Smlouva o klinickém hodnoceni

Clinical Trial Agreement

SMLOUVA O KLINICKEM HODNOCENI (,,Smlouva‘)
nabyvéa platnosti poslednim dnem podpisu a ucinnosti
zvefejnénim v registru smluv (,,Datum nabyti a¢innosti*),
pfi¢emz je uzaviena mezi:

spole¢nosti Olema Pharmaceuticals, Inc., s hlavnim
mistem podnikani na adrese 780 Brannan Street, San
Francisco, CA 94103, USA

(,,Zadavatel)

a

Fakultni Thomayerovou nemocnici, se sidlem na adrese
Videtiska 800, 140 59 Praha 4, Kré, Ceska republika,
jednajici prostfednictvim doc. MUDr. Zdenka Benese,
CSc., fteditele, statni pfispévkova organizace ziizena
Ministerstvem zdravotnictvi CR, uplné znéni zfizovaci
listiny ¢.j. MZDR 17268-1V/2012, zapsana v obchodnim
rejstiiku u Méstského soudu v Praze, oddil Pr, vl. 1043,
ICO: 00064190, DIC: CZ00064190

(,,Poskytovatel*)

a

XXX

trvalym bydlistém XXX
Datum nar.: XXX
(,,Hlavni zkousSejici‘).

THIS CLINICAL TRIAL AGREEMENT (“Agreement”)
becomes valid on the last date of signature and effective by
publishing in the Contract Register (“Effective Date”) and
is made by and between:

Olema Pharmaceuticals, Inc., with its principal place of
business at 780 Brannan Street, San Francisco, CA 94103,
USA

(“Sponsor”)

and

Fakultni Thomayerova nemocnice (Thomayer University
Hospital), with its registered address at Videtiska 800, 140
59 Praha 4, Kr¢, Czech Republic, represented by doc.
MUDr. Zdene€k Benes, CSc., director, State funded
organization made by Ministry of Health of Czech
Republic, full Incorporation Deed no. MZDR 17268-
IV/2012, registered in Commercial Register at the
Municipal Court in Prague, Section Pr, Insert 1043,
Company ID no.: 00064190, Tax ID no.: CZ00064190
(“Institution”)

And

XXX

with permanent address at XXX
DOB: XXX

(“Principal Investigator”).

Zadavatel, Poskytovatel a Hlavni zkouSejici jsou zde
jednotlivé nebo spolecné oznacovani jako ,,Smluvni
strana“ nebo ,,Smluvni strany‘.

Sponsor, Institution, and Principal Investigator shall
individually or collectively be referred hereto as the
“Party” or “Parties”.

ZAKLADNI INFORMACE:

BACKGROUND:

VZHLEDEM K TOMU, zZe Zadavatel na zakladé
samostatné smlouvy najal spolec¢nost XXX spolu se svymi
klinickymi pobockami a kancelafemi coby nezavisla
smluvni vyzkumna organizace, véetné mimo jiné XXX,
aby jménem Zadavatele koordinovala a/nebo vykonavala
uréité ¢innosti nezbytné pro provadéni Studie, a to mimo
jing vcetné urcitych sluzeb monitorovani, sjednavani
auzavirani smluv o klinickém hodnoceni a souvisejici
dokumentace, jakoZz i provadéni ptislusnych plateb podle
téchto smluv; a

WHEREAS, by separate agreement, Sponsor has engaged
XXX an independent contract research organization
together with its clinical affiliates and offices, including
but not limited to, XXX to coordinate and/or perform on
behalf of Sponsor certain activities required for the conduct
of the Study, including without Ilimitation certain
monitoring functions, negotiation and execution of clinical
trial agreements and related documentation, and
performance of appropriate payments under such
agreements; and

VZHLEDEM K TOMU, ze Zadavatel si pfeje vyuzit sluzeb
Poskytovatele a Hlavniho zkousSejiciho pro tcely provedeni
klinické vyzkumné studie s nazvem XXX a s podminkami
této smlouvy; a

WHEREAS, Sponsor desires to engage the services of the
Institution and Principal Investigator for the conduct of a
clinical research study entitled XXX and the terms of this
Agreement; and

VZHLEDEM K TOMU, ze Poskytovatel a Hlavni
zkouSejici si preji se na Studii podilet v prostorach
Poskytovatele.

WHEREAS, Institution and Principal Investigator desire to
participate in the conduct of the Study at the Institution.

PROTO SE NYNI Smluvni strany pfi uvazeni zde
uvedenych vzajemnych pfislibi a zavazkll, jejichz pfiijeti

NOW, THEREFORE, in consideration of the mutual
promises and covenants contained herein, the receipt and




a dostateCnost se timto uznava, dohodly, Ze budou
zavazany nasledovné:

sufficiency of which are hereby acknowledged, the Parties
hereby covenant and agree to be bound as follows:

1. Provedeni studie

1. Performance of the Study

1.1 Sluzby. Poskytovatel a Hlavni zkousejici
budou poskytovat urcité sluzby v ramci provadéni Studie
podle Protokolu, ktery je soucésti této smlouvy a je do ni
zahrnut formou odkazu (dale jen ,,Sluzby*).

1.1 Services. Institution and Principal Investigator
shall provide those certain services related to the conduct
of the Study and set forth in the Protocol, which Protocol is
made a part of this Agreement and incorporated by
reference herein (“Services”).

1.2 Platné zakony. Sluzby budou poskytovany
vsouladu spodminkami této Smlouvy, Protokolem,
Pokyny pro spravnou klinickou praxi (,,GCP*)
Mezinarodni rady pro harmonizaci technickych pozadavka
na registrace humannich 1é¢ivych ptipravka (,,ICH®) (dale
jen ,,ICH-GCP*), protikorupcnimi zakony (definovanymi
v Ptiloze B), pravnimi pifedpisy pro ochranu osobnich
udajii (definovanymi v Pfiloze C), s ostatnimi obecné
uznavanymi platnymi pokyny ICH, jakoz ise vSemi
platnymi  zdkony, pravnimi  piedpisy, pravidly
a smérnicemi, vyhlaSkami, kodexy praxe, rozhodnutimi,
pokyny, etickymi smérnicemi nebo jinymi pozadavky
regulacnich organt, které se tykaji provadéni klinickych
studii na lidech a bezpecnosti lidskych subjektii v platném
znéni (,,Narizeni®).

Kromé vySe uvedeného se na poskytovani Sluzeb vztahuji
zakony, pravni pozadavky a nafizeni zemé, kde budou
sluzby poskytovany, (,,Pravni predpisy zemé*). Pokud by
nékteré z téchto Nafizeni bylo v protikladu nebo rozporu
s Pravnimi predpisy zemé, jsou nadiazeny Pravni predpisy
zeme.

Natizeni a zdkony jednotlivych zemi se souhrnné oznacuji
jako ,,Platné zakony*.

1.2 Applicable Law. The Services shall be
provided in accordance with the terms of this Agreement,
the Protocol, the Guideline for Good Clinical Practice
(“GCP”) of the International Council for Harmonization of
Technical Requirements for the Registration of
Pharmaceuticals for Human Use (“ICH”) (referred to as
“ICH-GCP”), Anti-Corruption Laws (defined in Exhibit
B), Data Protection and Privacy Laws (defined in Exhibit
C), with other generally accepted applicable guidelines of
the ICH, as well as all applicable statutes, laws, rules and
regulations, ordinances, codes of practice, decisions,
guidance, ethical guidelines or other requirements of
regulatory authorities relating to the conduct of human
clinical studies and the safety of human subjects, as the
same may be amended from time to time (“Regulations”).

In addition to the foregoing, the laws, legal requirements
and regulations of the country where the Services will be
provided, (“Country Laws”) shall be applicable to the
provision of the Services. Should any of the Regulations
conflict with or contradict any Country Laws, Country
Laws shall govern.

Regulations and Country Laws collectively being referred
to as “Applicable Law”.

1.3 Regulacni organ. Studic bude zahajena
v prostorach Poskytovatele po obdrzeni piislusného
povoleni pfislusného vladniho organu, at’ uz narodniho,
mistniho, statniho nebo mezinarodniho, odpovédného za
regulaci provadéni Studie nebo jejich aspekti (,,Regulacni
organ‘).

1.3 Regulatory Agency. The Study shall be
initiated at Institution upon receipt of the applicable
authorization of the competent governmental authority,
whether national, local, state or international, responsible
for regulating the conduct of the Study or any aspects
thereof (“Regulatory Agency”).

1.4 Kontrola a dodrZovani protokolu. Pted
zahajenim poskytovani sluzeb provede Poskytovatel
a Hlavni zkousejici kontrolu Protokolu, pti¢emz informuje
Zadavatele, pokud neni schopen/schopna splnit nékterou
z podminek, které¢ jsou v ném obsazeny. Bez souhlasu
Zadavatele a predchoziho prezkoumani
a zdokumentovaného schvaleni Regulacnim organem by
nem¢ly byt provedeny zadné zmény nebo odchylky od
Protokolu, pokud neni odchylka nutnd k odstranéni
bezprostiedniho nebezpeci hroziciho Subjektim hodnoceni
(definovanym nize). V takovém piipadé Smluvni strana,
ktera si je védoma nutnosti odchylky, neprodlené¢ oznami
XXX aZadavateli skuteCnosti, které tuto odchylku
odtvodnuji, jakmile se o nich dozvi. Po tomto oznameni
nasleduje pisemné potvrzeni. Pokud dojde k jakymkoli
nesrovnalostem nebo rozporu mezi podminkami

1.4 Protocol Review and Compliance. Prior to the
commencement of Services, Institution and Principal
Investigator shall review the Protocol and notify Sponsor if
it/she/he cannot comply with any of the terms contained
therein. No changes or deviations to the Protocol should be
implemented without agreement by the Sponsor and prior
review and documented approval from the Regulatory
Agency, unless the deviation is required to eliminate an
immediate hazard to Study Subjects (defined below). In
such case, the Party aware of the need for a deviation shall
immediately notify XXX and Sponsor of the facts
supporting such deviation as soon as the facts are known to
said Party. Said notification shall be followed by written
confirmation of same. If there is any discrepancy or conflict
between the terms contained in the Protocol and this
Agreement, the terms of the Protocol shall govern and




obsazenymi v Protokolu av této Smlouvé, budou mit
pfednost podminky Protokolu a budou urcujici ve vztahu
k védeckym zalezitostem a souhlasu Subjektu hodnoceni,
pficemz podminky Smlouvy budou mit piednost a budou
urcujici ve vztahu ke vSem ostatnim zalezitostem.

control with respect to scientific and subject consent
matters, and this Agreement shall govern and control with
respect to all other matters.

1.5 Formula¥ informovaného souhlasu. Hlavni
zkousSejici ziska od Subjektd hodnoceni informovany
souhlas sucasti ve Studii. Formulaf informovaného
souhlasu musi byt nejnovéjsi verzi formuléfe, jez byla
schvalena regulatnim orgadnem, Zadavatelem a XXX,
pficemz znéni formulafe musi umoziovat Regulacnimu
organu, Zadavateli a XXX plny pfistup k osobnim udajim,
jakoz i jejich pouzivani, ato vcetné udaji o zdravotnim
stavu Subjektu hodnoceni, jak jsou definovany Platnymi
zakony, a v souladu s mezinarodné uznavanymi standardy
a zasadami ochrany osobnich idaju.

1.5 Informed Consent Form. Principal
Investigator shall obtain, an informed consent form from
Study Subjects to participate in the Study. The form of such
informed consent must be the most current form approved
by Regulatory Agency, Sponsor and XXX and must contain
language necessary to permit the Regulatory Agency,
Sponsor and XXX to have full access to and use of
personally identifiable information, including Study
Subject health information, as defined in Applicable Law,
and according to internationally recognized standards and
data protection principles.

1.6 Subjekty klinického hodnoceni, studijni tym,
misto studie. Studie bude probihat pod dohledem
a vedenim Hlavniho zkousejiciho v prostorach
Poskytovatele a vyhradné s pacienty, u kterych probéhlo
fadné zafazeni aucastni se Studie. (,,Subjekty
hodnoceni). Hlavni zkousSejici bude k provadéni Studie
vyuzivat prostory, zaméstnance a zdroje Poskytovatele.
Poskytovatel a Hlavni zkousSejici maji povinnost na své
naklady zajistit odpovidajici personal (vCetné vSech
spoluzkousejicich, zaméstnancii, pracovniki  nebo
personalu, kteti se na Studii podileji, a vSech subdodavatelt
schvalenych Zadavatelem) (,,Studijni tym®), vybaveni
adalsi prostredky potiebné k provadéni Sluzeb. Za
zadnych okolnosti nesmi Hlavni zkouSejici a/nebo
kterykoli ¢len Studijniho tymu provadét jakoukoli ¢ast
Studie na jiném misté nez v prostorach Poskytovatele bez
predchoziho pisemného souhlasu XXX a/nebo Zadavatele.

1.6 Study Subjects, Study Team and Study
Location. The Study will take place under the supervision
and direction of Principal Investigator, at Institution, and
solely with the subjects that are properly enrolled and
participating in the Study (“Study Subjects”). Principal
Investigator will use the facilities, employees and resources
of Institution to conduct the Study. Institution and Principal
Investigator shall, at its/his/her sole cost and expense,
provide adequate personnel (including any sub-
investigators, employees, staff or personnel who participate
in the Study, and any sub-contractors approved by Sponsor)
(“Study Team”), equipment and other resources necessary
to perform the Services. In no event shall Principal
Investigator and/or any member of the Study Team be
permitted to conduct any portion of the Study at any
location other than Institution’s facilities without -‘S
and/or Sponsor’s prior written approval.

1.7 Vybaveni. V ptipadé, Ze je pro Gcely pouziti ve
Studii Poskytovateli a/nebo Hlavnimu zkousSejicimu
poskytnuto  (,,Vybaveni®), jsou podminky uzivani,
vlastnictvi anakladani s nim stanoveny v piiloze D.
(,,Priloha 0 zapiijcce vybaveni®).

1.7 Equipment. In the event that equipment is
provided to Institution and/or Principal Investigator for use
on the Study (“Equipment”), the use, ownership and
disposition terms are set out in Exhibit D (“Equipment
Loan Exhibit”).

1.8 Uchovavani ziznami béhem studie.
Poskytovatel a Hlavni zkouSejici se zavazuji, ze budou
uchovavat odpovidajici zaznamy tykajici se Studie, vetné
mimo jiné materialdi audaji pfimo souvisejicich
s Protokolem a/nebo pfislusSnym Hodnocenym pfipravkem
¢ zdravotnickym prosttedkem, identifikaci pacienta,
klinickymi pozorovanimi, laboratornimi testy ziskanymi
nebo uskute¢nénymi v prubéhu poskytovani Sluzeb podle
této Smlouvy (spoletné¢ ,,Zaznamy*) v pribéhu Doby
platnosti (definované nize) této Smlouvy ve vhodnych
skladovacich prostorach, splityjicich pokyny ICH-GCP.

1.8 Record Retention During Study. Institution
and Principal Investigator agree to maintain adequate
records with respect to the Study, including without
limitation, materials and data directly relating to the
Protocol and/or applicable Study drug or medical device,
subject identification, clinical observations, laboratory tests
obtained or generated in the course of providing the
Services under this Agreement (collectively “Records”)
during the Term (defined below) of this Agreement in a
suitable storage facility that meets ICH-GCP guidelines.

1.9 Uchovavani zdznamu po vyprSeni platnosti
nebo ukonceni smlouvy. Veskeré zaznamy budou
uchovavany Poskytovatelem a Hlavnim zkouSejicim,
dokud nenastane pozdé€jsi z nasledujicich udalosti: (i)
uplynuti doby uchovavani vyzadované Platnymi zakony;
(i) uplynuti doby vyzadované Protokolem po ukonceni

1.9 Record Retention after Expiration or
Termination. All Records shall be retained by Institution
and Principal Investigator until the later of: (i) the retention
period required by Applicable Law; (ii) the period required
by the Protocol upon conclusion or early termination of the
Study; or (iii) longer if required by Institution policy. In no




nebo pred¢asném ukonceni Studie; nebo (iii) delsi doby,
pokud to vyzaduji zasady Poskytovatele. Poskytovatel ani
Hlavni zkousejici nesmi za zadnych okolnosti znicit nebo
zlikvidovat zadné zdznamy bez pfedchoziho pisemného
souhlasu Zadavatele.

event shall the Institution or the Principal Investigator
destroy or dispose of any Records without the prior written
consent of Sponsor.

1.10 Hlaseni neZadoucich prihod. Poskytovatel
a Hlavni zkousSejici souhlasi, Zze budou hlasit nezadoucich
ptihody a zavazné nezadouci piihody, jak jsou tyto pojmy
definovany Protokolem, ato v souladu s Protokolem
a pokyny ve Studijni dokumentaci. Zadavatel je povinen
informovat Regulacni organ o vSech zavaznych
nezadoucich ptfihodéach, které se vyskytnou v prabéhu
Studie, ato v souladu s Platnymi zakony a pokyny pro
spravnou klinickou praxi.

1.10 Adverse Event Reporting. The Institution
and Principal Investigator agree to report adverse events
and serious adverse events, as such terms are defined in the
Protocol, in accordance with the Protocol and instructions
in the Study file. It is Sponsor’s responsibility to inform the
Regulatory Agency of any serious adverse events occurring
during the Study, in accordance with Applicable Law and
GCP.

1.11 Biologické vzorky. Poskytovatel a Hlavni
zkousSejici budou odebirat veSkeré biologické vzorky
v souladu s Protokolem, formulafem informovaného
souhlasu a Platnymi zakony.

1.11 Biological Samples. Institution and Principal
Investigator shall collect any biological samples in
accordance with the Protocol, informed consent form, and
Applicable Law.

2. Doba platnosti smlouvy, Zaiazovani a Ukonceni
smlouvy

2. Term, Enrollment, and Termination

2.1 Doba platnosti smlouvy. Doba platnosti této
Smlouvy za¢ina dnem zvefejnéni v registru smluv a potrva
az do splnéni cild Studie (,,Doba platnosti®), pokud nebude
dle této Casti ukonéena dfive.

2.1 Term. The term of this Agreement shall begin
on the date of Contract Register publication and shall
continue until the objectives of the Study are accomplished
(“Term”), unless sooner terminated pursuant to this
Section.

2.2 XXX 2.2 X
2.3 XXX 2.3 XXX
24 Okamzité ukoncfeni smlouvy zadavatelem

Zadavatel muze dle svého vyhradniho uvazeni tuto
Smlouvu vypoveédét s okamzitou platnosti na zdklade
pisemného oznameni, ato z kteréhokoli z nasledujicich
divodi:

a. zruseni povoleni a schvaleni provadeéni
Studie ze strany Regula¢niho organu;

b. Udaje ze studie (definované nize)
a vysledky testll podporuji ukoncéeni Studie z jakéhokoli
divodu, vcetné bezpecnosti aprospéchu Subjekti
klinického hodnoceni;

c. Hlavnimu zkouSejicimu se nepodafilo
ziskat nebo zatadit dostatecny pocet Subjektti hodnoceni
pro ucast ve Studii, takze je pravdépodobné, Ze nebudou
splnény statistické pozadavky platné pro Studii, nebo

d. XXX

2.4 Immediate Termination by Sponsor. Sponsor
may, in its sole discretion, terminate this Agreement
effective immediately upon written notice for any of the
following reasons:

a. authorization and approval to conduct
the Study is withdrawn by the Regulatory Agency;

b. Study Data (defined below) and test
results support termination of the Study for any reason,
including the safety and welfare of Study Subjects;

c. Principal Investigator has failed to
recruit or enroll a sufficient number of Study Subjects for
participation in the Study to make it likely that the statistical
requirements applicable to the Study will not be met; or

d. XXX

2.5 Ukonceni smlouvy z divodu podstatného
poruseni podminek. XXX

2.5 Termination for Material Breach. XXX

2.6 Ukon¢eni smlouvy z divodu nedostupnosti
hlavniho zkouSejiciho. XXX

2.6 Termination for Unavailability of Principal
Investigator. XXX

2.7 Ukoncéeni smlouvy zduvodu upadku.
Kterakoli Smluvni strana miZze tuto Smlouvu ukondit
s okamzitou platnosti na zékladé pisemné vypoveédi
pfedané ostatnim Smluvnim stranam, (i) pokud je proti

2.7 Termination for Bankruptcy. Any Party may
terminate this Agreement immediately upon written notice
to the other Parties (i) if proceedings are instituted against
any Party or Sponsor for reorganization or other relief




kterékoli Smluvni strané nebo Zadavateli zahajeno fizeni
0 reorganizaci nebo jiné sanaci podle jakéhokoli zdkona
0 upadku a takové fizeni neni do Sedesati (60) dntl zruseno,
nebo (i) pokud se jakékoli podstatna ¢ast majetku kterékoli
Smluvni strany nebo majetku Zadavatele dostane do
pravomoci nuceného spravce nebo spravce konkurzni
podstaty vramci jakéhokoli insolvenéniho  fizeni
povoleného zakonem.

under any bankruptcy law and such proceedings are not
dismissed within sixty (60) days, or (ii) if any substantial
part of any Party’s assets or Sponsor’s assets come under
the jurisdiction of a receiver or trustee in any insolvency
proceeding authorized by law.

2.8 Preruseni naboru po ukonceni smlouvy. Po
obdrzeni ozndmeni o ukonceni Studie Poskytovatel
a Hlavni zkousejici (i) ihned pterusi zatazovani Subjektii
hodnoceni, (ii) ptestanou provadét postupy a ukony
vrozsahu, ktery je zlékarského hlediska piipustny
a vV zajmu ochrany blaha Subjektii hodnoceni a (iii) XXX

2.8 Recruitment Cessation after Termination.
Upon receipt of a notice of termination, Institution and
Principal Investigator shall (i) immediately cease enrolling
Study Subjects, (ii) cease conducting procedures, to the
extent medically permissible and to protect the welfare of,
Study Subjects and (iii) XXX

2.9 Platby po ukonéeni smlouvy. XXX

2.9 Payment after Termination. XXX

2.10 Vraceni materialu. Po dokon¢eni Studie
nebo jejim predéasném ukonceni XXX

2.10 Return of Materials. Upon completion of the
Study or earlier termination thereof,

2.11 XXX

2.11 XXX

3. Platby

3. Payments

3.1 Finanéni podpora. XXX Uhrady plateb zavisi
na tom, zda jsou zpravy a dalsi informace podle Casti 2.10
predlozeny XXX vcas a uspokojivym zpiisobem. XXX

3.1 Financial Support. XXX Payments are
dependent upon the reports and other information pursuant
to Section 2.10 being submitted XXX in a timely and
satisfactory manner. XXX

3.2 Poskytnuté sluzby. Poskytovateli a Hlavnimu
zkouSejicimu nebudou uhrazeny platby za poskytnuté
Sluzby, které jsou povazovany za poruseni nebo odchylky
od Protokolu nebo této Smlouvy, XXX

3.2 Services Performed. Institution and Principal
Investigator will not be paid for any Services performed
that are deemed violations of or deviations from the
Protocol or this Agreement, XXX

3.3 Realna trzni hodnota. Smluvni strany berou
na védomi a souhlasi s tim, ze Castky splatné Zadavatelem
XXX podle této Smlouvy (i) predstavuji redlnou trzni
hodnotu za Sluzby poskytnuté Poskytovatelem, Hlavnim
zkousejicim a Studijnim tymem,; (ii) byly sjednany v ramci
transakce za obvyklych trznich podminek XXX. Zadné
castky vyplacené podle této Smlouvy nejsou urceny ani
nesmi byt vykladany jako nabidka nebo platba provedena
vyménou za jakykoli implicitni nebo explicitni souhlas
s nakupem, piedepsanim, doporucenim nebo zajiSt€nim
ptiznivych podminek pro jakykoli produkt nebo sluzbu
Zadavatele. Poskytovatel a Hlavni zkouSejici provedou
Studii v plném souladu se vSemi platnymi zakony,
pravidly, ptedpisy apokyny pro uctovani, twhradu
a proplaceni zdravotni péce.

3.3 Fair Market Value. The Parties acknowledge
and agree that the amounts payable by Sponsor, XXX under
this Agreement (i) represent the fair-market value for
Services provided by Institution, Principal Investigator and
Study Team; (ii) have been negotiated in an arm’s-length
transaction; XXX. 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. Institution and Principal Investigator will conduct
the Study in full compliance with all applicable healthcare
billing, coverage and reimbursement laws, rules,
regulations, and guidance.

3.4 Pozadavky tykajici se sestavovani zprav.
Poskytovatel a Hlavni zkousejici berou na védomi, ze
Zadavatel mize byt v souladu s Platnymi zakony povinen
zvefejnit prislusnym vladnim Gfadim platby, které vyplatil
XXX na zdkladé této Smlouvy Poskytovateli, Hlavnimu
zkousejicimu  ajakémukoli  jinému  poskytovateli
l1ékatskych nebo zdravotnickych sluzeb nebo jakékoli jiné
osobé Ci organizaci, ktera schvaluje, doporucuje, poskytuje,
uctuje nebo je placena za zdravotni péci v ramci bézného
podnikani, mimo jiné véetné zkousejicich,
spoluzkousejicich, zdravotnickych pracovnikll stfedni
urovné (napf. zdravotnich sester), 1ékarnikl, vyzkumnych
pracovnikd, persondlu  nemocnice a zastupciim

3.4 Reporting Requirements. Institution and the
Principal Investigator acknowledge that Sponsor may be
required, pursuant to Applicable Law to disclose to relevant
governmental authorities the payments made by Sponsor,
XXX, pursuant to this Agreement, to Institution, Principal
Investigator and any other provider of medical or health
services or any other person or organization that approves,
recommends, furnishes, bills or is paid for healthcare in the
normal course of business, including but not limited to,
investigators, sub-investigators, mid-level practitioners
(e.g. nurses), pharmacists, researchers, hospital personnel,
and representatives of group purchasing organizations
(“Healthcare Professionals™), as well as to disclose the




skupinovych  nakupnich organizaci (,,Zdravotni¢ti
pracovnici®) a rovnéz sdélit ucel a povahu téchto plateb
uhrazenych uvedenym Zdravotnickym pracovnikim.

purpose and nature of such payments to said Healthcare
Professionals.

3.5 Pribliznd ¢astka splatnd Poskytovateli za
provedeni Studie ¢ini 797 910,- K¢.

Poskytovatel se zavazuje z obdrzenych prostiedkti uhradit
platbu Hlavnimu zkousejicimu a/nebo Studijnimu tymu,
véetné Povéfeného lékarnika, podle Prilohy A tohoto
dokumentu, v souladu S vnitfnimi predpisy
Poskytovatele. Zadavatel zarucuje, ze Zadavatel XXX
neuzaviou v souvislosti s provadénim této Studie
jakoukoli doplitkovou smlouvu s Hlavnim zkouSejicim
nebo zaméstnancem Poskytovatele.

3.5 The approximate amount payable to the
Institution for the conduct of the Study is CZK 797 910.

The Institution agrees to reimburse the Principal
Investigator and/or the Study Team, including the
Delegated Pharmacist out of the received funds as per
Exhibit A hereto, according to the internal regulations of
the Institution. Sponsor warrants that neither the Sponsor,
XXX will enter into any ancillary Agreement with the
Principal Investigator or any employee of the Institution
in connection with the conduct of this Study.

4. Prohlaseni a zaruky

4. Representations and Warranties

4.1 Poskytovatel a Hlavni zkousSejici prohlasuji
a zarucuji, Ze oni sami:

a. aStudijni tym maji zkuSenosti,
schopnosti, odpovidajici populaci pacientti, vybaveni
a zdroje k provedeni Studie profesionalnim
a kompetentnim  zpisobem ajsou plné seznadmeni
S Platnymi zakony;

b. XXX

¢. a Studijni tym budou provadét Studii
v souladu s Protokolem, touto Smlouvou, pisemnymi
pokyny Zadavatele XXX a Platnymi zakony, v¢etné téch,
které se tykaji dodrzovani protikorupcnich pravidel (jak
jsou stanoveny v Pfiloze B), a zasad tykajicich se ochrany
osobnich udaji (jak jsou stanoveny v Ptiloze C);

d. budou (i) jednat v souladu s pravné
zavaznymi pokyny a/nebo smlouvou (smlouvami)
a veskerymi Platnymi zakony, pfi¢emz budou vyzadovat,
aby tak cinily rovnéz vSechny fyzické nebo pravnické
osoby poskytujici jakoukoli ¢ast Sluzeb; (ii) budou dohlizet
na veskeré Sluzby a kontrolovat je; a (iii) tam, kde je to
vhodné, dokumentovat role a povinnosti v piipadé, ze
Sluzby poskytuje vice nez jedna osoba;

e. a Studijni tym: XXX

4.1 Institution and Principal Investigator each
represent and warrant, as applicable, that it/he/she:

a. and Study Team have the experience,
capabilities, adequate patient population, equipment and
resources to conduct the Study in a professional and
competent manner, and are fully aware of Applicable Law;

b. XXX

¢. and Study Team will conduct the Study
in accordance with the Protocol, this Agreement, written
instructions of Sponsor XXX and Applicable Law
including those related to anti-corruption compliance (as
set forth in Exhibit B), and data privacy (as set forth in
Exhibit C);

d. shall (i) act and shall require any persons
or entities performing any portion of Services to act, in
accordance and compliance with legally binding
instructions and/or agreements(s) and any and all
Applicable Law; (ii) provide oversight and supervision of
all Services; and (iii) where appropriate, document the roles
and responsibilities where more than one person may be
providing Services; and

e. and Study Team: XXX

4.2 Poskytovatel a/nebo Hlavni zkousejici, je-li to
relevantni, nesou vuci XXX aZadavateli plnou
odpovédnost za jednani a/nebo opomenuti Studijniho tymu.

4.2 Institution and/or Principal Investigator, as
applicable, shall be fully responsible for and liable towards
XXX Sponsor for the Study Team’s acts and/or omissions.

5. Inspekce, audity a monitorovani studie

5. Inspections, Audits, and Study Monitoring

5.1 Inspekce a audity. Tato Studie muze podléhat
auditu ze strany Zadavatele nebo jim povérené osoby nebo
kontrolovana Regulaénim organem XXX. Poskytovatel,
Hlavni zkouSejici a Studijni tym poskytnou pii vSech
monitorovacich  navstévach, inspekcich a auditech
provadénych podle této Casti plnou soucinnost. Zadavatel
nebo Zadavatelem povéfena osoba bude dodrzovat

5.1 Inspections and Audits. This Study may be
audited by Sponsor or Sponsor’s designee or inspected by
Regulatory  Agency XXX. Institution,  Principal
Investigator, and Study Team shall cooperate fully in any
monitoring visits, inspections and audits conducted under
this Section. Sponsor or Sponsor’s designee will comply




piiméiené zéasady Poskytovatele tykajici se

inspekci/monitorovani Studie, XXX.

with Institution’s reasonable policies related to Study
inspections/monitoring XXX.

5.2 Inspekce a audity provadéné Zadavatelem
nebo jim povérenou osobou. Zadavateli nebo jim
poveéiené osob¢ bude na zakladé vcéasného ozndmeni
povoleno v bézné pracovni dobé XXX.

5.2 Inspections and Audits by Sponsor or
Sponsor’s Designee. Sponsor or Sponsor’s designee shall
be permitted, upon reasonable notice, during regular
business hoursXXX.

5.3 Inspekce aaudity ze strany regula¢niho
organu. V piipad¢, ze Poskytovatel nebo Hlavni zkousejici
obdrzi oznameni, Zze Studie bude predmétem Setieni nebo
auditu ze strany Regulacniho organu, informuje o tom
Smluvni strana, ktera takové oznameni obdrzi, neprodlen¢
Zadavatele XXX. V ptipadé, ze Smluvni strana neobdrzi
pfedchozi oznadmeni o uvedeném Setfeni nebo auditu,
oznami to Zadavateli XXX co nejdiive poté, co se o tomto
Setfeni nebo auditu dozvi. V rozsahu povoleném Platnymi
zakony poskytnou Poskytovatel a Hlavni zkousSejici
Zadavateli kopie vSech materialt, které obdrzeli, ziskali
nebo vytvofili v souvislosti s jakoukoli takovou inspekci
nebo v souvislosti s jakymkoliv sdélenim od Regulaéniho
organu, s vyjimkou zdrojovych dokument.

5.3 Inspections and Audits by Regulatory
Agency. In the event Institution or Principal Investigator
receives notice that the Study shall be the subject of an
investigation or audit by a Regulatory Agency, the Party
receiving such notice shall notify Sponsor XXX
immediately. In the event the Party does not receive prior
notice of said investigation or audit, the Party shall notify
Sponsor XXX as soon as practicable after receiving
knowledge of said investigation or audit. To the extent
permitted by Applicable Law, Institution and Principal
Investigator shall provide Sponsor copies of all materials
received, obtained, or generated in connection with any
such inspection or in connection with any communications
from the Regulatory Agency, other than source documents.

5.4 Monitorovani studie. Studii bude monitorovat
Zadavatel nebo jim povéfend osoba. Pfi kazdé
monitorovaci navstéve musi byt vyhrazen pfimétfeny cas na
probrani a provedeni oprav v Elektronickych zaznamech
subjekti hodnoceni (Electronic Case Report Forms —
»ECRF). XXX. Poskytovatel umozni Zadavateli nebo jim
povéiené osobé pristup do svych prostor, zafizeni,
k zaznamam o studii, jakoZ i ke Studijnimu tymu, pokud je
to nutné pro ulely potvrzeni spravnosti Udajii ze studie
a fadného provadéni Studie Poskytovatelem. Poskytovatel
umozni vzdaleny elektronicky pfistup k zaznamtim, pokud
je dostupny a povoleny podle Platnych zakont.

5.4 Study Monitoring. The Study will be
monitored by Sponsor or Sponsor’s designee. A reasonable
amount of time must be set aside at each monitoring visit
for discussions and to make corrections to the electronic
case report forms (“eCRF”). XXX. Institution will permit
Sponsor or Sponsor’s designee to access to the premises,
facilities, Study records, as well as the Study Team as
required for the purpose of confirming the accuracy of the
Study Data and the proper conduct of the Study at
Institution. Institution will allow remote electronic access
to Records if available and permitted under Applicable
Law.

6. Publikace

6. Publication

XXX

XXX

7. Duvérnost informaci

7. Confidentiality

7.1 Definice. Poskytovatel a Hlavni zkousejici
ajejich prislusni zaméstnanci a zastupci zapojeni do
Studie, véetné Studijniho tymu, nejsou bez piedchoziho
pisemného souhlasu Zadavatele XXX  opravnéni
zptistupnit zadné treti stran€ ani pouzit k jinému ucelu nez
K plnéni svych ptislusnych povinnosti podle této Studie
zadné XXX (spole¢né ,Informace). Tyto Informace
zustavaji davérnym a zdkonem chranénym majetkem
Zadavatele XXX abudou zpfistupnény  pouze
Poskytovateli, Hlavnimu zkouSejicimu a Studijnimu tymu
nebo zastupciim, ktefi maji odivodnénou potitebu je v
rozsahu nezbytné¢ nutném znat, aktefi souhlasili
s podminkami zachovani duvérnosti, které jsou ve své
podstaté podobné podminkam obsazenym v tomto
dokumentu.

7.1 Definition. Institution and Principal
Investigator and their respective employees and agents
involved in the Study, including the Study Team, shall not
disclose to any third party or use for any purpose other than
in the fulfillment of their respective obligations hereunder,
XXX (collectively “Information”). Such Information
shall remain the confidential and proprietary property of
Sponsor XXX and shall be disclosed only to Institution and
Principal Investigator and the Study Team or agents who
“need to know” and who have agreed to terms of
confidentiality substantially similar to those terms
contained herein.

7.2 Vyjimky. Povinnost
nevztahuje na nasledujici Informace:

nezpiistupnéni se

7.2 Exceptions. The obligation of nondisclosure
shall not apply to the following Information:




a. Informace, které jsou nebo se stanou
vefejné¢ dostupnymi bez zavinéni Poskytovatele nebo
Hlavniho zkousejiciho;

b. Informace, které Poskytovateli a/nebo
Hlavnimu zkouSejicimu sdéli treti strana, ktera je
opravnéna takové informace sdélit;

c. Informace, které jsou Poskytovateli
a/nebo Hlavnimi zkouSejicimu jiz znamy, jak je prokazano
Z jeho predchozich pisemnych zdznam;

d. Informace, které Poskytovatel a/nebo
Hlavni zkouSejici nezévisle vyvinul bez pouziti nebo
spoléhani se na Informace, jak je prokazano z jeho
predchozich pisemnych zaznami;

e. Informace zvefejnéné Poskytovatelem
a/nebo Hlavnim zkousejicim v souladu s¢asti 6 této
Smlouvy; nebo

f. Informace, které musi byt zptistupnény
vladnimu tfadu nebo na zakladé rozhodnuti ptislusného
soudu, za predpokladu, ze (i) Zadavatel XXX je na to
V piiméfeném piedstihu upozornén; (ii) takové zvetejnéni
podléha veskeré prislusné statni nebo soudni ochrané, ktera
je kdispozici pro podobné materialy; a (iii) Hlavni
zkousejici a Poskytovatel podniknou veskeré ptiméfené
kroky k omezeni rozsahu takového zvefejnéni a budou
spolupracovat se Zadavatelem XXX pii jeho snaze
0 omezeni takového zverejnéni.

a. Information that is or becomes publicly
available through no fault of Institution or Principal
Investigator;

b.  Information that is disclosed to
Institution and/or Principal Investigator by a third party
legally entitled to disclose such information;

c. Information that is already known to
Institution and/or Principal Investigator as demonstrated by
its prior written records;

d. Information that is independently
developed by Institution and/or Principal Investigator
without use of, or reliance upon, Information as
demonstrated by its prior written records;

e. Information that is published by
Institution and/or Principal Investigator in accordance with
Section 6 of this Agreement; or

f. Information that is required to be
disclosed to a government authority or by order of a court
of competent jurisdiction; provided, that (i) reasonable
advance notice is given to Sponsor [XXX; (ii) such
disclosure is subject to all applicable governmental or
judicial protection available for like material; and (iii)
Principal Investigator and Institution take all reasonable
steps to limit the scope of such disclosure and cooperate
with Sponsor XXX in its efforts to limit such disclosure.

8. Publicita

8. Publicity

8.1 Pouziti nazvu. XXX

8.1 Use of Name. XXX

8.2 Pouziti verejné dostupnych informaci.
Poskytovatel a Hlavni zkouSejici mohou bez ptedchoziho
souhlasu Zadavatele uvadét veskeré informace tykajici se

8.2 Use of Publicly Available Information.
Institution and Principal Investigator may, without prior
consent from Sponsor, list any information regarding the

Studie, - kter.e jsou  kdispozici  ma strankdch Study which is available on www.clinicaltrials.gov.
www.clinicaltrials.gov.
9. DuSevni vlastnictvi 9. Intellectual Property

9.1 Piuvodni duSevni vlastnictvi. Veskeré 9.1 Background IP. All documents, the Protocol,

dokumenty, Protokol, data, know-how, metody, operace,
vzorce, Informace a Vybaveni poskytnuté Poskytovateli
a/nebo Hlavnimu zkousSejicimu podle této Smlouvy jsou
a ziistavaji majetkem Zadavatele (spolecné ,,Plvodni
dusevni vlastnictvi*). XXX

data, know-how, methods, operations, formulas,
Information and Equipment provided to the Institution
and/or Principal Investigator pursuant to this Agreement
are and shall remain Sponsor’s property (collectively
“Background IP”). XXX

9.2 Vynalezy Zadavatele. XXX

9.2 Sponsor Inventions. XXX

9.3 Vynalezy Poskytovatele. Poskytovatel a/nebo
Hlavni zkousejici maji vyluéné vlastnictvi vSech vynalezl
nebo objevi, které byly vyvinuty nebo uvedeny do praxe
vyhradn¢ Poskytovatelem a/nebo Hlavnim zkousejicim,
ajez nejsou vynalezy Zadavatele (,,Vynalezy
Poskytovatele®).

9.3 Institution Inventions. The Institution and/or
Principal Investigator shall have exclusive ownership of
any inventions or discoveries conceived or reduced to
practice solely by the Institution and/or Principal
Investigator that are not Sponsor Inventions (“Institution
Inventions™).

9.4 Udaje ze studie. XXX

9.4 Study Data. XXX

9.5 Neprevoditelnost vlastnickych prav. XXX

9.5 Non-Transfer of Proprietary Rights. XXX




9.6 Zverejnéni. Poskytovatel se zavazuje, Ze
nezveifejni ¢i nepouzije patentovatelné vysledky, dokud
nebudou Zadavatelem zajiSténa prava (napf. patentovou
prihlaskou s pravem piednosti u némeckého patentového
ufadu), pfiCemz se zavazuje, Ze tak neucini ani Hlavni
zkousejici.

9.6 Disclosure. Institution agrees that it and
Principal Investigator will not disclose nor use the
patentable results until the rights have been secured (e.g., a
priority establishing patent application before the German
Patent Office) by Sponsor.

9.7 Interni pouZiti. XXX

9.7 Internal Use. XXX

10. Nezavisly smluvni partner

10. Independent Contractor

Poskytovatel a Hlavni zkouSejici poskytuji Sluzby
Zadavateli coby nezévisli smluvni partnefi, nikoli jako
zaméstnanci nebo zastupci spole¢nosti XXX Zadavatele.
Poskytovatel ani Hlavni zkouSejici nejsou opravnéni
uzavirat zavazné dohody jménem XXX Zadavatele.
Poskytovatel, Hlavni zkousejici a/nebo Studijni tym nejsou
opravnéni k ucasti na zadném planu zaméstnaneckych
vyhod XXX Zadavatele, ani nesmi pobirat zadné jiné
odmény nad ramec téch zde uvedenych.

Institution and Principal Investigator are performing
Services for Sponsor as independent contractors and not as
employees or agents of XXX Sponsor. Neither Institution
nor Principal Investigator shall have the authority to enter
into binding obligations on behalf of XXX Sponsor.
Institution, Principal Investigator and/or Study Team shall
not participate in any BXXX Sponsor employee benefit
plans nor receive any other compensation beyond that
stated herein

11. Pojisténi, odSkodnéni, ijma subjektu a omezeni
odpovédnosti

11. Insurance, Indemnification, Subject Injury and
Limitation of Liability

111  Pojisténi  poskytovatele a hlavniho
zkouSejiciho. Poskytovatel a Hlavni zkouSejici sjedna
a bude udrzovat v platnosti po celou dobu provadéni Studie
pojisténi odpovédnosti za Skodu zplsobenou pii vykonu
1ékaiského povolani s limity vtakové wvysi, kterd je
v souladu s Platnymi zakony, které se vztahuji na v§echny
zdravotnické pracovniky, véetné Poskytovatele, Hlavniho
zkousejiciho a Studijniho tymu, apokud je uvedené
pojisténi poskytovano profesni nebo vladni agenturou,
Poskytovatel a Hlavni zkousejici musi spliiovat vSechny
pozadavky nezbytné ke splnéni zpiisobilosti pro kryti.

11.1 Institution and Principal Investigator
Insurance. Institution and Principal Investigator, shall
secure and maintain in full force and effect throughout the
performance of the Study insurance coverage for medical
professional liability with limits in accordance with
Applicable Law for all medical professionals, including
Institution, Principal Investigator and Study Team, and if
said insurance coverage is provided by a professional or
governmental agency Institution and Principal Investigator
shall satisfy all requirements necessary to remain eligible
for coverage.

11.2 Pojisténi Zadavatele. Zadavatel zajistil, Ze
pfed zahdjenim Studie bude pro Zadavatele uzavieno
pojisténi odpoveédnosti za Skodu, které pokryje provadeéni
Studie, ve smyslu § 58 odst. 2 zakona ¢. 378/2007 Sb., 0
1é¢ivech, v platném znéni, jehoz prostiednictvim bude
zajisténo i odskodnéni v ptipade smrti subjektd hodnoceni
nebo v ptipadé skody vzniklé na zdravi subjektd hodnoceni
v dusledku provadéni Studie. Potvrzeni o uzavieném
pojisténi je prilohou H této smlouvy.

11.2 Sponsor Insurance. The Sponsor has ensured
that before the start of the Study, liability insurance will be
arranged for the Sponsor and to cover the conduct the Study
in accordance with § 58, section 2 of Act No. 378/2007
Coll., on medicinal products, as amended, through which
compensation will also be ensured in the event of the death
of the Study subjects or in the event of damage to the health
of the Study subjects as a direct result of their participation
in the Study. The insurance certificate is attached to this
Agreement as Exhibit H.

11.3 Odskodnéni ze strany zadavatele. XXX

11.3 Indemnification by Sponsor. IXXX

11.4 Odskodnéni ze strany Poskytovatele 11.4 Indemnification by Institution and
a Hlavniho zkousejiciho. XXX Principal Investigator. XXX

11.5 Vyjimka tykajici se odSkodnéni. Bez ohledu
na vySe uvedené¢ se na zadnou ze Smluvnich stran 115 Indemnification Exception.

nevztahuji povinnosti odS$kodnéni vii¢i ostatnim Smluvnim
stranam dle této Smlouvy v souvislosti s jakymkoli
narokem, ktery vznikl v disledku nedbalosti, imyslného
pochybeni nebo podstatného poruSeni podminek této
Smlouvy nebo Platnych zakonti ze strany téchto ostatnich
Smluvnich stran.

Notwithstanding the foregoing, no Party shall have
obligations of indemnity to the other Parties hereunder with
respect to any claim which arose from the negligence,
intentional misconduct or material breach of this
Agreement or Applicable Law of such other Parties.

11.6 Zdravotni ijma subjektu hodnoceni. XXX

11.6 Subject Injury. XXX

12. Oznameni o zakazu ¢innosti a zbaveni zpusobilosti.

12. Notice of Debarment and Disqualification.

Pokud Poskytovatel, Hlavni zkousejici nebo jakakoli jina
osoba, kterd je jimi zaméstnana nebo najata k provadéni

If at any time during the term of this Agreement, Institution,
Principal Investigator or any other person employed or




Studie, v¢etné Studijniho tymu, kdykoli v prib&hu platnosti
této Smlouvy: (i) podléha vySetfovani ze strany prisluSnych
organti v ramci soudniho fizeni o udéleni zakazu ¢innosti
nebo zbaveni zptisobilosti; (ii) podléhd zakazu cinnosti
nebo zbaveni zpisobilosti; XXX

retained by it/he/she to perform the Study, including the
Study Team: (i) comes under investigation by competent
authorities for debarment action or disqualification; (ii) is
debarred or disqualified; XXX

13. Ruzna ustanoveni

13. Miscellaneous

13.1 Uplnost smlouvy. Tato Smlouva spolu se
vSemi piilohami, rozpisy nebo jinymi dokumenty, které
jsou k ni pfipojeny, ptfedstavuje uplnou Smlouvu mezi
Smluvnim stranami a nahrazuje vSechny pfedchozi
dohody, at’ uz pisemné, ustni ¢i jiné.

13.1 Entire Agreement. This Agreement together
with any and all exhibits, schedules or other documents
executed herewith, constitutes the entire agreement
between the Parties and supersedes all prior agreements,
whether written, oral or otherwise.

13.2 Dodatek. Tato Smlouva mize byt zménéna
pouze pisemnou dohodou podepsanou Smluvnimi
stranami.

13.2 Amendment. This Agreement may only be
modified in a mutually agreed-upon writing signed by the
Parties.

13.3 Postoupeni. Poskytovatel ani Hlavni
zkousejici nejsou opradvnéni tuto Smlouvu postoupit ani
prevést bez predchoziho pisemného souhlasu Zadavatele.
XXX

13.3 Assignment. This Agreement may not be
assigned or transferred by Institution or Principal
Investigator without the prior written consent of Sponsor.
XXX

13.4 Oddélitelnost jednotlivych ustanoveni
smlouvy. Pokud je nékteré ustanoveni této Smlouvy
Vv rozporu se zdkonem, kterym se tato Smlouva fidi, nebo
pokud je takové ustanoveni soudem prohlaseno za
neplatné, je tfeba takové ustanoveni povazovat za
preformulované tak, aby co nejlépe odrazelo ptvodni
zaméry Smluvnich stran v souladu s Platnymi zakony,
pficemz zbyvajici ¢ast této Smlouvy zustava v platnosti
a ucinna.

13.4 Severability. If any provision of this
Agreement conflicts with the law under which this
Agreement is to be construed, or if any such provision is
held invalid by a court, such provision shall be deemed to
be restated to reflect as nearly as possible the original
intentions of the Parties in accordance with Applicable Law
and the remainder of this Agreement shall remain in full
force and effect.

13.5 Nastupci a postupnici. Tato Smlouva je
zavazna pro Smluvni strany, jejich dédice, nastupce
a opravnéné postupniky.

13.5 Successors and Assigns. This Agreement
shall be binding upon the Parties, their heirs, successors,
and permitted assigns.

13.6 Zi'eknuti se prav. Zieknuti se prava nebo
strpéni kterékoli Smluvni strany v souvislosti s porusenim
jakéhokoli ustanoveni této Smlouvy nebo jakéhokoli
Platného zakona se nepovazuje za zieknuti se prava ve
vztahu Kk jakémukoli pozdé&jsimu poruseni jakéhokoli
ustanoveni této Smlouvy.

13.6 Waiver. Waiver or forbearance by any Party
with respect to a breach of any provision of this Agreement
or any Applicable Law shall not be deemed to constitute a
waiver with respect to any subsequent breach of any
provision hereof.

13.7 Pretrvavani platnosti. Vyprsenim platnosti,
ukoncenim nebo zruSenim této Smlouvy nezanikaji prava
zadné Smluvni strany, kterd vznikla pfed vyprSenim
platnosti, ukon¢enim nebo zruSenim, ani zadné zavazky,
které presahuji vyprSeni platnosti, ukonceni nebo zruseni
této smlouvy, at uz ze své podstaty, nebo na zakladé
vyslovnych podminek, mimo jiné vcetné povinnosti
obsazenych v Casti 1 (Provedeni studie), Casti 3 (Platby),
Casti 5 (Inspekce, audity a monitorovani studie), Casti 6
(Publikace), Casti 7 (Dtvérnost informaci), 8 (Publicita),
9 (Dusevni vlastnictvi), Casti 11 (Poji§téni, odskodnéni,
ijma subjektu a omezeni odpovédnosti), Casti 13 (Rizna
ustanoveni), Pfiloze B (Dodrzovani protikorupcnich
pravidel), a Ptiloze C (Ochrana osobnich udajt).

13.7 Survival. The expiration, termination or
cancellation of this Agreement will not extinguish the
rights of any Party that accrue prior to expiration,
termination or cancellation or any obligations that extend
beyond expiration, termination or cancellation, either by
their inherent nature or by their express terms, including,
without limitation, the obligations contained in Section 1
(Performance of the Study), Section 3 (Payments), Section
5 (Inspections, Audits and Study Monitoring), Section 6
(Publication), Section 7 (Confidentiality), 8 (Publicity), 9
(Intellectual ~ Property), Section 11  (Insurance,
Indemnification, Subject Injury and Limitation of
Liability), Section 13 (Miscellaneous), Exhibit B (Anti-
Corruption Compliance), and Exhibit C (Data Protection
and Privacy).

13.8 Prava tietich stran. Tato Smlouva byla
uzaviena ve prospéch Smluvnich stran a pokud neni
vyslovené uvedeno jinak, neni urcena ve prospech jakékoli
téeti strany ani nemd byt Zaddnou tfeti stranou vymahdna.

13.8 Third Party Rights. This Agreement is made
for the benefit of the Parties entering it and, unless it
expressly states otherwise, it is not intended to benefit any
third party or be enforced by any third party. Any




Jakékoli Platné zakony poskytujici prava na prospéch z této
Smlouvy tifetim strandm nebo vymahani této smlouvy
tfetimi stranami musi byt vylouceny v rozsahu, ktery zakon
dovoluje. Pravo Smluvnich stran zrusit nebo zménit tuto
Smlouvu neni podminéno souhlasem zadné jiné osoby.

Applicable Law giving rights to third parties to benefit from
or enforce this Agreement shall be excluded to the extent
permitted by law. The rights of the Parties to rescind or
vary this Agreement are not subject to the consent of any
other person.

13.9 Vy$8i moc. Zadna ze Smluvnich stran nenese
odpovédnost za prodleni pii plnéni nebo neplnéni
povinnosti podle této Smlouvy, pokud takové prodleni
nebo neplnéni vyplyva z okolnosti, které jsou mimo jeji
pfimétenou kontrolu (mimo jiné véetné jakéhokoli zasahu
vy$§i moci, pandemie, neomezeného pozastaveni Studie,
vladnich opatfeni, nehody, stavky, terorismu, bioterorismu,
vyluky nebo jiné formy protestnich akci), a pokud tato
Smluvni strana neprodlen¢ informuje ostatni Smluvni
strany (,,Vy$8i moc®). Jakykoli piipad vy$si moci
nepiedstavuje poruseni této Smlouvy a doba plnéni se
odpovidajicim zptisobem prodlouzi; pokud vsak bude trvat
déle nez tricet (30) kalendafnich dnti, pak mohou Smluvni
strany zahajit jednani scilem zmirnit jeho nasledky,
apokud je to mozné, dohodnout se na takovych
alternativnich opatienich, jakd mohou byt za vSech
okolnosti pfiméfena.

13.9 Force Majeure. No Party will be liable for
delay in performing or failure to perform obligations under
this Agreement if such delay or failure results from
circumstances outside its reasonable control (including,
without limitation, any act of God, pandemic, unlimited
suspension of the Study, governmental action, accident,
strike, terrorism, bioterrorism, lock-out or other form of
industrial action) and such Party promptly notifies the other
Parties (“Force Majeure”). Any incident of Force Majeure
will not constitute a breach of this Agreement and the time
for performance will be extended accordingly; however, if
it persists for more than thirty (30) calendar days, then the
Parties may enter into discussions with a view to alleviating
its effects and, if possible, agreeing on such alternative
arrangements as may be reasonable in all of the
circumstances.

13.10 Rozhodné prave. Tato Smlouva se vyklada
atidi Ceskymi pravnimi ptedpisy bez ohledu na
ustanoveni koliznich norem. Smluvni strany se
dohodly, ze jakykoli spor vyplyvajici z této Smlouvy
bude predmétem rozhodnuti vécné¢ a mistné
ptislugnych soudt Ceské republiky.

13.10 Governing Law. This Agreement is
construed and governed by the Czech law, regardless
of the provisions of its collision norms. The Parties
have agreed that any dispute arising from this
Agreement shall be decided by materially and locally
competent courts of the Czech Republic.

13.11 Oznameni. Jakékoli oznameni pozadované
¢i povolené podle této Smlouvy kteroukoli ze Smluvnich
stran bude vyhotoveno pisemné a bude povazovano za
dorucené ke dni obdrzeni, pokud bude doru¢eno osobné
nebo kuryrni sluzbou, pfipadné pét(5) dnd po datu
vyznaceném postovnim razitkem, pokud bude zaslano
doporu¢en¢ nebo jako cenné psani s doruc¢enkou
a predplacenym poStovnym na niZe uvedenou adresu:

Pokud je uréeno Zadavateli:
Olema Pharmaceuticals, Inc.
780 Brannan St.

San Francisco, CA 94103, USA
Telefon: XXX

Attn.: Legal Dept.

Pokud je uréeno Poskytovateli:
Fakultni Thomayerova nemocnice
Videnska 800, 140 59 Praha 4, Kr¢
Czech Republic

odborné zalezitosti:

K rukam: XXX

Tel.: XXX

Email: XXX

Fakturaéni a administrativni zaleZitosti:

13.11 Notice. Any notice required or permitted to
be given hereunder by any Party hereto shall be in writing
and shall be deemed given on the date received if delivered
personally, courier, or five (5) days after the date
postmarked if sent by registered or certified mail, return
receipt requested postage prepaid, to the following address:

If to Sponsor:
Olema Pharmaceuticals, Inc.

780 Brannan St.

San Francisco, CA 94103, USA
Telephone: XXX

Attn.: Legal Dept.

If to Institution:

Fakultni Thomayerova nemocnice
Videnska 800, 140 59 Praha 4, Kr¢
Ceska republika

medical matters:

Attn: XXX

Phone no.: XXX

Email: XXX

Matters related to invoicing and Study administration:
Attn: XXX

Phone no.: XXX




K rukam: XXX
Tel.; XXX
Email: study.payments@ftn.cz

Pokud je uréeno Hlavnimu zkousSejicimu:

XXX

Onkologicka klinika 1. LF UK a Fakultni Thomayerovy
nemocnice, Videniska 800, 140 59 Praha, Ceska republika
tel: XXX

e-mail: XXX

Kterdkoli Smluvni strana mtze zménit svou adresu pro
zasilani oznameni a kontaktni osobu poskytnutim
oznameni o takové zmeéné zde stanovenym zplsobem,
pricemz dodatek neni vyzadovan.

Email: study.payments@ftn.cz

If to Principal Investigator:

XXX

Oncology Clinic of 1. LF UK a Fakultni Thomayerovy
nemocnice, Videnska 800, 140 59 Praha, Czech Republic
Phone no.: XXX

e-mail: XXX

Any Party may change its notice address and contact person
by giving notice of same in the manner herein provided and
an amendment will not be required.

13.12 Jazyk. V piipadé, ze dojde k rozporu
vV podminkach anglické a ceské verze této Smlouvy, jsou
rozhodujici podminky ceské verze.

13.12 Language. To the extent that the terms and
conditions of the English and Czech versions of this
Agreement conflict, the terms and conditions of the Czech
version shall prevail.

POSKYTOVATEL A HLAVNI ZKOUSEJICI
BEROU NA VEDOMI APOTVRZUJI, ZE
VYKONSTRUOVANI, FALZIFIKACE,
POZMENOVANI NEBO UPRAVA JAKYCHKOLI
UDAJU  OPACIENTECH NEBO JINYCH
INFORMACI ZE STRANY POSKYTOVATELE
NEBO HLAVNIHO ZKOUSEJICIHO CI
JAKYCHKOLI ZAMESTNANCU NEBO ZASTUPCU
POSKYTOVATELE, NEBO JAKYCHKOLI UDAJU
O PACIENTECH NEBO JINYCH INFORMACI
POSKYTNUTYCH POSKYTOVATELEM NEBO
HLAVNIM ZKOUSEJICIM DLE TETO SMLOUVY
MUZE MIT ZA NASLEDEK TRESTNI RIZENi
A POSTIH VZTAHUJICI SE NA POSKYTOVATELE
A HLAVNIHO ZKOUSEJICIHO
A OBCANSKOPRAVNI ODPOVEDNOST
VZTAHUJICI SE NA XXX A ZADAVATELE.

INSTITUTION AND PRINCIPAL INVESTIGATOR
UNDERSTAND AND ACKNOWLEDGE THAT
FABRICATION, FALSIFICATION OR
ALTERATION BY INSTITUTION, PRINCIPAL
INVESTIGATOR OR ANY EMPLOYEES OR
AGENTS OF INSTITUTION OF ANY PATIENT
DATA OR OTHER INFORMATION PROVIDED BY
INSTITUTION OR PRINCIPAL INVESTIGATOR
PURSUANT TO THIS AGREEMENT CAN RESULT
IN CRIMINAL ACTIONS AND SANCTIONS
AGAINST INSTITUTION AND PRINCIPAL
INVESTIGATOR AND IN CIVIL LIABILITY TO
XXX AND SPONSOR.

[nasleduje podpisova strana]

[Signature Page to Follow]



mailto:study.payments@ftn.cz
mailto:study.payments@ftn.cz

Tato Smlouva v¢etné vSech souvisejicich dodatkd mize byt
vyhotovena ve stejnopisech, z nichz kazdy je povazovan za
original a vSechny spole¢né budou tvofit jeden a tentyz
dokument. Kazda ze Smluvnich stran mtize tuto Smlouvu
a vSechny jeji dodatky podepsat mezinarodné uznavanym
elektronickym podpisem nebo ve formatu Portable
Document Format (nebo jiném formétu souboru) zaslaném
elektronickymi prostiedky. Podpisy opravnénych zastupcii
Smluvnich stran s podpisovymi pravy ucinéné formou
elektronického podpisu nebo zaslané elektronickymi
prosttedky ve formdtu Portable Document Format maji
stejnou platnost a Géinnost jako vlastnoruéni podpisy, jsou
platné a zdvazné a po doruceni ptedstavuji f4dné uzavieni
této Smlouvy a vsech jejich dodatkii. Je-li to relevantni,
Poskytovatel a Hlavni zkousejici zarucuji, ze jeho (jejich)
elektronicky podpis (elektronické podpisy) je (jsou)
v souladu s Platnymi zakony.

This Agreement and all associated amendments may be
executed in counterparts, each of which shall be deemed
an original and all of which together shall constitute one
and the same instrument. Each Party may execute this
Agreement and all amendments by internationally
recognized electronic signature or in Portable Document
Format (or other file format) sent by electronic means.
Signatures of authorized signatories of the Parties
completed by electronic signature or sent by electronic
means in Portable Document Format shall have the same
force and effect as manual signatures, shall be valid and
binding, and, upon delivery, shall constitute due execution
of this Agreement and any amendments hereunder. If
applicable, Institution and Principal Investigator warrant
that its/his/her electronic signature(s) conform with
Applicable Law.

Nasledujici ptilohy budou dodany pied podpisem Smlouvy, mohou byt vedeny separatné a budou k dispozici u
Smluvnich stran/The following Exhibits must be provided before signaturte of this Agreement, can be filed separately

from the Agreement and shall be available at Parties:

Pfiloha A/Exhibit A:
Ptiloha B/Exhibit B:
Ptiloha C/Exhibit C:
Pfiloha D/Exhibit D:

Podminky  poskytnuti

Rozpocet a platebni podminky/Budget and Payment Terms
Dodrzovani protikorup¢nich pravidel/Anti-Corruption Compliance
Ochrana udajt/ Data Protection

vybaveni  vcetné

Protokolu o  piedani/vraceni

vybaveni/Conditions for Equipment Provision including Handover/Return Form

Ptiloha E/Exhibit E:
Sponsor to XXX
Priloha F/Exhibit F:

Plna moc od Zadavatele pro XXX/Power of Attorney/Delegation letter from

Vzor formulafe Financial Disclosure/Financial Disclosure Form

Ptiloha G/Exhibit G:

Ptiloha H/Exhibit H:

Ptiloha I/Exhibit I
Ptiloha J/Exhibit J:

Piiloha K/Exhibit K:

Ptiloha L/Exhibit L:

Verze Smlouvy o provadéni klinického hodnoceni uréena k uvetejnéni/ Redacted
Agreement — version for posting to contract registry

Kopie pojistného certifikatu/ Copy of Insurance Certificate

Souhlasy pfislusnych organti/Approvals of Regulatory Authorities

Vypis z Obchodniho rejstiiku Zadavatele/Commercial Register of Sponsor
Protokol/Protocol

Vzor informovaného souhlasu pro subjekty hodnoceni/Informed Consent Form for
Study subjects




NA DUKAZ CEHOZ nechaly Smluvni strany
prostfednictvim svych povéfenych pravnich zastupcd tuto
Smlouvu podepsat, pficemz kazda ze Smluvnich stran
prohlasuje, ze je opravnéna tuto Smlouvu podepsat k Datu
nabyti u¢innosti.

WITNESS WHEREOF, the Parties hereto have caused
this Agreement to be executed, through their authorized
legal representatives, and each Party declares it has
autonomy to sign this Agreement, as of the Effective Date.

XXX jménem a Vv zastoupeni Zadavatele / XXX in the name and on behalf of Sponsor

podpis, jméno a datum / Signature, Name and Date:

Za Poskytovatele — Fakultni Tomayerova nemocnice / For Institution — Fakultni Tomayerova nemocnice

podpis a datum / Signature and Date:

Jméno / Name: doc. MUDr. Zdenék Benes, CSc.

Funkce / Title: feditel/director

Hlavni zkouSejici / Principal Investigator

podpis a datum / Signature and Date:

Jméno / Name: XXX




Piiloha A Exhibit A
Rozpis Plateb Payment Schedule

XXX XXX
XXX

XXX | XXX

XXX
XXX XXX
XXX XXX

XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX

Tabulky plateb - Rozpocet / Tables of Payments - Budget

Rameno zakladni / STANDARD ARM:

Navstéva / Visit Platba za nav$tévu v K¢/ Payment Per Visit
in CZK¥*)
XXX
Pro Subjekty hodnoceni ucastnici se etnych PK odbéru a EKG / Rich PK and ECG
Navstéva / Visit Platba za navstévu v K¢/ Payment Per Visit
in CZK¥*)
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX

Pro Subjekty hodnoceni u¢astnici se Fidkych PK odbérii / Sparse PK

Navstéva / Visit Platba za navstévu v K¢ / Payment Per Visit
in CZK*)




XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX

XXX XXX

XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX




XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX

XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX

XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX




Priloha B
Dodrzovani protikorupénich pravidel

Exhibit B
Anti-Corruption Compliance

B.1 Poskytovatel a Hlavni zkousSejici se zavazuji, Ze neuéini,
nezapfiini ani nepovoli ucinit, pfimo ani nepiimo
prostiednictvim tfeti strany, jakykoli krok, ktery (i) je podle
jakychkoli zakoni ¢i pravidel nezdkonny nebo (ii) by vedl
Kk tomu, Ze by Zadavatel porusil zakon USA o zahrani¢nich
korup¢nich praktikach (Foreign Corrupt Practices Act),
britsky zakon o uplatkafstvi (U.K. Bribery Act) nebo jiné
platné protikorupcni zékony (spole¢né oznacované jako
,Protikorupéni zikony*).

B.1 Institution and Principal Investigator agree that they
shall neither undertake, nor cause, nor permit to be
undertaken, directly or indirectly through any third party,
any activity which (i) is illegal under any laws, rules, or (ii)
would have the effect of causing Sponsor to be in violation
of the U.S. Foreign Corrupt Practices Act, the U.K. Bribery
Act or other applicable anti-corruption laws (collectively
“Anti-Corruption Laws”).

B.2 Poskytovatel a Hlavni zkousejici pfimo ani nepfimo
prostfednictvim tfeti strany neposkytnou, nenabidnou ani
nepfislibi Zadnému ,,zastupci vetejné moci‘ (podle definice
Vv této priloze) zadnou platbu, dar ani jinou cennost s cilem
nepatficné (i) ovlivnit jakékoli oficidlni jednani ¢i
rozhodnuti tohoto zastupce vefejné moci nebo (ii) jinak
napomoci Zadavateli nebo mistni pobocce Zadavatele ziskat
¢i si udrZet obchodni ¢innost, smérovat obchodni ¢innost na
kteroukoliv osobu nebo ziskat neopravnénou vyhodu.

B.2 Institution and Principal Investigator shall not, directly
or indirectly through any third party, give, offer, or promise
any payment, gift, or other thing of value to any individual
“government official” (defined below), in order to
improperly (i) influence any official act or decision of such
government official, or (ii) otherwise assist Sponsor, or
Sponsor local affiliate, in obtaining or retaining business, in
directing business to any person, or in securing an improper
advantage.

B.3 Poskytovatel a Hlavni zkousejici nenajmou ani
jinak nevyuziji zastupce zadné tieti strany v souvislosti
S plnénim podle této smlouvy bez ptedchoziho
pisemného souhlasu Zadavatele (ktery miize Zadavatel
podle svého vyhradniho uvazeni odepfit). Poskytovatel
a Hlavni zkouSejici se dale zavazuji, ze bez
ptedchoziho pisemného souhlasu Zadavatele (ktery
muze Zadavatel podle svého vyhradniho uvazeni
odepfit) neposkytnou jménem nebo ve prospéch
Zadavatele nebo mistni pobocky Zadavatele zadné treti
stran€ Zadné penize, dary ani jiné cennosti.

B.3 Institution and Principal Investigator shall not engage or
otherwise use any third-party agents in connection with its
performance hereunder without Sponsor’s advance written
approval (which may be withheld by Sponsor in its sole
discretion). Institution and Principal Investigator further
agree that no payments of money, gifts or other things of
value shall be made to any such third parties on behalf of or
for the benefit of Sponsor, or Sponsor local affiliate, without
Sponsor’s advance written approval (which may be
withheld by Sponsor in its sole discretion).

B.4 Poskytovatel a Hlavni zkousejici prohlasuji, zarucuji se
a zavazuji, ze zadny vedouci pracovnik, feditel, majitel ani
zaméstnanec Poskytovatele ¢i Hlavniho zkousSejiciho neni
»Zastupcem vetejné moci“ ve smyslu této Prilohy v jakékoli
funkci, s vyjimkou situace, kdy je zaméstnancem vefejné
nemocnice. Poskytovatel zapoji své vedouci pracovniky,
feditele nebo zaméstnance do Studie pouze za ucelem
poskytovani sluzeb v ramci této Smlouvy. Poskytovatel a
Hlavni zkousSejici se dale zavazuji, ze bez predchoziho
pisemného souhlasu Zadavatele (ktery muze Zadavatel
podle svého vyhradniho uvazeni odepftit) nezaméstnaji ani
nevyuziji sluzeb ,,zastupce vefejné moci“, aby jednal za
Zadavatele nebo jeho jménem. Poskytovatel a Hlavni
zkousejici se dale zavazuji, ze zadny ,,zastupce vetejné
moci“ nema ani nebude mit pfimo ani nepfimo osobni
prospéch z odmény, kterou Zadavatel podle této Smlouvy
XXX Poskytovateli a Hlavnimu zkouSejicimu zaplati.

B.4 Institution and Principal Investigator represent, warrant
and covenant that no officer, director, or employee of the
Institution or Principal Investigator is a “government
official” as defined herein under any capacity, save their
being an employee of a public hospital; and Institution shall
engage its officers, directors or employees in the Study only
for the performance of Services within the scope of this
Agreement. The Institution and Principal Investigator also
covenant that they shall not employ or engage any
“government official” to act for or on behalf of Sponsor
without Sponsor’s advance written approval (which may be
withheld by Sponsor in its sole discretion). Institution and
Principal Investigator further covenant that no “government
official” is deriving or will derive any personal benefit,
directly or indirectly, from compensation paid by Sponsor,
XXX, to Institution and Principal Investigator hereunder.

B.5 Pokud Poskytovatel a Hlavni zkousejici kterékoli
prohlaseni, zaruku ¢i zdvazek uvedeny v této Ptiloze B

B.5 If Institution or Principal Investigator breach any of the
representations, warranties or covenants set forth in this




porusi: (i) Zadavatel bude mit okamzité pravo tuto smlouvu
divodné vypoveédét a uplatnit veSkera dal$i napravna
opatfeni, jez ma podle zakona ¢i zvykového préva
k dispozici, a (ii) zaniknou veskeré zavazky Zadavatele
uhradit Poskytovateli a Hlavnimu zkousejicimu odménu za
sluzby poskytnuté podle této Smlouvy.

Exhibit B, then: (i) Sponsor shall have the immediate right
to terminate this Agreement for cause and the right to
exercise any other remedies available at law or in equity;
and (ii) all obligations of Sponsor to compensate Institution
for services provided under this Agreement shall cease.

B.6 V rozsahu povoleném platnymi zakony Poskytovatel
a Hlavni zkouSejici Zadavatele odSkodni, budou hdjit
auchrani pfed jakymkoli postihem, ztratou, zavazky
avydaji vzniklymi v dasledku poruseni kterychkoli
povinnosti ze strany Poskytovatele a Hlavniho zkousejiciho
podle této ptilohy B. Na povinnost odskodnit Zadavatele
podle této ptilohy B za poruseni Protikorupéniho zakona se
nevztahuje omezeni odpovédnosti stanovené v této
Smlouve.

B.6 To the extent permitted by Applicable Law, Institution
and Principal Investigator shall defend, indemnify and hold
Sponsor harmless from any penalties, losses, liabilities and
expenses incurred by Sponsor as a result of Institution and
Principal Investigator’s breach of any of its obligations
under this Exhibit B. The obligation to indemnify Sponsor
under this Exhibit B for violations of an Anti-Corruption
Law shall not be subject to any limitation of liability set out
in the Agreement.

B.7 Pro ucely této Ptilohy B se terminem ,,zastupce vetfejné
moci“ rozumi (i) jakykoli vedouci pracovnik, zaméstnanec
nebo jina osoba jednajici z moci svého ufedniho postaveni
za vladu nebo kterékoli ministerstvo nebo statni ufad nebo
jejich jménem ¢i jako jejich prostfednik, (ii) jakykoli
vedouci pracovnik, zaméstnanec nebo jina osoba jednajici
zZzmoci svého ufedniho postaveni za nékterou veiejnou
mezinarodni organizaci (jako je Organizace spojenych
narodi, Svétova banka nebo Svétova zdravotnicka
organizace) ¢i jejim jménem, (iii) jakakoli politicka strana
¢i jeji funkcionaf nebo jakykoli kandidat na politicky uiad
a (iv) kterykoli rodinny pfislusnik nebo zastupce jakychkoli
osob uvedenych vyse.

B.7 For the purpose of this Exhibit B, the term “government
official” means (i) any officer, employee or other person
acting in an official capacity for or on behalf of a
government or any department, agency or instrumentality
thereof; (ii) any officer, employee or other person acting in
an official capacity for or on behalf of a public international
organization (such as the United Nations, World Bank, or
World Health Organization); (iii) any political party or
official thereof or any candidate for political office; and (iv)
any family members or representatives of any of the
individuals listed above.




Ptiloha C
Ochrana udajt

Exhibit C
Data Protection

C.1 Definitions

C.1 Definice

C.1.1 ,,Zakony na ochranu osobnich udaji“ znamenaji
vSechny platné zakony, predpisy aregulacni pozadavky
anafizeni souvisejici s ochranou osobnich daju
a soukromi obecné vcetn¢: (a) obecného natizeni o ochrané
osobnich udaji 2016/679 (dale jen ,Nafizeni“); (b)
kteréhokoliv pravniho predpisu zajistujiciho provedeni
tohoto Nafizeni nebo souvisejici pravni piedpisy
kteréhokoli ¢lenského statu Evropského hospodarského
prostoru; nebo (c) jakéhokoliv jiného zakona v ramci
kterékoliv soudni pravomoci, at’ jiz platného v soucasnosti
nebo takového, ktery piipadné vstoupi v platnost
v budoucnu, postihujiciho zpracovani osobnich tdaji
kterékoliv strany této Smlouvy.

C.1.1 “Data Protection and Privacy Laws” mean
all applicable laws, regulations, and regulatory
requirements and guidance relating to data protection and
privacy globally, including (a) the General Data Protection
Regulation 2016/679 (“Regulation”); (b) any legislation
transposing the Regulation or related legislation of any
member state of the European Economic Area; or (c) any
other law now in force or that may in future come into force,
in any relevant jurisdiction, governing the Processing of
Personal Data applicable to any party to this Agreement.

C.1.2 ,Osobni udaje“, ,Zpracovani/Zpracovavat®,
»Spravee®, ,,Zpracovatel”, ,,Posouzeni vlivu na ochranu
osobnich udaji“, ,,Zaznamy o ¢innostech zpracovani‘
a,,Subjekt udaji“ maji stejny vyznam jako v Natizeni
a zahrnuji také podminky nebo odpovidajici podminky, jak
jsou definovany jinymi zadkony na ochranu osobnich udajt.
Osobni udaje zahrnuji kédované tidaje pacientll a snimky
pacientll.

C.1.2 “Personal Data”, “Process/Processing”,
“Controller”, “Processor”, “Data Protection Impact
Assessment”, “Record of Processing Activities” and
“Data Subject” shall have the same meaning as in the
Regulation and shall also include these terms, or
corresponding terms, as defined under any other Data
Protection and Privacy Laws. Personal Data shall include
patient-level key-coded data and images.

C.2 DodrZovani predpisi. Smluvni strany se vzajemné
zavazuji, ze budou nakladat s osobnimi tidaji v souladu se
vSemi zakony na ochranu osobnich udaji a s pokyny pro
spravnou klinickou praxi Mezinarodni konference
0 harmonizaci (ICH-GCP).

C.2 Compliance. The Parties warrant to each other that
they will Process Personal Data in compliance with all Data
Protection and Privacy Laws, and in compliance with ICH-
GCP.

C.3 Role a odpovédnosti stran podle Naftizeni.
Poskytovatel a Zadavatel jsou povazovani za nezavislé
Spravce; Poskytovatel je povazovan za Spravce ve vztahu
k Gcelu poskytovani zdravotni péée Subjektim hodnoceni,
Zadavatel je povaZzovan za Spravce ve vztahu k ucelu
provadéni Studie. XXX

C.3 Roles and Responsibilities of the Parties Under the
Regulation. The Institution and the Sponsor are
independent Controllers; the Institution is Controller in
respect to the purpose of providing medical care to Study
Subjects, the Sponsor is Controller in respect to the purpose
of conducting the Study. XXX

C.3.1 Vykon prav na ochranu udaji. VVzhledem k tomu,
ze pouze Poskytovatel bude mit pfistup k identité¢ Subjektt
hodnoceni, zajisti dodrzovani povinnosti vyplyvajicich
z Natizeni, pokud jde o vykon prav na ochranu tudajl
Subjektd 0daji. Subjekty hodnoceni by se mély snazit
uplatnit sva prava tak, Ze nejprve kontaktuji Hlavniho
zkousejiciho a prostfednictvim Povéfence pro ochranu
osobnich udaji (,Data Protection Officer, DPO*)
jmenovaného Poskytovatelem podle ¢lanku 37 Nafizeni.
Kdyz Hlavni zkousejici ani DPO Poskytovatele nemuze
dotaz zodpovédet, Hlavni zkousejici se mize obratit na
Zadavatele jménem Subjektu hodnoceni, aby zachoval
divérnost jeho identity, jak je pfredepsano ICH-GCP.
Smluvni strany se dohodly, ze budou spolupracovat, aby
vV maximalnim mozném rozsahu vyhovély pozadavku
Subjektu hodnoceni.

C.3.1 Exercising Data Protection Rights.
Because Institution and Principal Investigator will solely
have access to the identity of Study Subjects, it shall ensure
compliance with the obligations under the Regulation as
regards the exercising of the data protection rights of Study
Subjects. Study Subjects should seek to exercise their rights
by first contacting the Principal Investigator and through
the Data Protection Officer (“DPQO”) that is appointed by
the Institution under Article 37 of the Regulation. When the
query cannot be addressed by neither the Principal
Investigator nor by the Institution DPO, the Principal
Investigator can approach the Sponsor on behalf of the
Study Subjects, so as to maintain confidentiality of their
identity as prescribed by the ICH-GCP. The Parties agree to
cooperate in order to satisfy, to the extent possible, the
request made by the Study Subjects.




C.3.2 Poskytovani informaci Subjektu hodnoceni.
Zadavatel zahrne informace, které musi byt poskytnuty
Subjektu hodnoceni, jak vyzaduje ¢lanek 13 Nafizeni, do
formuldi informovaného souhlasu Subjektu hodnoceni.
Poskytovatel prostiednictvim Hlavniho zkousejicitho nebo
povéiené osoby ziska nezbytné informované souhlasy od
Subjektd hodnoceni, aby byla zajisténa zakonnost
zpracovani udaji.

C.3.2 Provision of Information to Study Subject.
Sponsor shall include the information that must be provided
to Study Subjects as required by Article 13 of the
Regulation in subject informed consent forms. Institution
via the Principal Investigator or delegate, shall gain
necessary informed consents from Study Subjects to ensure
the lawfulness of data Processing.

C.3.3 Oznameni bezpecnostnich incidentu tykajicich se
udaju. Poskytovatel je odpovédny za vySetfeni a napravu
jakéhokoli skute¢ného nebo predpokladaného
bezpecnostniho incidentu, ktery zahrnuje nebo o kterém se
Poskytovatel diivodné domniva, ze zahrnuje neopravnény
piistup, pouziti, zvefejnéni, ztratu, zniceni nebo zménu
osobnich udaji a divérnych informaci (“Bezpecnostni
incident"), ke kterému doslo v souvislosti s ¢innostmi
provadénymi Poskytovatelem aktery ovliviluje bud
systémy, véetné pisemnych, vlastnéné Poskytovatelem
nebo systémy pouzivané Poskytovatelem a poskytnuté
Zadavatelem nebo tfetimi stranami pro ucely provadéni
Studie.

Poskytovatel neprodlené¢ informuje Zadavatele XXX
0 jakémkoli Bezpec¢nostnim incidentu. Takové oznameni
bude zaslano e-mailem na adresu dpo@olema.com a bude
shrnovat pfiméfené¢ podrobné¢ dopad Bezpecnostniho
incidentu na Zadavatele XXX a napravna opatfeni, ktera ma
Poskytovatel pfijmout.

Pokud to vyzaduji zakony o ochran¢ udajii a soukromi,
nahlasi Poskytovatel Bezpecnostni incidenty ovliviujici
systtmy ve vlastnictvi Poskytovatele dotcenym
jednotlivetim a ptislusnému dozorujicimu aradu.

Zadavatel je odpoveédny za vySetieni a napravu jakéhokoli
skute¢ného nebo domnélého Bezpec¢nostniho incidentu,
ktery ovliviiuje nebo o kterém se Zadavatel divodné
domniva, Ze ovliviiuje bud’ systémy vlastnéné Zadavatelem
nebo poskytované tretimi stranami na zakladé smluv
uzavienych Zadavatelem za G¢elem provedeni Studie.

Pokud to vyzaduji zakony na ochranu tidaji a soukromi,
nahlasi Zadavatel Bezpecnostni incidenty ovliviujici
systémy vlastnéné Zadavatelem dotéenym jednotlivelim
prostiednictvim  Hlavniho zkouSejictho nebo DPO
Poskytovatele a piislusnému dozorujicimu uradu.

C.3.3 Notification of Data Security Incidents.
Institution shall be responsible for investigating and
remediating any actual or suspected security incident that
involves, or which Institution reasonably believes involves,
the unauthorized access, use, disclosure, loss, destruction,
or alteration of Personal Data and Information (“Security
Incident”) that has occurred in the context of activities
carried out by the Institution and affecting either systems,
including paper based, owned by the Institution or used by
Institution and provided by Sponsor or third parties for the
purposes of conducting the Study.

Institution shall notify Sponsor immediately of any Security
Incident. Such notice shall be sent by email to
dpo@olema.com and shall summarize in reasonable detail
the impact on Sponsor XXX of the Security Incident and
the corrective action to be taken by Institution.

Institution shall, where required by Data Protection and
Privacy Laws, report Security Incidents affecting systems
owned by the Institution to the affected individuals and to
the competent supervisory authority.

Sponsor shall be responsible for investigating and
remediating any actual or suspected Security Incident
affecting either systems owned by the Sponsor or provided
by third-parties contracted by the Sponsor for the purposes
of conducting the Study.

Sponsor shall, where required by Data Protection and
Privacy Laws, report Security Incidents affecting systems
owned by the Sponsor to the affected individuals, via the
Principal Investigator or the Institution DPO, and to the
competent supervisory authority.

C3.4 Odpovéd’ na komunikaci tykajici se ochrany
udaju. Poskytovatel neprodlené pisemné uvédomi
Zadavatele prostfednictvim CRO na e-mailové adrese
dpo@olema.com, pokud obdrzi jakoukoli komunikaci
tykajici se ochrany udaji od Subjektu hodnoceni (véetné
pozadavkl na seznameni se s obsahem opatieni v ramci
spole¢né spravy Udaji nebo s obsahem  stiznosti),
dozorujiciho tfadu nebo jiného regulacniho organu
a poskytne Zadavateli XXX plnou sou¢innost a pomoc ve

C.3.4 Responding to Communication Related to
Data Protection. Institution shall promptly notify the
Sponsor in writing, at dpo@olema.com, if they receive any
communication with regards to data protection relating to
the services from a Study Subject (including requests to
know the content of the joint Controllership arrangements
or complaints), a supervisory authority or other Regulatory
Agency and provide Sponsor XXX with full cooperation




vztahu k jakékoli takové komunikaci, a to bez dodate¢nych
nakladt pro XXX nebo Zadavatele.

V ptipad¢ stiznosti tykajici se toho, jak Poskytovatel
zpracovaval osobni tdaje Subjektu hodnoceni, bude takova
stiznost feSena Poskytovatelem a Poskytovatel bude
Zadavatele prubézn¢ informovat az do uzavieni zalezitosti.

and assistance in relation to any such communication, at no
additional cost to XXX or Sponsor.

In case of a complaint on how the Institution Processed the
Study Subject’s Personal Data, such compliant will be
managed by the Institution and Institution will keep the
Sponsor updated until the conclusion of the matter.

C3.5 Zodpovédnost a vedeni zaznami. Poskytovatel
a Zadavatel, individualné a nezavisle na sobé, provedou své
vlastni Posouzeni vlivu na ochranu osobnich tdajt a budou
udrzovat zadznamy o ¢innostech zpracovani, jak to vyzaduji
zékony o ochran¢ udaji a soukromi.

C.3.5 Accountability and Record Keeping.
Institution and Sponsor shall, each and independently one
from the other, carry out their own Data Protection impact
assessment and maintain record of processing activities as
required by Data Protection and Privacy Laws.

C3.6 Zverejnéni obsahu opatieni vramci spolecné
spravy udaji  Subjektim udaju. Poskytovatel
prosttednictvim  Hlavniho zkouSejictho nebo DPO
Poskytovatele na pozadani zptistupni Subjektiim hodnoceni
obsah opatteni podle této ¢asti C.3, a ptipadné je odkaze na
formulaf informovaného souhlasu.

C.3.6 Disclosing Content of Joint Controllership
Arrangements to Study Subjects. Institution, via the
Principal Investigator or the Institution DPO shall, upon
request, make available the content of arrangements under
this Section C.3, to Study Subjects, also by referring to them
to the informed consent form where applicable.

C.4 10.4 Bezpecnost informaci. VSechny Smluvni strany
zavedou tadné technicka a organizacni opatfeni k ochran¢
osobnich udaji a divérnych informaci, jak je poZzadovano
ICH-GCP a zdkony na ochranu osobnich udajii a soukromi.
Smluvni strany zajisti, aby se osoby opravnéné zpracovavat
osobni udaje piedem zavazaly mlcenlivosti, pokud se na né
tato povinnost nevztahuje jiz ze zdkona. Zejména pak bude
Poskytovatel uplatiiovat ptisna opatieni k zajisténi toho,
aby ptavodni zdravotni dokumentace Subjektti hodnoceni
byla zabezpecéena vii¢i neopravnénému piistupu a nahodné
ztraté. Zadavatel XXX mohou mit k piivodnim zaznamim
0 zdravotnim stavu piistup za UCelem monitorovani
abudou stémito dokumenty zachazet jako s pfisné
davérnymi.

C.4 Information Security. All Parties shall implement
appropriate technical and organizational measures to
protect the Personal Data and Information as required by
ICH-GCP and Data Protection and Privacy Laws. The
Parties shall ensure that persons authorized to Process
Personal Data have committed themselves to
confidentiality or are under an appropriate statutory
obligation of confidentiality. Institution shall in particular
apply strict controls to ensure Study Subjects’ original
medical documents are secured from unauthorized access
and accidental loss. Sponsor XXX may access original
medical records to perform monitoring activities and shall
handle such documents in the strictest confidence.

C.5 Prevody udaji. Poskytovatel bude nakladat nebo jinak
prevadét osobni tdaje mimo Evropsky hospodaisky prostor
(staty  Evropské  Unie  plus  Norsko, Island
a Lichtenstejnsko) pouze tak, jak je uvedeno v této smlouve
¢i v Protokolu Studie. Pfitom Poskytovatel odpovida za
soulad s pozadavky kapitoly V Natizeni.

C.5 Data Transfers. Institution shall only Process or
otherwise transfer Personal Data outside the European
Economic Area (member states of the European Union plus,
Norway, Iceland & Liechtenstein) as set out in this
Agreement or the Protocol. In doing so, Institution shall be
responsible for compliance with the requirements of
Chapter V of the Regulation.

C.6 Diusledky vyprSeni nebo ukonéeni. Povinnosti
obsazené v tomto ¢lanku zistavaji v platnosti i po ukonéeni
nebo vyprseni této smlouvy.

C.6 Consequences of Expiry or Termination. The
obligations contained in this Exhibit C shall survive the
termination or expiry of this Agreement.




Pifiloha D:
Podminky poskytnuti vybaveni

Zadavatel, XXX nebo externi dodavatel uréeny
Zadavatelem nebo XXX (spole¢né jako
»pujcitel”) poskytne Poskytovateli
(“vypujéiteli”) movité véci k pouziti ve Studii
OP-1250-301.

Hlavni zkousejici: XXX

Predmétem vypujcky jsou nasledujici movité
véci:

1) dva kusy Apple iPAD, XXX, pfitemz
cena jednoho iPADu je XXX, vyrobni ¢islo
bude uvedeno v Protokolu o pfevzeti/vraceni
vybaveni, iPAD neni povazovan za
zdravotnicky prostiedek

2) EKG piistoj XXX s piisluSenstvim,
cena pristroje je XXX, vyrobce XXX, EKG je
zdravotnicky  prostiedek,
pticemz pujcitel prohlaSuje, Ze je zafazen v
klasifikaéni tfidé¢ Ila, vyrobni ¢islo bude

povazovano za

uvedeno v Protokolu o pievzeti/vraceni
vybaveni
(déle jako ,,vybaveni®)

Pujcitel preda Poskytovateli vybaveni ve stavu
zpisobilém k tadnému uzivani (zaskrtnéte
odpovidajici moznost nasledovné [ x ]):

[ ] pfi podpisu této Smlouvy, coz potvrzuji
Smluvni partneti podpisem této piilohy.

[X] nejpozdgji do': 15 dnl po zahajovaci
navstéve v zatizeni Poskytovatele

Vybaveni bude uzivano na®? onkologické
klinice.

bude
prevzeti/vraceni vybaveni (interni dokument
Poskytovatele),

Predani potvrzeno Protokolem o
podepsanym opravnénymi
zastupci Zadavatele a Poskytovatele a bude

zaloZen v dokumentaci této Studie.

Exhibit D:
Conditions for Equipment Provision

Sponsor, XXX or a vendor assigned by them
(hereinafter collectively referred to as
“Lender”) will provide the Institution
(“Borrower”) with movable assets free of
charge for use in the Study: OP-1250-301.
Principal Investigator: XXX

The subject of the loan are the following
movable asset items:

1) two Apple iPADs, XXX, with price of
XXX per pc., serial number shall be specified
in the Report of receipt/return., iPAD is not
considered to be a medical device

2) ECG machine XXX with accessories,
with price of XXX, manufacturer XXX it is
considered to be a medical device and the
Lender declares that it is classified in class lla,
serial number shall be specified in the Report
of receipt/return.

(hereinafter referred to as “Equipment”)

The Lender hands over the Equipment to the
Institution in condition suitable for proper use
(check the appropriate option as follows [ x ]):

[ ] upon signing the Agreement, which is
confirmed by the Contracting Partners by
signing hereof.

[X] no later than: 15 days after initiation visit
at the Institution

The Equipment will be used at® Oncology
Clinic.

The handover will be confirmed by the Report
of receipt/return of the Equipment (internal
document of the Institution), signed by the
authorized representatives of Sponsor and
Institution and will be filled in the Study
documentation.




1. Poskytovatel/Hlavni
zavazuji vybaveni vratit pujciteli, jakmile jej

zkousejici  se
nebude potiebovat

2. Poskytovatel/Hlavni zkouSejici se dale
zavazuji vybaveni fadné uzivat v souladu s
ucelem, ke kterému je
Poskytovatel/Hlavni zkousejici
vybaveni chranit pted poskozenim, ztratou

urcen.
budou

nebo zni¢enim.

3. Poskytovatel/Hlavni zkousejici nejsou
povinni nasledné, po skonceni vypujcky,
predmét vyptjcky odkoupit.

4, Poskytovatel/Hlavni zkousejici nejsou
povinni nahradit ptjciteli $kodu na vybaveni,
ktera vznikla béznym opotiebenim a které
nemohli dostupnymi prosttedky zabranit a
pokud S$koda nevznikla Zzanedbanim nebo
umyslnym pochybenim Poskytovatele a/nebo
Hlavniho zkousejiciho. Odpovédnost za skodu
je dana obecné zdvaznymi pravnimi predpisy.

1. Pujcitel se zavazuje bezplatné dodavat
veskery spotfebni material a ostatni nutné
prislusenstvi k vybaveni, a to po celou
dobu trvani vypuajcky.

2. Pujcitel se zavazuje dodat k vybaveni:

* navod k obsluze v ¢eském jazyce,

» prohlédseni o shodé,

*  protokoly o platnych kontrolach
(BTK, validace, kalibrace, Gifedni ovéeteni,
periodickd méfenti)

»  protokol o instruktazi obsluhy

Smluvni strany se dohodly, Ze pfipadné vady
Predmétu vypljcky muze pijcitel fesit i
dodanim nového predmétu vypijcky ve lhute,
ktera neohrozi pribéh Studie. V piipadé
dodéani nového predmétu vypujcky je nutné
vyplnit novy Protokol o pievzeti/vraceni
vypijcky. Obdobné lze postupovat také
v pfipadé, kdy se ma béhem vypujéniho
obdobi provadét pravidelna bezpecnostni

1. The Institution/Principal  Investigator
undertake to return the Equipment to the
Lender, as soon as it is not needed for the
purpose of the Study.

2. The Institution/Principal Investigator also
commit to the proper use of the Equipment in
accordance with the purpose, for which it is
intended. The Institution/Principal
Investigator shall protect the Equipment
against damage, loss or destruction.

3. The Institution/Principal Investigator are
not obliged to buy the subject of the loan after
the period of loan has ended.

4. The Institution/Principal Investigator are
not obliged to compensate the Lender for
damage to the Equipment, which arose from
the normal wear and tear of the same and
could not be avoided by the available means
and damage did not the result from
Institution’s and/or Principal Investigator’s
negligence or willful misconduct. A liability
for damage is determined by the generally
binding legal regulations.

1. The Lender undertakes to supply all the
consumables and other necessary accessories
to the Equipment free of charge for the entire
duration of the period of loan.

2. The Lender undertakes to deliver the
following items for the Equipment:

. Operating instructions in the Czech
language;

. Declaration of conformity

. Reports on valid checks and

inspections (BTK, validation, calibration,
official verification, periodic measurements)

. Operator briefing report

The Parties agree that any defects of the
Equipment may be resolved by the Lender also
by the delivery of new Equipment within the
period that does not jeopardize the conduct of
the Study. In case of delivery of the new item
of Equipment, a new Report of receipt/return
of loan form must be completed. Similarly the
same procedure may be followed when the
regular safety check or




kontrola nebo validace/kalibrace/periodicka
revize.

Nevynutitelnost nebo neplatnost kteréhokoli
¢lanku, odstavce nebo ustanoveni této ptilohy
neovlivni vynutitelnost nebo platnost ostatnich
ustanoveni této prilohy. V takovém ptipade
povedou smluvni strany vzajemnd jednani a
dohodnou se na pravné piijatelném zptisobu
provedeni zamér obsazenych v takové ¢asti
ptilohy, jez pozbyla platnosti.

V.

Pravni vztahy touto pfilohou vyslovné
neupravené se fidi § 2193-2200 obcanského

zakoniku, v platném znéni.

Ptiloha: Protokol o pfevzeti a vraceni vybaveni

! Vlozte konkrétni datum ve formatu DD. MM. RRRR, nebo
Ihtitu — napt.: do 15ti dnti od podpisu této pfilohy.

2 Uvedte presné misto uzivani — oddéleni, pavilon atd.

validation/calibration/periodic revision should
be performed during the lending period.

Unenforceability or invalidity of any article,
paragraph, or provision of this Exhibit shall not
affect the enforceability or validity of other
provisions hereof. In such a case, the parties
shall conduct negotiations and agree on a
legally acceptable way of implementing the
intentions contained in such part of the Exhibit
that has expired, become unenforceable and/or
invalid.
V.

Legal relations not expressly regulated by this
Appendix shall be governed by Sections 2193-
2200 of the Civil Code, as amended.

Appendix:
Equipment

Report of receipt/return of

! Enter the specific date in DD format. MM. YYYY or the
deadline — for example: within 15 days as of signing of the
Appendix.

2 Specify the exact place of use - department, pavilion, etc.
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Protokol o prevzeti/vraceni vybaveni ke smlouvé o klinickém hodnoceni / Report of receipt/return of
Equipment in respect of the Clinical trial CTA

o\ o T zedne/dated.........oovviiiiiiiiiiiiens

Nazev / Title

pFistrojovy zdravotnicky prostfedek nebo
laboratorni technika / instrument medical device |[ ] ANO/ YES [ ] NE/NO
or laboratory technology

Vyrobni &islo a typ (pokud je) / Serial number
and type (if applicable)

Cena v K¢ / Price in CZK

Datum pfevzeti / Date of receipt

Nazev pujcitele (razitko, jméno a podpis) /
Name of the Lender (stamp, name and
signature)

Nazev oddéleni vypUijcitele — odpovédny
zastupce (razitko, jméno a podpis)

Cislo inventarniho Gseku / Name of the
Borrower's department - responsible
representative (stamp, name and signature)
Inventory section number

Prevzeti /| Takeover

Datum ukonc&eni vypujcky (viz Smlouva) / End
date of the equipment loan (see Agreement)

Navod v CJ / Instructions in the Czech

language

= o |Prohladeni o shodé / Declaration ]

S = k] of conformity
>
S8 & YProtokoly o BTK, validacich . .
SE 2d pgr)igdi(c):li/y(c):h mé:f(;/r?l'l acien bez téchto dokumentt nelze

< - N P .

8 < = ' (prvotni nebo posledni platné vybaveni prevzit / Without these
oy = 9 dokumenty)/ Reports on BTK, ] documents, the Equipment cannot
e 2 § validations and periodic be taken over
a g 2 4 measurements

£ N g (the first or the last valid

s

documents)




Protokol o instruktazi obsluhy / n
Operator briefing report

Dalsi pfedavané doklady / Other
documents submitted

OPT vypuijcitele (jméno a podpis) /
Borrower’s OPT (name and
signature)

Vraceni /| Return

Stav PZP v dobé vraceni pujciteli / The status
of PZP at the time of return to the Borrower

Datum vraceni: / Return date:

Nazev pujcitele (razitko, jméno a podpis): /
Name of the Lender (stamp, name and
signature):

Nazev oddéleni vypuijcitele — odpovédny
zastupce (razitko, jméno a podpis) / Name of
the Borrower's department - responsible
representative (stamp, name and signature)

Piiloha E/Exhibit E

XXX




Priloha F/Exhibit F

XXX

Priloha G/Exhibit G

Verze Smlouvy o provadéni klinického hodnoceni uréena k uvetejnéni formou odkazu/ Redacted Agreement — version for
posting to contract registry by reference
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XXX

Priloha I/Exhibit |

XXX

Priloha J/Exhibit J

XXX



Priloha K/Exhibit K

Protokol formou odkazu/Protocol incorporated by reference

Priloha L/Exhibit L

Vzor informovaného souhlasu pro subjekty hodnoceni formou odkazu/Informed Consent Form for Study subjects
incorporated by reference



