 5. Unora 2010;
~Protokol“ znamena  protokol klinického
hodnoceni definovany ve smlouvé; ,.Datum

ufinnosti“ znamend den uvefejnéni Smlouvy
v Registru smluv.
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2. Roles and Scope. ALX is a Controller and
appoints Provider as a Processor on its behalf for
performing work under the Protocol. This DPA
applies to all Processing of Personal Data by
Provider under the Protocol and in the context of
the Agreement. The subject matter, nature and
purpose of the Processing, the types of Personal
Data and categories of Data Subjects are set out in
the Protocol and study-related documents, which
are incorporated by reference and are integrated
into this DPA.

3. Instructions. Provider shall only Process
Protocol-required Personal Data of Data Subjects
on the instructions of ALX, as documented in the
Protocol and the Agreement. ALX may issue
additional instructions to Provider as necessary to
comply with EU Data Protection Law.

Fakultni nemocnice Hradec Kralové
AT148006

2. Ulohy a rozsah. Spole¢nost ALX je Spravcem
udaji a Poskytovatel uruje za zpracovatele udaji
za Ucelem provadéni praci podle Protokolu v jeho
zastoupeni. Tento DZU se vztahuje na veskeré
Zpracovani Osobnich tdaji Poskytovatelem podle
Protokolu a v rdmci Smlouvy. Pfedmét, povaha a
ucel Zpracovani, typy Osobnich ddaji a kategorie
Subjekti 1daji jsou uvedeny v Protokolu a
v dokumentech souvisejicich se studii, které jsou
zaglenény odkazem a jsou soudsti tohoto DZU.

3. Pokyny. Poskytovatel bude zpracovavat pouze
Osobni tdaje Subjektd udaji  vyzadované
Protokolem podle pokynt spole¢nosti ALX, jak je
zdokumentovdno v Protokolu a ve Smlouve.
Spole¢nost ALX muiZze Poskytovatel podle potieby
vydat dal$i pokyny v souladu se Zdkonem EU na
ochranu osobnich tidajt.
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4. Data Transfers. Provider shall obtain ALX’s
specific prior written authorization for Data
Transfers other than those authorized under the
Protocol. ALX may authorize Provider to perform
such Transfers on the basis of a valid adequacy
decision or with an appropriate level of safeguards
in accordance with EU Data Protection Law. By
signing this DPA, Parties incorporate the Standard
Contractual Clauses into this DPA and complete
them as follows: the “data exporter” is Provider; the
“data importer” is ALX; the governing law in
Clause 9 and 11.3 of the Clauses is the law of the
EU member state where ALX is established;
Appendix 1 and 2 to the Clauses are Appendix 1
and 2 to this DPA; and the optional indemnification
clause is struck. Provider hereby represents that (i)
it is not and will not be in breach of any provision
of the Clauses; and (ii) it is not, and nor are any of
its Subprocessors, subject to the U.S. Foreign
Intelligence Surveillance Act (“FISA”) or U.S.
Executive Order 12333 (“EO”). If the Parties’ can
no longer comply with the requirements of EU Data
Protection Law applicable to Data Transfers due to
circumstances outside of their control (such as
where an applicable legal instrument becomes
invalid), they will work together in good faith to
reasonably resolve such non-compliance.

Fakultni nemocnice Hradec Kralové
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4. Predavani udaju. Poskytovatel ziska specificky
predchozi pisemny souhlas spolecnosti ALX
s veskerym pieddvanim ddaju, které neni schvéaleno
podle Protokolu. Spole¢nost ALX miZe
Poskytovatele ~ zmocnit  k provddéni  tohoto
pfeddvani na zdkladé¢ platného rozhodnuti o
pfiméfenosti nebo s odpovidajici drovni ochrany
v souladu se Zdkonem EU na ochranu osobnich
tidaji. Podpisem tohoto DZU zahrnou smluvni
strany Standardni smluvni dolozky do tohoto DZU
a vyplni je néasledovné: ,,vyvozcem udaji“ je
Poskytovatel; ,,dovozcem udaji“ je spole¢nost
ALX; rozhodnym pravem v €ldnku 9 a 11.3 téchto
dolozek je pravo clenského stitu EU, kde je
zaloZzena spole¢nost ALX; piiloha 1 a 2 dolozek
tvori piflohu 1 a 2 tohoto DZU; a voliteln4 klauzule
o odskodnéni je vySkrtnuta. Poskytovatel timto
prohlasuje, Ze (i) neporusuje a nebude poruSovat
zadné ustanoveni téchto dolozek; a (i1) samo o sob¢
nepodléhd, ani zadny z jeho Dil¢ich zpracovateld
nepodléha americkému zdkonu o dohledu v oblasti
zahrani¢nich informaci (Foreign Intelligence
Surveilance Act, FISA) nebo vykonnému nafizeni
(Executive Order, EO) USA ¢. 12333. Pokud
smluvni strany nemohou nadale plnit pozadavky
zédkona EU na ochranu osobnich udaju, které se
vztahuje na pfeddvani ddaji, vzhledem
k okolnostem, které jsou mimo jejich kontrolu
(napt. pokud se platny prdvni néstroj stane
neplatnym), budou spolupracovat v dobré vife na
rozumném feseni takového nedodrZeni ptedpisil.
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5. Security and Personal Data Breaches.
Provider warrants that it implements technical and
organizational measures to ensure a security level
appropriate to the risk of the Processing under the
Protocol, including the measures in Appendix 1,
where appropriate. Provider must inform ALX
without undue delay and no later than forty-eight
(48) hours after becoming aware of a Personal Data
Breach under the Protocol. Such notice must
include: (i) the nature of the Breach, (ii) the
categories and number of Data Subjects, (iii) the
categories and amount of Personal Data, (iv) the
likely consequences of the Breach, and (v) the
measures taken or proposed to be taken to address
the Breach and mitigate possible adverse effects.
Provider shall document all Breaches under the
Protocol, including at least the information referred
to herein, and provide ALX a copy upon request.

6. Assistance. Provider shall assist ALX in
complying with its obligations under EU Data
Protection Law, including: replying to requests
from Data Subjects to exercise their rights under
EU Data Protection Law; replying to inquiries from
Supervisory  Authorities;  conducting  data
protection impact assessments; and providing
notice of Personal Data Breaches. Unless
prohibited by law, Provider shall inform ALX
without undue delay if (i) it receives any inquiry or
complaint from a Data Subject, Supervisory
Authority, law enforcement agency, court, or
government body; (ii) it is subject to a legal
obligation requiring it to Process Personal Data in
contravention of ALX’s instructions; or (iii) is
otherwise unable to comply with EU Data
Protection Law or this DPA.

Fakultni nemocnice Hradec Kralové
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5. Bezpecnost a porusSeni zabezpeceni osobnich
udaji. Poskytovatel zarucuje, Ze zavede technicka
a organiza¢ni opatfeni, aby zajistilo udroven
zabezpeceni odpovidajici riziku Zpracovani podle
Protokolu, vcetné opatteni v priloze 1, bude-li to
vhodné. Poskytovatel musi informovat spole¢nost
ALX bez zbyte¢ného odkladu a nejpozdéji Ctyticet
osm (48) hodin poté, co se dozvi o poruSeni
zabezpeCeni osobnich udaji podle Protokolu.
Takové ozndmeni musi zahrnovat: (i) povahu
porusenti, (ii) kategorie a poCet Subjektil udaji, (iii)
kategorie a mnoZzstvi Osobnich tdaju, (iv)
pravdépodobné dusledky poruseni a (v) pifijata
nebo navrZzend opatfeni k feSeni poruseni a

zmirnéni  moznych  nepfiznivych  Gcinku.
Poskytovatel zdokumentuje vSechna poruSeni
podle protokolu, vcetné¢ alespoit informaci

uvedenych vtomto dokumentu, a na vyZzadani
poskytne spole¢nosti ALX kopii.

6. Pomoc. Poskytovatel poskytne spole¢nosti ALX
soucinnost pfi plnéni svych povinnosti podle
Zikona EU na ochranu osobnich udajli, vcetné:
odpovédi na zadosti Subjektti tdaji o uplatnéni
jejich prav podle Zakona EU na ochranu osobnich
udajii; odpoveédi na dotazy Dozorovych uradu;
provadéni hodnoceni vlivu na ochranu osobnich
udaji; a ozndmeni o poruseni zabezpeceni
osobnich udaji. Pokud to nezakazuji pravni
predpisy, Poskytovatel bude informovat spole¢nost
ALX bez zbyte¢ného odkladu, pokud (i) obdrzi
dotaz nebo stiZznost od Subjektu didajti, Dozorciho
orgdnu, vynucovacitho orginu, soudu nebo
vladniho orgdnu; (ii) podléhd zdkonné povinnosti,
kterd vyzaduje, aby Poskytovatel zpracovaval
Osobni tidaje v rozporu s pokyny spole¢nosti ALX;
nebo (iii) jinak neni schopno dodrzovat Zikon EU
na ochranu osobnich ddaji nebo tento DZU.
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7. Accountability. Provider warrants that its staff
(including contractors) are subject to a contractual
or statutory confidentiality obligation and only
Process Personal Data on ALX’s instructions.
Provider shall inform ALX without undue delay if
it believes that an instruction violates EU Data
Protection Law, in which case Provider may
suspend the Processing until ALX modifies, or
confirms the lawfulness of, the instruction in
writing.

8. Documentation and Audit. Provider shall make
available to ALX all information necessary
(including records of processing) to demonstrate
compliance with EU Data Protection Law and this
DPA and allow for and contribute to audits
(including inspections) conducted by a Supervisory
Authority, ALX or an ALX auditor’s mandate.
ALX will bear the costs of any audit requested or
required by ALX.

9. Liability. Provider is responsible for any
infringements of EU Data Protection Law or this
DPA by Provider or its Processors.

10.Term. Processing shall last no longer than the
term of the Agreement.

11. Applicable Law and Jurisdiction. This DPA
is governed by the laws of the Czech Republic.

Fakultni nemocnice Hradec Kralové
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7. Zodpovédnost. Poskytovatel zarucuje, Ze jeho
persondl (v€etné smluvnich dodavatell) podléha
smluvnimu nebo zdkonnému z4vazku ml€enlivosti
a zpracovavd Osobni udaje pouze podle pokyni
spolecnosti ALX. Poskytovatel bude informovat
spolecnost ALX bez zbyte¢ného odkladu, pokud se
domniva, ze jeji pokyn porusuje Zakon EU na
ochranu osobnich udajt, a v takovém piipadé miize
Poskytovatel pozastavit Zpracovdni, dokud
spole¢nost ALX takovy pokyn pisemné neupravi
nebo nepotvrdi jeho zdkonnost.

8. Dokumentace a audit. Poskytovatel zptistupni
spolecnosti  ALX vesSkeré informace (vcetné
zaznamll o Zpracovani) nezbytné k prokazani
dodrzovani Zékona EU na ochranu osobnich tidaja
a tohoto DZU a umoZni audity (v¢etn€ kontrol)
provddéné Dozorovym tfadem, spolecnosti ALX
nebo povéfenim auditora ALX a prisp&je k nim.
Spole¢nost ALX ponese naklady na jakykoli audit
poZadovany nebo vyZadovany spolecnosti ALX.

9. Odpovédnost. Poskytovatel nese odpovédnost
za jakékoli poruSeni Zikona EU na ochranu
osobnich tdaji nebo tohoto DZU ze strany
Poskytovatele nebo jeho Zpracovatelt.

10. Doba platnosti smlouvy. Zpracovani nesmi
trvat déle nez doba platnosti Smlouvy.

11. Rozhodné pravo a soudni pfislusnost. Tento
DZU se tidi zdkony Ceské republiky.
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12. Modifications, Notifications and Severability.
This DPA may only be modified by a written
amendment signed by both Parties. Provider must
make notifications required under this DPA to
ALX’s Data Protection Officer via email to
B o0y provision of this
DPA is found invalid or unenforceable by any
competent court or administrative body, all other
provisions will remain unaffected and in full force
and effect.

[Signature Block on Next Page]
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12. Upravy, ozndmeni a oddélitelnost. Tento
DZU lze upravovat pouze pisemnym dodatkem
podepsanym  obéma  smluvnimi  stranami.
Poskytovatel musi podle tohoto DZU piedavat
ozndmeni povéfenci pro ochranu osobnich tdaji
spoleCnosti  ALX  e-mailem na  adresu

Pokud bude kterékoliv
ustanoveni tohoto DZU shled4no neplatnym nebo
nevymahatelnym kterymkoliv pfisluSnym soudem
nebo sprdvnim orgdnem, vSechna ostatni
ustanoveni zistanou nedotéena a budou plné platna
a ucinna.

[Podpisovy blok na dalst strané]
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IN WITNESS WHEREOF, the Parties hereto have NA DUKAZ CEHOZ smluvni strany uzaviely k niZe
executed this Agreement by their respective duly uvedenym datim tuto Smlouvu prostfednictvim
authorized signatories on the dates specified below pftislusnych osob opravnénych k podpisovéni s tim,
to take effect on and as of the Effective Date. 7e nabydou d¢innosti k Datu tGéinnosti.

Pharmaceutical Research Associates CZ, s.r.o. signs on behalf of ALX Oncology Inc. /
Pharmaceutical Research Associates CZ, s.r.o. podepisuje jménem spolecnosti ALX Oncology Inc.

By/Podepsal:
Authorised Signature / Podpis zmocnéného zastupce

Name/Jméno: [N
Title/Funke: |

Date/Datum: 5. 4. 2022

PROVIDER / POSKYTOVATEL

By/Podepsal:
Authorised Signature/ Podpis zmocnéného zastupce

Name/Jméno: prof. MUDr. Vladimir Pali¢ka, CSc., dr.h.c.
Title/Funkce: Director / Reditel

Date/Datum: 13. 4. 2022
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