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SMLOUVA O KLINICKEM HODNOCENI

CLINICAL TRIAL AGREEMENT

Tato smlouva oklinickém hodnoceni (dale jen
,Smlouva“) je Ucinnd ode dne zverejnéni v registru
smluv dle zdkona ¢.340/2015 Sh., o registru smluv
(,Den ucinnosti“) a uzavira se mezi:

EastHORN Clinical Services in CEE Limited, s hlavnim

sidlem na adrese Kyvelis 7, kanceladf ¢. 102, 1087,
Nikdsie, Kypr, dale jen ,,EastHORN";

Fakultni nemocnice Plzeri, Dermatovenerologicka
klinika, se sidlem na adrese Edvarda BeneSe 1128/13,
305 99 Plzefi-Bory, Ceskd republika, dale jen
,Zdravotnické zafizeni”, zastoupené MUDr. Vaclavem
Simankem, Ph.D.;

MUDTr. Jan Ricaf, Ph.D., s adresou Fakultni nemocnice
Plzeri, Dermatovenerologickd klinika, Edvarda Benese
1128/13, 305 99 Plzefi-Bory, Ceska republika, jednajici
jakozto Zkousejici, ddle jen ,ZkousSejici“;

a dale spole¢né oznacované jako ,,smluvni strany”.

VZHLEDEM K TOMU, Ze spolecnost EastHORN jednd
v zajmu spolecnosti AnaptysBio, Inc., se sidlem na
adrese 10421 Pacific Center Court, Suite 200 San Diego,
California 92121 USA (dale jen ,Zadavatel”) jakoZto
smluvni vyzkumnd organizace a bude vykonavat urcité
povinnosti a funkce ve vztahu ke klinickému hodnoceni
s ndzvem:

»Randomizované, dvojité zaslepené, placebem
kontrolované klinické hodnoceni faze 2a k posouzeni
ucinnosti a bezpecnosti pripravku ANB019 v lécbhé
akneiformniho exanthému u onkologickych pacienti
léCenych EGFRi nebo MEKi terapii“, Cislo databaze

This Clinical Trial Agreement (“Agreement”) is effective
as of the date of registration of the Agreement in the
Agreements Register in accordance with Act no.
340/2015 Coll., on Agreements Register (“Effective
Date”) and is made by and among:

EastHORN Clinical Services in CEE Limited, having its
principal place of business at Kyvelis 7, Office 102,
1087, Nicosia, Cyprus hereinafter referred to as
“EastHORN";

and

University Hospital in Pilsen, Department of
Dermatovenerology, with its registered office at
Edvarda BeneSe 1128/13, 305 99 Plzer-Bory, Czech
Republic, hereinafter referred to as “Institution”,
represented by Vaclav Simanek, MD, PhD;

and

MUDr. Jan Ri¢af, Ph.D., with address at University
Hospital in Pilsen, Department of Dermatovenerology,
Edvarda BeneSe 1128/13, 305 99 Plzer-Bory, Czech
Republic, acting as Principal Investigator, hereinafter
referred to as “Investigator”;

and hereinafter jointly referred to as ,Parties”.

WHEREAS, EastHORN is acting in the interest of
AnaptysBio, Inc., with its registered office at 10421
Pacific Center Court, Suite 200 San Diego, California
92121 USA (“Sponsor”), as acontract research
organization to perform certain duties and functions in
relation to the clinical study titled:

“A Phase 2a, Randomized, Double-Blind, Placebo
Controlled Study to Evaluate the Efficacy and Safety
of ANB019 in the Treatment of Acneiform Rash in
Subjects with Cancer Receiving EGFRi or MEKi
Therapy”, EudraCT number: 2020-003494-22
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EudraCT: 2020-003494-22 (,,Klinické hodnoceni “) dle
protokolu ¢. ANB019-207 (,,Protokol “);

VZHLEDEM K TOMU, Ze Zadavatel je spolecnost, ktera
vyvinula potencidlni |éc¢ivo ve stadiu hodnoceni
chranéné pravy dusevniho vlastnictvi ozna¢ované jako
ANBO019 (,Hodnocené lécivo“);

VZHLEDEM KTOMU, 7Ze Zdravotnické zafizeni
a Zkousejici maji zdjem provadét Klinické hodnoceni
v souladu s podminkami uvedenymi v této Smlouvé;

VZHLEDEM KTOMU, 7Ze Zdravotnické zafizeni
a Zkousejici prohlasuji a zarucuji, Ze maji zkuSenosti,

schopnosti azdroje, vcéetné persondlu, zafizeni
avybaveni  kprovedeni Klinického hodnoceni
profesiondlnim  a kvalifikovanym zplUsobem aza

dudsledného dodrzovani Protokolu;

VZHLEDEM K TOMU, Ze Zadavatel hodla vyuzit sluzeb
Zdravotnického zafizeni aZkousejiciho spocivajicich
v provedeni Klinického hodnoceni za dohledu ze strany
spolecnosti EastHORN;

PROTO NYNi smluvni strany s ohledem na piedpoklady
a nize uvedené vzajemné pfisliby, ujednani, podminky
a veskeré castky, které maji byt zaplaceny, ujednavaji
nasledujici:

1. PREDMET SMLOUVY

této smlouvy je vymezeni zdasad
spoluprace mezi Zadavatelem, Zdravotnickym
zafizenim a Zkousejicim ve vztahu k provadéni
klinického hodnoceni.

Predmétem

2. KLINICKE HODNOCENi A PROTOKOL

a) Zdravotnické zafizeni a Zkousejici se zavazuji
provadét Klinické hodnoceni disledné v souladu s:

(i) touto Smlouvou a viemi naslednymi dodatky;

(“Study”) according to the protocol number ANB019-
207 (“Protocol”);

WHEREAS, Sponsor is a company that has developed
a proprietary investigational new drug candidate
referred to as ANBO19 (“Study Drug”);

WHEREAS, Institution and Investigator are interested
in conducting the Study in accordance with the terms
and conditions described in this Agreement;

WHEREAS, Institution and Investigator represent and
warrant that Institution and Investigator have the
experience, capability and resources, including
personnel, facilities and equipment, to perform the
Study in a professional and competent manner, and in
strict adherence to the Protocol;

WHEREAS, Sponsor wishes to engage Institution and
Investigator to conduct the Study with the monitoring
by EastHORN;

NOW THEREFORE, in consideration of the premises
and the following mutual promises, covenants,
conditions and any sums to be paid, the Parties agree
as follows:

1. SUBJECT OF CONTRACT

The subject of this Agreement is description of
principles of cooperation between Sponsor, Institution
and Investigator with regard to conducting the Study.

2. STUDY AND PROTOCOL

a) Institution and Investigator agree to conduct
the Study in strict accordance with:

(i) this
amendments;

Agreement and any subsequent
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(ii) schvdlenym  Protokolem  avSemi

schvalenymi zménami;

jeho

(iii) aktualnim znénim Helsinské deklarace Svétové
lékarské asociace, Zasadami lékarského vyzkumu
zahrnujiciho lidské subjekty;

(iv) aktualnim znénim zdsad spravné klinické praxe
(ICH-GCP E6 R2);

(v) aplikovatelnymi  vnitrostatnimi  predpisy,
zejména zakonem o lécivech ¢. 378/2007 Sb., ve znéni
pozdéjSich predpis, azdkonem ¢. 372/2011 Sb.,
o zdravotnich sluzbach, ve znéni pozdéjsich predpisd,
vyhlaskou ¢.226/2008 Sb., o spravné klinické praxi
a blizsich podminkdach klinického hodnoceni |éCivych
pripravkd, ve znéni pozdéjsich predpisy;

(vi) aplikovatelnymi  mezinarodnimi  predpisy,
zejména smérnici Evropského parlamentu a Rady
2001/20/ES ze dne 4. dubna 2001;

(vii) aplikovatelnymi zakony a predpisy o ochrané
osobnich Gdaji, zejména nafizenim Evropského
parlamentu a Rady (EU) 2016/679 ze dne 27. dubna
2016 (obecné natizeni o ochrané osobnich udaja)
a zdkonem ¢. 110/2019 Sb., o zpracovani osobnich
udajd, ve znéni pozdéjsich predpis(;

(viii) pozadavky stanovenymi etickymi komisemi;

(ix) jakymikoli dalSimi pisemnymi pokyny ze strany
Zadavatele nebo spolec¢nosti EastHORN;
zasadami |ékarské

(x) pfislusnymi profesnimi

praxe;

(ii) the approved Protocol and any approved
amendments to the Protocol;

(iii) current World Medical Association Declaration
of Helsinki, Principles for medical research involving
human subjects;

(iv) current Good Clinical Practice guidelines (ICH-
GCP E6 R2);

(v) applicable national regulations, including but
not limited to Act No. 378/2007 Coll., on Drugs, as
amended, Act No. 372/2011 Coll., on Health Services,
as amended, Decree No. 226/2008 Coll., on Good
Clinical Practice and detailed conditions for drug trials,
as amended;

(vi) applicable international regulations, including
but not limited to the Directive 2001/20/EC of the
European Parliament and of the Council of 4 April
2001;

(vii) applicable laws and regulations on personal
data protection, including but not limited to Regulation
(EU) 2016/679 of the European Parliament and of the
Council of 27™ April 2016 (General Data Protection
Regulation) and Act No. 110/2019 Coll., on Processing
of Personal Data, as amended;

(viii) requirements imposed by the Ethics

Committees;

(ix) any other written instructions provided by
Sponsor or EastHORN;

(x) relevant professional standards of medical
practice;
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(xi) viemi zakony, pfedpisy a nafizenimi, které se
vztahuji na Klinické hodnoceni nebo Hodnocené |écivo
v jurisdikcich, v nichZ Zdravotnické zafizeni provadi
Klinické hodnoceni.

Vyse uvedené pododstavce 2a (i) — xi) jsou dale
oznacovany jako ,Platné pravni predpisy”.

b) Protokol vymezuje rozsah a povahu Klinického
hodnoceni aveskeré podrobnosti o Cinnostech
a povinnostech, které maji byt vramci klinického
vyzkumu provedeny a splnény. VSechny podminky
Protokolu jsou zaclenény do této Smlouvy a jsou jeji
soucdsti. V pripadé nesrovnalosti mezi podminkami
této Smlouvy a Protokolu se podminky Protokolu
uplatni na ¢innosti klinického vyzkumu a ustanoveni
této Smlouvy se pouziji pro vSechny ostatni zalezitosti.

c) Zadavatel si vyhrazuje prdvo na zménu
Protokolu. Pokud zména Protokolu vyznamné zvysi
miru povinnosti Zdravotnického zafizeni a/nebo
Zkousejiciho, pak Zdravotnické zafizeni a/nebo
Zkousejici odhadnou potencidlni naklady na dalsi
¢innosti a sv(j odhad poskytnou Zadavateli/spole¢nosti
EastHORN pisemné. Jednani o ndkladech na dalsi
¢innosti nebude mit vliv na okamzité zavedeni Uprav
Protokolu do praxe po ziskani pfiznivého stanoviska
Etické komise a vydani souhlasu Statniho Ustavu pro
kontrolu IéCiv. Platebni podminky mohou byt zménény
pouze pisemnou pfilohou této Smlouvy.

3. ZDRAVOTNICKE ZARIZENi A ZKOUSEJici

a) Klinické hodnoceni se bude provadét ve
Zdravotnickém zafizeni pod vedenim Zkousejiciho.
Zkousejici vyvine veskeré usili k dokonéeni Klinického
hodnoceni v¢as a odbornym zplisobem.

b) Zdravotnické zatizeni a ZkousSejici zajisti, aby
vSechny osoby, které jsou zapojeny do Klinického
hodnoceni a které jsou zaméstnanci, zastupci nebo

(xi) all laws, rules and regulations applicable to the
Study or the Study Drug in jurisdictions in which
Institution conducts the Study.

The foregoing subsections 2a (i) — (xi) are referred to
hereinafter as “Applicable Law”.

b) The Protocol describes the scope and nature of
the Study and full details of the clinical research
activities and responsibilities to be undertaken. All of
the terms and conditions of the Protocol are
incorporated herein and made apart of this
Agreement. To the extent there are any inconsistencies
between terms and conditions of this Agreement and
the Protocol, the terms and conditions of the Protocol
shall control with respect to clinical research activities,
and provisions of this Agreement shall control with
respect to all other issues.

c) Sponsor reserves the option to amend the
Protocol. If the Protocol amendment increases
significantly the Institution’s and/or Investigator’s
obligations, Institution and/or Investigator shall
estimate the potential costs of additional activities and
provide Sponsor/EastHORN with such estimate in
writing. Negotiation of costs of additional activities
shall not affect the immediate implementation of the
Protocol amendment upon obtaining the Ethics
Committee’s favorable opinion and State Institute for
Drug Control approval. Terms of payment may be
modified only by written annex to this Agreement.

3. INSTITUTION AND INVESTIGATOR

a) The Study will be performed in Institution
under the direction of Investigator. Investigator will
use his/her best efforts to complete the Study in
a timely and professional manner.

b) Institution and Investigator will ensure that all
persons who have involvement in the Study and who
are employees, agents or contractors of Institution
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dodavateli Zdravotnického zarizeni a/nebo
Zkousejiciho (dale jen ,Vyzkumni pracovnici“), mély
znalosti a zkuSenosti nezbytné k provadéni Klinického
hodnoceni a provadély ho presné, efektivné a rychle,
odborné  a kvalifikované. Zdravotnické zafizeni
a Zkousejici jsou ve vztahu k Vyzkumnym pracovnikiim
plné odpovédni za veskeré pracovni nebo smluvni
povinnosti a/nebo naroky Vyzkumnych pracovnikd.
Zkousejici odpovida za jednani a opomenuti jednat ze
strany Vyzkumnych pracovnikd stejné jako za sva
vlastni.

c) Zkousejici prohlasuje a zarucuje, Ze:

(i) jeho opravnéni kvykonu lékafské praxe je
platné;

(ii) jeho opravnéni k vykonu lékarské praxe nebylo

nikdy pozastaveno, zruseno ani jinak omezeno;

(iii) Zkousejici nebyl nikdy vyloucen z Ucasti na
klinickych  hodnocenich ani nebylo ze strany
vnitrostatnich, zahrani¢nich nebo mezinarodnich
regulacnich organd jinak omezeno jeho pravo klinicka
hodnoceni provadét;

(iv)
dobé vedeno zadné disciplinarni fizeni; Zkousejici nebyl
obvinén z trestnych ¢inG vedoucich k takovému Fizeni
av soucasné dobé ani neni predmétem Zddného

Ve vztahu ke Zkousejicimu neni v soucasné

Setfeni ze strany vnitrostatnich, zahranicnich nebo
mezinarodnich  regulacnich orgdnli ve vztahu
k vylouceni, pozastaveni nebo zakazu jeho ¢innosti;

(v) Pokud ve vztahu ke svému opravnéni
vykondvat lékarskou praxi nebo ke své zpusobilosti
provadét klinickd hodnoceni Zkousejici obdrzi
ozndmeni o jakémkoli disciplinarnim Fizeni nebo
o skutecnosti, Ze takové fizeni hrozi, neprodlené o tom
vyrozumi spole¢nost EastHORN. Po doruceni takového
ozndmeni nebo pokud se Zadavatel nebo spolecnost
EastHORN o takovém fizeni dozvi jinak, ma Zadavatel

and/or Investigator (“Research Personnel”) have the
knowledge and experience necessary to undertake the
Study and shall accurately, efficiently and expeditiously
perform the Study in a professional and competent
manner. Institution and Investigator shall be fully
responsible to Research Personnel for all employment
or contracting obligations and/or claims of Research
Personnel. Investigator shall be liable for actions and
omissions of Research Personnel as for his/her own
actions and omissions.

c) Investigator represents and warrants that:
(i) his/her medical license is in good standing;
(ii) his/her medical license has never been

suspended, revoked or otherwise restricted;

(iii) Investigator has never been disqualified or
otherwise had his/her right to conduct clinical studies
restricted by any national, foreign or international
regulatory authorities;

(iv) Investigator is not currently the subject of any
disciplinary actions; has not been charged with crimes
resulting in any such proceedings; and is not currently
under investigation by any national, foreign or
international regulatory authorities for debarment,
suspension or disqualification;

(v) If Investigator receives notice of any
disciplinary action or threat of action with respect to
Investigator’s medical license or ability to conduct
clinical studies, Investigator shall immediately notify
EastHORN. Upon receipt of such notice, or if Sponsor
or EastHORN otherwise becomes aware of such action,
Sponsor shall have the right to terminate the
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pravo ukonéit poskytovani sluzeb ze

Zkousejiciho dle této Smlouvy.

strany

(d)

ze:

Zdravotnické zafizeni prohlasuje a zarucuje,

(i) ma takova platna oprdavnéni a povoleni, ktera
mohou byt poZadovdna u poskytovatele zdravotni
péce;

(ii) ve Zdravotnickém zafizeni jsou k dispozici
pfislusnd zafizeni (v€etné veskerého vybaveni, avSak
s vyjimkou téch, ktera maji poskytnuta Zdravotnickému
zafizeni Zadavatelem, spolec¢nosti EastHORN nebo treti
osobou), kterd jsou nezbytna avhodnd k provadéni
Klinického hodnoceni;

(iii) Zdravotnické  zafizeni ma k dispozici
dostatecné zdroje k poskytovani neodkladné lékafské
péce subjektim v pFipadé nezédoucich pfihod (,AE“)
vyskytujicich se v priibéhu Klinického hodnoceni.

(e) Zdravotnické zafizeni a Zkousejici prohlasuji
a zarucuiji, Ze:

(i) Zdravotnické zafizeni a ZkousSejici nevyuzivaji
a nebudou vyuZivat sluzeb Zadné osoby, jejiz opravnéni
k vykonu lékarské praxe bylo pozastaveno, zruseno
nebo jinak omezeno;

(ii) Zdravotnické zafizeni a Zkousejici nevyuZivaji
a nebudou vyuZivat sluzeb zadné osoby, spolecnosti ani
organizace, které byly vylouceny z Ucasti na klinickych
hodnocenich nebo jejichz pravo provadét klinicka
hodnoceni bylo jinak omezeno vnitrostatnimi,
zahrani¢nimi nebo mezinarodnimi regula¢nimi organy;

(iii) Zdravotnické zarizeni a Zkousejici nevyuzivaji
a nebudou vyuZivat sluZzeb Zadné osoby, spole¢nosti ani
organizace, které jsou predmétem disciplinarnich
fizeni; byly obvinény ztrestnych ¢in vedoucich
k takovému fizeni; a jsou v soucasné dobé predmétem

Investigator’s performance of services under this
Agreement.

(d)

Institution represents and warrants that:

(i) has such current licenses and permits as may
be required for a healthcare provider;

(ii) the appropriate facilities (including any
equipment, but excluding those to be provided by
Sponsor, EastHORN or athird party to Institution)
necessary and adequate for conducting the Study are
available at Institution;

(iii) Institution is in possession of sufficient
resources to provide the subjects with emergency
medical care in the event of adverse events (“AE”)
occurring during the Study.

(e) Institution and Investigator represent and
warrant that:
(i) Institution and Investigator do not utilize and

will not utilize the services of any person whose
medical license has been suspended, revoked or
otherwise restricted;

(ii) Institution and Investigator do not utilize and
will not utilize the services of any person, company or
organization, which has been disqualified or otherwise
had rights to conduct clinical studies restricted by any
national, foreign or international regulatory
authorities;

(iii) Institution and Investigator do not utilize and
will not utilize the services of any person, company or
organization, which is the subject of any disciplinary
actions; has been charged with crimes resulting in any
such proceedings; and is currently under investigation
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Setfeni ze strany ndrodnich, zahrani¢nich nebo
mezinarodnich  regulacnich organli ve vztahu
k vylouleni, pozastaveni nebo zakazu jejich ¢innosti;

(iv) pokud se kdykoli po podpisu této Smlouvy
Zdravotnické zafizeni nebo Zkousejici dozvi, Ze jakakoli
osoba, spolec¢nost nebo organizace, jejichz sluzby
Zdravotnické zafizeni nebo Zkousejici vyuZili nebo
budou vyuZivat ve vztahu ke sluzbam, které maji byt
provadény podle této Smlouvy; jsou predmétem
jakychkoli disciplindrnich  fizeni; byly obvinény
z trestnych ¢ind vedoucich k takovému fizeni; nebo
jsou vsoucasné dobé predmétem Setfeni ze strany
vhitrostatnich, zahrani¢nich nebo mezindrodnich
regulacnich organu ve vztahu k vylouceni, pozastaveni
nebo zdkazu jejich ¢Cinnosti, pak otom Zdravotnické
zafizeni a Zkousejici neprodlené vyrozumi Zadavatele
nebo spolec¢nost EastHORN. Po doruceni takového
oznameni nebo pokud se Zadavatel nebo spolecnost
EastHORN o takovém fizeni dozvi jinak, ma Zadavatel
nebo spole¢nost EastHORN prdvo tuto Smlouvu
s okamzitou ucinnosti vypovédét;

(v) Zdravotnické zafizeni a ZkousSejici nejsou
v soucasné dobé vazani zddnou smlouvou, ktera by
znemoznovala plnéni povinnosti vyplyvajicich z této
Smlouvy. Zdravotnické zafizeni a Zkousejici neuzaviou
zadnou smlouvu, kterd by jakymkoli zplUsobem
omezovala schopnost poskytovat sluzby podle této
Smiouvy;

(vi)
v souvislosti dokonéenim Klinického hodnoceni zadné
vyhody nad ramec ujednani o odménovani uvedenych
v této Smlouve;

Zdravotnické zafizeni a Zkousejici neobdrzi

(vii) vSechny pfimé a nepfimé financni zajmy, které
ma Zdravotnické zafizeni a Zkousejici nebo kterykoli
zjejich feditell, matefskych nebo dcefinych
spolecnosti v jakychkoli subdodavatelskych smlouvach,
které maji byt vyuzivany Zdravotnickym zafizenim nebo

by any national, foreign or international regulatory
authorities for  debarment, suspension or
disqualification;

(iv) if at any time after execution of this
Agreement, Institution or Investigator becomes aware
that any person, company or organization whose
services Institution or Investigator has utilized or will
utilize with respect to the services to be performed
hereunder; is the subject of any disciplinary actions;
has been charged with crimes resulting in any such
proceedings; or is currently under investigation by any
national, foreign or international regulatory authorities
for debarment, suspension or disqualification,
Institution and Investigator shall immediately notify
Sponsor or EastHORN. Upon receipt of such notice, or
if Sponsor or EastHORN otherwise becomes aware of
such action, Sponsor or EastHORN shall have the right
to terminate this Agreement immediately;

(v) Institution and Investigator are currently not
under any agreement which would prevent from fulfilling
obligations under this Agreement. Institution and
Investigator will not enter into an agreement which
would in any way restrict the ability to provide services
under this Agreement;

(vi) Institution and Investigator shall not receive
any benefits from the completion of the Study beyond
the remuneration agreements herein;

(vii) all direct and indirect financial interests held
by Institution and Investigator or any of their principals,
parents or subsidiaries in any subcontracts to be
utilized by Institution or Investigator in the
performance and execution of this Agreement have
been disclosed to Sponsor/EastHORN.
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ZkouSejicim pfi plnéni a provadéni této Smlouvy, byly
sdéleny Zadavateli/spole¢nosti EastHORN.

4. POVINNOSTI

a) Zdravotnické zafizeni a Zkousejici se zavazuji
vykonavat veskerou praci dle této Smlouvy odbornéa s
naleZitou pédci v souladu s Platnymi pravnimi predpisy
a touto Smlouvou.

b) Zkousejici prohlasuje, Ze pred pouzitim
specifickych postupl Klinického hodnoceni u subjektu
je kazdému ztéchto subjektl podrobné vysvétlena

povaha, vyznam, dusledky arizika Klinického
hodnoceni.

c) Zkousejici opatfi od kazdého subjektu nebo
jeho zdkonného zastupce:

(i) fadné podepsany pisemny informovany
souhlas s Ucasti na Klinickém hodnocenti;

d) Zkousejici bude odpovidat za:

(i) jednani v souladu se vstupnimi/vylucovacimi

kritérii Protokolu ve vztahu k hodnotitelnym subjektim
ve Zdravotnickém zafizeni;

(ii) splnéni dohodnutych cili v oblasti naboru
subjektl, pokud neni Zadavatelem nebo spolecnosti
EastHORN pisemné sdéleno jinak;

(iii) informovani spolecnosti EastHORN o stavu
naboru subjektl véasnym zadavanim udajd (nejpozdéji
do 5 pracovnich dnd) do formuldfd pro zaznamy
subjektu hodnoceni (,,CRF“) a telefonicky nebo faxem;

(iv) jednani v souladu se zasadami Protokolu ve
vztahu ke kritériim pro ptreruseni nebo ukonceni Ucasti;

4. OBLIGATIONS

a) Institution and Investigator shall perform all
work required under this Agreement in a professional
and diligent manner in accordance with Applicable Law
and this Agreement.

b) Investigator represents that prior to any Study
specific procedures being performed on a subject, the
nature, significance, implications and risks of the Study
are explained in detail to each such subject.

c) Investigator shall obtain from each subject or
the subject’s legal representative:

(i) a properly executed written informed consent
for participation in the Study;

d) Investigator will be held accountable for:

(i) following Protocol inclusion/exclusion criteria
for evaluable subjects at Institution;

(ii) meeting agreed subject enrollment targets
unless advised otherwise in writing by Sponsor or
EastHORN;

(iii) informing EastHORN of the status of subject
enrollment by timely (not longer than five business
days) data entry into the Case Report Forms (“CRF”)
and by phone/fax;

(iv) following the Protocol rules for

discontinuation or stopping criteria;
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(v) presné hlaseni vysledkl Klinického hodnoceni
zpUsobem, ktery je uspokojivy pro Zadavatele
a spole¢nost EastHORN;

(vi) hlaseni zavaznych neZzadoucich ptihod (,SAE")
Zadavateli s pisemnou kopii pro spole¢nost EastHORN
do 24 hodin poté, co Zkousejici obdrzi informace
0z4avainé nezadouci prihodé, ato vsouladu
s aktudlnim znénim pokynd Protokolu a zasadami
spravné klinické praxe.

vii)  Zkousejici souhlasi s provedenim Odslepeni
subjektu (pokud to bude nutné) v pracovni dobé i mimo
pracovni dobu.

e) Zkousejici a/nebo studijni tym mohou byt pfizvani
k uacasti a zapojeni se do setkani/konferenci
tykajicich se klinické studie. Smluvni strany se
dohodly, Ze za ucast nebo zapojeni se do takovych
setkani/konferenci nebude ZkousSejicimu  ani
studijnimu  tymu poskytnuta Zadna dodatecna
odmeéna, ale bude-li to ucelné a ospravedInitelné,
spole¢nost EastHORN zajisti ZkousSejicimu a ¢lenlim
studijniho tymu pfimérené hotelové ubytovani,
obclerstveni a dopravu na a ze setkani/konference
nebo jim poskytne pfimérené nahrady na zakladé
doloZenych vydaji za hotelové ubytovani a dopravu.
Bude-li poZadovano, aby Zkousejici a/nebo studijni
tym plnili dalsi ukoly nad ramec Ukoll potfebnych
pro provedeni klinické studie, budou podminky a
povinnosti tykajici se poskytovani téchto sluzeb
predmétem samostatné smlouvy.

5. ZACHOVANi DUVERNOSTI
a) Zdravotnické  zafizeni  a ZkouSejici  bez
predchoziho  pisemného  souhlasu  Zadavatele

nezverejni a nepoutziji Zadné Udaje, zdznamy ani jiné
informace poskytnuté Zadavatelem, spolecnosti
EastHORN, nezavislymi dodavateli Zadavatele nebo od
nich ziskané v souvislosti s Klinickym hodnocenim nebo
vytvofené vjeho ramci azajisti, aby je Vyzkumni

(v) accurately reporting the Study results in
a manner satisfactory to Sponsor and EastHORN;

(vi) reporting Serious Adverse Events (“SAE”) to
Sponsor, with a written copy to EastHORN, within 24
hours after Investigator receives information about the
Serious Adverse Event according to the current
Protocol and Good Clinical Practice guidelines.

vii) Investigator agrees to perform Unblinding (if
required) of a patient during working hours and outside
of working hours.

e) Investigator and/or study team may be invited to
attend and participate in clinical trial
meetings/conferences. The Parties agree that no
additional remuneration will be provided to the
Investigator or the study team for attending or
participating in such meetings/conferences, but that, if
expedient and justifiable, EastHORN provides the
Investigator and the members of the study team with
adequate hotel accommodation, refreshments and
transport to and from the meeting/conference or
provide them with reasonable compensation on the
basis of documented hotel accommodation and
transport expenses. If the Investigator and/or study
team is required to perform tasks other than those
required to conduct the clinical trial, the terms and
obligations relating to the provision of these services
will be the subject of a separate contract.

5. CONFIDENTIALITY

a) Institution and Investigator shall not disclose
and use, and shall ensure that the Research Personnel
shall not disclose to any third party, or use for any
purposes other than for the performance of the Study,
any data, records or other information disclosed or
obtained from Sponsor, EastHORN, Sponsor’s
independent contractors in connection with the Study
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pracovnici neposkytli Zadné treti osobé ani je
nepouzivali k jinym ucellim nez k provadéni Klinického
hodnoceni (,Dlvérné informace “). Dlvérné
informace zahrnuji veskeré informace poskytnuté
Zadavatelem nebo spole¢nosti EastHORN nebo
vytvorené pro Zadavatele nebo spolecnost EastHORN,
vynalezy (jak jsou definovany v ¢lanku 14) a veskeré
Udaje shromdazidéné béhem Klinického hodnoceni,
zejména vysledky, Protokol a soubor informaci pro
Zkousejiciho, Hodnocené lécivo, technické informace
tykajici se Hodnoceného lé¢iva, Udaje z klinického
hodnoceni (jak jsou definovany vtéto Smlouvé),
informace o naboru subjektd vramci Klinického
hodnoceni, informace tykajici se stavu Klinického
hodnoceni, sdéleni pro regulacni organy a sdéleni
regulacnich organd, informace tykajici se regulatorniho
stavu Hodnoceného IéCiva, zprdvy, technické
a ekonomické informace, existenci nebo podminky
této nebo jinych smluv o klinickém hodnoceni se
Zadavatelem nebo spolecnosti EastHORN, strategie
obchodniho vyuziti a Klinického hodnoceni, obchodni
tajemstvi a know-how ptfimo ¢i neptfimo sdélené
Zadavatelem Zdravotnickému zafizeni nebo
Zkousejicimu, at uz pisemné, elektronicky, Ustné nebo
vizualnim prenosem, nebo informace vytvorené dle
této Smlouvy.

b) Zdravotnické zafizeni a Zkousejici se zavazuji
vynalozit veSkeré usili k zajisténi toho, aby Vyzkumni
pracovnici, jimZ jsou Duvérné informace sdéleny
v souladu s touto Smlouvou, byli vazani podminkami
pro zachovavani dlvérnosti a nepouzivani Davérnych
informaci, jak je stanoveno v této Smlouvé, a vyrozumi
vsechny Vyzkumné pracovniky, ktefi D0vérné
informace obdrZi, o jejich divérné povaze. Je-li sdéleni
Davérnych informaci tieti osobé nezbytné s ohledem
na sluzby, které maji byt poskytovany dle této Smlouvy,
pak Zdravotnické zafizeni a Zkousejici po obdrieni
pisemného souhlasu Zadavatele zajisti, aby tato osoba
byla vdzana povinnosti milcenlivosti a nepouzivani
dlvérnych informaci v souladu s ustanovenimi této
Smlouvy. Zdravotnické zafizeni a Zkousejici neprodlené

vyrozumi  Zadavatele  aspolecnost  EastHORN

or generated as a result of the Study without the prior
written  consent of Sponsor (“Confidential
Information”). Confidential Information includes all
information provided by Sponsor or EastHORN, or
developed for Sponsor or EastHORN, Inventions (as
defined in Section 14) and all data collected during the
Study, including without limitation results, the Protocol
and the investigator’s brochure, the Study Drug,
technical information relating to the Study Drug, Study
Data (as defined herein), Study enrollment
information, information relating to the status of the
Study, communications to and from regulatory
authorities, information relating to the regulatory
status of the Study Drug, reports, technical and
economic information, the existence or terms of this or
other Study agreements with the Sponsor or
EastHORN, commercialization and Study strategies,
trade secrets and know-how disclosed by Sponsor to
Institution or Investigator directly or indirectly,
whether in writing, electronic, oral or visual
transmission, or which is developed under this
Agreement.

b) Institution and Investigator agree to use their
best efforts to ensure that Research Personnel to
whom Confidential Information is disclosed in
accordance with this Agreement are bound by the
terms of confidentiality and non-use of Confidential
Information as set forth in this Agreement, and shall
advise all Research Personnel who receive Confidential
Information of the confidential nature of such
information. If disclosure of Confidential Information
to a third party is necessary with respect to the services
to be performed hereto, after obtaining the written
consent from Sponsor, Institution and Investigator
shall bound such party by obligations of confidentiality
and non-use of Confidential Information consistent
with provisions of this Agreement. Institution and
Investigator shall promptly notify Sponsor and
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o jakémkoli zvefejnéni Davérnych informaci v rozporu
s touto Smlouvou.

Povinnost zachovavat dlvérny charakter informaci se
nevztahuje na nasledujici pfipady:

(i) informace jsou jiz verejné pfistupné nebo se
stanou verejné pristupnymi, aniz by byla porusena tato
Smlouva (aviak svyjimkou Udaji z klinického
hodnoceni);

(ii) informace jsou jiz zndmy Zdravotnickému
zafizeni, Zkousejicimu a/nebo Vyzkumnym
pracovnikiim, jak prokazuji pisemné doklady (avsak
s vyjimkou Udajd z klinického hodnocenti);

(iii) informace, které jsou Zdravotnickému zatizeni,
Zkousejicimu  a/nebo  Vyzkumnym  pracovnikiim
sdéleny tfeti osobou opravnénou tyto informace
zptistupnit;

(iv) informace, jejichz sdéleni je poZadovano
organem statni spravy nebo prikazem pfislusného
soudu.

c) Davérné informace zlstavaji pouze a vyhradné
ve vlastnictvi Zadavatele ana pozddani budou
Zadavateli neprodlené vraceny. Zdravotnické zafizeni
a Zkousejici  vrati vSsechny Duvérné informace
zpfistupnéné nebo poskytnuté vramci Klinického
hodnoceni, aniz by si ponechali kopie, pozndmky nebo
vypisy, svyjimkou kopii, které jsou Zdravotnické
zatizeni nebo Zkousejici ze zdkona povinni uchovavat.

d) Zdravotnické zatizeni a Zkousejici potvrzuji, ze
informace jim poskytnuté v Protokolu a v souvislosti
s Hodnocenym léCivem neméli pred jejich poskytnutim
Zadavatelem nebo spolec¢nosti EastHORN k dispozici.

EastHORN of any disclosure of Confidential Information
in breach of this Agreement.

The obligation of non-disclosure shall not apply to the
following:

(i) information is already in the public domain or
becomes part of the public domain through no breach
of this Agreement (but excluding Study Data);

(ii) information is already known to Institution,
Investigator and/or Research  Personnel, as
demonstrated by written evidence (but excluding
Study Data);

(iii) information that is disclosed to Institution,
Investigator and/or Research Personnel by a third
party legally entitled to disclose such information;

(iv) information required to be disclosed to
a government authority or by order of acourt of
competent jurisdiction.

c) Confidential Information shall remain the sole
and exclusive property of Sponsor and shall be
promptly returned to Sponsor upon request.
Institution and Investigator shall return all Confidential
Information made available or provided as part of the
Study without retaining any copies, notes or extracts,
except for those copies required by laws to be retained
by Institution or Investigator.

d) Institution and Investigator acknowledge that
the information provided to them in the Protocol and
in regard to the Study Drug was not in their possession
prior to disclosure by Sponsor or EastHORN.
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e) Nic z toho, co je zde uvedeno, se nepovazuje
za udéleni prav ani licence Zdravotnickému zafizeni
nebo Zkousejicimu na zdkladé Davérnych informaci
nebo ve vztahu k nim.

f) Bez ohledu na to, zda bude tato smlouva
pred¢asné ukoncena nebo uplyne doba jeji platnosti,
povinnost mlcenlivosti dle této Smlouvy se uplatni po
dobu deseti (10) let ode Dne ucinnosti.

6. ZAMEZENi UPLATKARSTVi A KORUPCI

a) Zdravotnické zafizeni a Zkousejici ujednavaji,
Ze 7adné osobé ani subjektu, at jiz statnimu nebo
soukromému, nezaplati zZddnou penéZitou c¢astku ani
tuto nepfislibi ani neschvali, ani neposkytnou,
nepfislibi ani neschvali poskytnuti ni¢eho cenného
s cilem ziskat nebo si udriet obchodni pfilezitost,
zajistit si nepatficnou vyhodu nebo poskytnout
odmeénu za nepatficné plnéni funkce nebo vykonavani
¢innosti. Zdravotnické zafizeni a Zkousejici se dale
zavazuji, ze od Zzadné osoby ani subjektu, at jiz statniho
nebo soukromého, nepfijmou Zadné penézité plnéni
ani nic cenného s cilem zajistit nepatfi¢nou vyhodu pro
tuto osobu nebo subjekt.

b) Zdravotnické zafizeni a Zkousejici souhlasi, Ze
budou jednat v souladu s platnymi zdkony a pravnimi
predpisy upravujicimi potirani Uplatkarstvi a korupce

abudou poZadovat, aby tak wucinili iVyzkumni
pracovnici.
7. HODNOCENE LECIVO A PROSTREDKY KE

KLINICKEMU HODNOCENI

a) Zadavatel, spolecnost EastHORN nebo treti
osoby bezplatné poskytnou Zdravotnickému zafizeni
a Zkousejicimu pro ucely provadéni Klinického
hodnoceni dostate¢né mnoZstvi Hodnoceného |éciva
a pfipadné vybaveni a prostfedky ke Klinickému
hodnoceni (dale jen ,Prostredky “).

b) Zdravotnické zafizeni a ZkouSejici ujednavaji,
Ze omezi pristup k Hodnocenému lécivu tak, Ze bude

e) Nothing herein contained shall be deemed to
grant to Institution or Investigator any rights or licenses
under or to Confidential Information.

f) Notwithstanding any termination or expiration
of this Agreement, the obligations of confidentiality
hereunder shall expire ten (10) years from the Effective
Date.

6. ANTI-BRIBERY & ANTI-CORRUPTION

a) Institution and Investigator agree not to pay or
promise, or authorize the payment of any money, or
give, promise to give or authorize the giving of anything
of value to any person or entity, whether governmental
or private, in order to obtain or retain business, secure
improper advantage or reward the improper
performance of afunction or activity. Furthermore,
Institution and Investigator shall not receive any
money or anything of value from any person or entity,
whether governmental or private, in order to secure an
improper advantage to such person or entity.

b) Institution and Investigator agree and shall
require the Research Personnel to agree that they shall
comply with any applicable laws and regulations
relating to anti-bribery and anti-corruption.

7. STUDY DRUG AND STUDY MATERIALS

a) Sponsor, EastHORN or athird party will
provide Institution and Investigator, free of charge,
with sufficient amounts of the Study Drug and if
applicable, equipment and study materials
(“Materials”) for the purposes of the conduct of the
Study.

b) Institution and Investigator agree to limit
access to the Study Drug only to Research Personnel
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pristupné pouze Vyzkumnym pracovnikim, ktefi
budou pod ptfimou kontrolou Zkousejiciho zapojeni do
pouzivani Hodnoceného Iéciva, jak je zamysleno
Protokolem.

c) Za zachovavani a dokumentovani
odpovédného pfistupu k Hodnocenému  |écivu
v prostordch  Zdravotnického zafizeni v souladu
s Protokolem apoZadavky Zadavatele odpovida
Zkousejici.

d) Zkousejici bere na védomi, Ze Hodnocené

|éCivo je experimentalni povahy, a proto musi jednat
obezietné as primérenou péci a dodrzovat veskeré
pokyny tykajici se pouZziti Hodnoceného léciva (véetné
jakychkoli jeho derivatd), manipulace snim, jeho
bezpetného skladovani, prepravy, nakladani s nim
a jeho ochrany.

e) ZkousSejici bude Hodnocené |écivo uchovavat
anaklddat snim vsouladu se vSemi platnymi
vnitrostatnimi zdkony a pravnimi predpisy, vcetné
predpist upravujicich likvidaci nebezpecnych latek.

f) Zdravotnickému  zafizeni  a Zkousejicimu
budou poskytnuty nasledujici Prostfedky vyhradné pro
ucely Klinického hodnoceni: fotoaparat, mrazak -60°C
az -86°C a EKG.

g) Zdravotnické zafizeni a Zkousejici budou
jednat s pfimérenou péci av souladu s pokyny pro
pouzivani askladovani Prostfedkd. Zdravotnické
zafizeni a Zkousejici berou na védomi a ujednavaji, ze
platby mohou byt predmétem vzajemného zapocteni
v pfipadé nedbalého nakladani s poskytnutymi
Prostfedky ze strany Zkousejiciho a/nebo Vyzkumnych
pracovnikl, vcéetné nespravného pouZiti, poskozeni
nebo ztraty.

h) Hodnocené lécCivo a Prostfedky zUstavaji ve
vyhradnim vlastnictvi Zadavatele, dokud nebudou
podany nebo vydany subjektim v prabéhu Klinického
hodnoceni.

who, under Investigator’s direct control, will be
engaged in using the Study Drug as contemplated by
the Protocol.

c) It is the responsibility of Investigator to
maintain and document the Study Drug accountability
within the Institution’s premises according to the
Protocol and Sponsor’s requirements.

d) Investigator acknowledges that the Study Drug
is experimental in nature, and therefore shall exercise
prudence and reasonable care in, and comply with any
instructions regarding, the use, handling, secure
storage, transportation, disposition and containment
of the Study Drug, including any derivatives thereof.

e) Investigator will store and handle the Study
Drug in compliance with all applicable national laws
and regulations, including those governing disposal of
hazardous substances.

f) Institution and Investigator will be provided
with the following Materials solely for the purpose of
the Study: camera, freezer -60°C to -86°C and ECG.

g) Institution and Investigator shall exercise
reasonable care and comply with any instructions
regarding the use and storage of Materials. Institution
and Investigator understand and agree that payments
may be offset if Investigator and/or Research
Personnel are negligent with any Materials provided,
including misuse, damage or loss.

h) Study Drug and Materials shall remain the
exclusive property of Sponsor until administered or
dispensed to subjects during the course of the Study.
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i) Po dokonceni nebo ukonceni Klinického
hodnoceni budou veskerd nepouzitda Hodnocend léciva
a Prostiredky poskytnuté Zdravotnickému zafizeni
a Zkousejicimu Zadavatelem, spole¢nosti EastHORN
nebo treti osobou vraceny Zadavateli nebo spoleénosti
EastHORN.

8. LEKARNA

a) EastHORN je povinen provést iniciacni
navstévu povéreného farmaceuta prislusné lékarny
FN Plzen pred zahdjenim pftislusné studie. V rdmci
inicia¢ni  navstévy  musi byt povéfenému
farmaceutovi predany:

e veskeré informace nezbytné pro jeho
spoluti¢ast na tomto klinickém hodnoceni

Studijni dokumentace
pozadovana legislativou, Statnim dstavem
pro kontrolu I[éCiv nebo jinou regulaéni
autoritou (zejména souhrn protokolu, study
file, schvaleni SUKL a etickou komisi atd.)

e tzv. Delegation log, obsahujici seznam
vsech osob opravnénych zachazet s
hodnocenymi lécivymi pfipravky, jehoz
pfipadnou aktualizaci bude Zadavatel
nasledné povérenému farmaceutovi
oznamovat bez zbyte¢ného odkladu

e souvisejici

b) Zadavatel se zavazuje dorucovat fadné
oznacené zasilky hodnocenych lécivych pripravk( v
pracovni dny v dobé od 8:00 do 13:00 hodin a to
vyhradné po predchozi dohodé s povérenym
farmaceutem.

Dorucovaci adresa je:

Ustavni lékarna Fakultni nemocnice Plzen-Bory
Edvarda Benese 1128/13

30599 Plzen-Bory

Ceska republika

c) Do doby preddni studijniho l1éku na misto
klinického hodnoceni je povéfeny farmaceut

i) Upon completion or termination of the Study,
all unused Study Drug and Materials provided to
Institution and Investigator by the Sponsor, EastHORN
or athird party shall be returned to Sponsor or
EastHORN..

8. PHARMACY

a) EastHORN is obliged to make an initial visit
to the authorized pharmacist of the relevant
pharmacy of the University Hospital in Plzen before
the start of the relevant study. As part of the
initiation visit, the pharmacist in charge must be
given:
e any information necessary for his
participation in this clinical trial

e study-related documentation required by
legislation, the State Institute for Drug
Control or other regulatory authority
(especially the protocol summary, study file,
SUKL and ethics committee approval, etc.)

e so-called Delegation log containing list of all
persons authorized to handle investigational
medicinal products, the Sponsor
subsequently  notify the authorized
pharmacist of any possible updates without
undue delay

will

b) Sponsor undertakes to deliver properly labelled
consignments of investigational medicinal products
on working days from 8:00 am to 1:00 pm only after
prior agreement with the authorized pharmacist.

Shipment Address is:

Ustavni lékarna Fakultni nemocnice Plzefi-Bory
Edvarda Benese 1128/13

305 99 Plzen-Bory

Ceska republika

c) Until the study drug is delivered to the
clinical trial site, the authorized pharmacist shall be
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odpovédny za kontrolu zachazeni s hodnocenym
|é¢ivym pFipravkem podle zdsad spravné Iékarenské
praxe a pokyn( EastHORN véetné vedeni prislusné
dokumentace.

d) Zadavatel se zavazuje uhradit sluzby
povéfeného farmaceuta na zdkladé prikazné
evidence jednotlivych provedenych uUkond, vedené
povéfenym farmaceutem. Platby za sluzby lékarny
musi byt oddéleny od ostatnich plateb ve studii.

e) Zadavatel se zavazuje po ukonceni klinického
hodnoceni  odebrat  nespotiebovand  baleni
hodnocenych lé¢ivych ptipravkd na vlastni naklady
zpét. Lékarna nezajistuje likvidaci téchto léciv ani
administrativu s ni souvisejici.

f) Zadavatel je povinen zajistit splnéni vyse
uvedenych podminek i v pfipadé, Zze komunikaci s
povéfenym farmaceutem nebo provadénim casti
Ukonl v rdmci klinického hodnoceni (dodavky,
monitoring atd.) povéfi jiny subjekt. Za Gcelem
snizeni organizacnich a zdravotnich rizik je Zadavatel
povinen kaidy takovy subjekt o konkrétnich
dohodnutych podminkach prokazatelné informovat.

g) Zadavatel bude zodpovédny za doruceni na
adresu podle mista centra, kde bude studie probihat
a oznadi ji jménem odpovédného farmaceuta.

9. PLATBY

a) Schvélené platby za Klinické hodnoceni
a souvisejici  sluzby, které maji byt poskytovany
Zdravotnickému zafizeni, jsou uvedeny v ,Pfiloze A“.
Platby uvedené v Pfiloze A zahrnuji vSechny pfislusné
rezijni  naklady, které maji byt uhrazeny
Zdravotnickému zatizeni, Zkousejicimu a Vyzkumnym
pracovnikim vramci Klinického hodnoceni nebo
v souvislosti s nim.

responsible for monitoring of the investigational
medicinal product handling in accordance with the
principles of good pharmacy practice and the
EastHORN’s instructions, including keeping of
relevant documentation.

d) Sponsor undertakes to reimburse the
services of an authorized pharmacist based on the
conclusive records of all performed operations, kept
by the authorized pharmacist. Payments for
pharmacy services must be separated from other
payments in the study.

e) Sponsor undertakes to take back all unused
packages of investigational medicinal products at its
own expense after completion of the clinical trial.
Pharmacy does not ensure neither disposal of these
drugs nor administration related to it.

f) Sponsor is obliged to ensure that all above
conditions are met even if another entity entrusts
the communication with the authorized pharmacist
or performs part of the tasks within the clinical trial
(delivery, monitoring, etc.). In order to reduce
organizational and health risks, Sponsor is obliged to
demonstrably inform each such entity of the specific
agreed conditions.

g) Sponsor shall be responsible for delivery to
the address according to the location of the centre
where the study will be conducted and shall mark it
by the responsible pharmacist’s name.

9. PAYMENTS

a) The approved payments for the Study and
related services to be conducted by Institution, are
stated herein in the “Exhibit A”. The payments noted
in the Exhibit A include all applicable overheads due to
Institution, Investigator and Research Personnel as
result of or in connection with the Study.
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b) Platby = budou  provadény  spolecnosti
EastHORN oproti fakturdm vystavenym ze strany
Zdravotnického zafizeni. Zadavatel a EastHORN nesou
plnou finanéni odpovédnost za platby uréené
Zdravotnickému zafizeni.

c) Platby zavisi na provadéni postupl plné
v souladu s Protokolem a touto Smlouvou, jakoZ ina
v€asném (do péti pracovnich dn(ll) a uspokojivém
predloZeni Uplnych a spravnych udaji ve formularich
pro zaznamy subjektll hodnoceni (déale jen ,CRF“).
Zdravotnickému zafizeni nebude poskytnuta odména
za Zzadného Pacienta zapojeného do Klinického
hodnoceni, ktery byl do Klinického hodnoceni zafazen
bez Fadné vyplnéného a podepsaného formulare
informovaného souhlasu (dale jen ,ICF“), za Zadny
randomizovany subjekt, ktery nespliuje kritéria
zarazeni/vylouceni, ani za Zadného Pacienta
zapojeného do klinického hodnoceni, jehoZ ucast je
povaZzovdana za poruseni Protokolu nebo této Smlouvy.
Platby za c¢astecné dokoncené pfipady, tj. pfipady
pred¢asného ukoncéeni ucasti, budou uhrazeny
pomérnym dilem za poskytnuté sluzby v souladu
s Pfilohou A.

d) Zdravotnické zafizeni ujedndvd, Ze Castky
vyplacené podle této Smlouvy predstavuji redlnou trzni
hodnotu sluZeb, které maji byt poskytovany na jejim
zakladé. Zadné castky vyplacené na zakladé této
Smlouvy nemaji byt nabidkou ani platbou ve vztahu
k jakékoli vyslovné nebo implicitni dohodé o koupi,
predepisovani, doporucovani nebo poskytovani
zvyhodnéného reZzimu  preskripce v souvislosti
s jakymikoli l1éCivy, prosttedky, produkty nebo sluzbami
Zadavatele, ani tak nebudou vykladany.

e) Zdravotnické zatizeni a Zkousejici ujednavaji
ajsou srozuméni stim, Ze po Zadném Subjektu
hodnoceni ani Zadné tieti osobé nebudou zadat Uhradu
za Hodnocené IéCivo, jiné predméty nebo sluzby
dodavané nebo poskytované v souvislosti s Klinickym

hodnocenim Zadavatelem nebo prostfednictvim
spolec¢nosti EastHORN.
f) Zdravotnické zafizeni a Zkousejici potvrzuji

a jsou srozuméni s tim, Ze Zadavatel zverejni povahu

b) The payments will be executed by EastHORN,
upon invoicing by Institution. Sponsor and EastHORN
hold full financial responsibility for payments for
Institution.

c) Payments are dependent upon the
performance of procedures in full compliance with the
Protocol and this Agreement, as well as the timely
(within five business days) and satisfactory submission
of complete and correct data on the Case Report Forms
(“CRF”). Institution will not be compensated for any
Study patient who was entered into the Study without
a properly executed informed consent form (“ICF”);
arandomized subject who does not meet the
inclusion/exclusion criteria; or a Study patient that is
deemed violations of the Protocol or this Agreement.
Payments for partially completed cases, i.e. early
withdrawals, shall be made on a pro-rata basis for
services performed according to Exhibit A.

d) Institution agrees that the amounts being paid
under this Agreement constitute the fair market value
of the services to be provided hereunder. No amounts
paid under this Agreement are intended to be for, nor
shall they be construed as, an offer or payment for any
explicit or implicit agreement to purchase, prescribe,
recommend, or provide afavorable formulary status
for any drugs, devices, products or services of Sponsor.

e) Institution and Investigator understand and
agree that they shall not bill any Study subject, or any
third party for the Study Drug, other items or services
furnished or covered by Sponsor or through EastHORN
in connection with the Study.

f) Institution and Investigator understand and
acknowledge, and shall ensure that Research
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vztahu zaloZzeného touto Smlouvou, vcetné
podrobnosti tykajicich se jakychkoli dhrad a prevodi
hodnot (véetné cennych predmétl nepenéini povahy)
ze strany Zadavatele nebo spole¢nosti EastHORN, jak
doporuceno nebo vyzadovano dle Platnych zakond,
a zajisti, aby to potvrdili a vzali na védomi i Vyzkumni
pracovnici.  Zdravotnické  zafizeni  a ZkouSejici
ujedndvaji, Ze Zadavateli poskytnou veskeré informace
potfebné pro splnéni téchto pozadavk( na zjistovani
udajl a podavani zprav.

10. UCHOVAVANI zAzNAMU

a) Zdravotnické zafizeni a ZkousSejici ujednavaji,
Ze budou vyhotovovat auchovdvat uplné, presné
a Citelné zdrojové dokumenty, regulaéni dokumenty
a dalsi dokumenty ke Klinickému hodnoceni tykajici se
nakladani s Hodnocenym lécivem alécby Subjektl
hodnoceni  (v€etné viech Udaja  z klinického
hodnoceni), jak je vyzadovano dle Platnych pravnich
predpist a Protokolu. Zdravotnické zafizeni
a Zkousejici ujedndvaji, Ze budou uchovavat kopie

vSsech téchto dokumentll alespon po dobu
vyzadovanou dle Platnych pravnich predpisd
a dokumentaci tykajici se Klinického hodnoceni

nejméné patnact (15) let po dokonceni nebo ukonceni
Klinického hodnoceni.

b) Pfed znicenim jakékoli dokumentace ke
Klinickému hodnoceni jsou Zdravotnické zatizeni
a/nebo Zkousejici povinni si obstarat pisemné povoleni
Zadavatele. V pfipadé ndhodné ztraty nebo zniceni
jakékoli dokumentace ke Klinickému hodnoceni bude
Zdravotnické zafizeni a/nebo Zkousejici kontaktovat
Zadavatele. Zdravotnické zafizeni a/nebo Zkousejici
Zadavatele rovnéZz vyrozumi v pfipadé zaméru
premistit nebo presunout zdznamy ke Klinickému
hodnoceni na jiné misto, neZ je uvedeno v predlozené
dokumentaci ke Klinickému hodnoceni.

11. MONITOROVANI, AUDITY A INSPEKCE

a) Zdravotnické zafizeni a ZkousSejici budou
spolupracovat se Zadavatelem, spole¢nosti EastHORN
a dalsSimi spole¢nostmi povéfenymi Zadavatelem, jakoz

Personnel understand and acknowledge, that Sponsor
shall disclose the nature of the relationship
contemplated by this Agreement, including details
pertaining to any payment or transfers of value
(including non-monetary items of value) made by
Sponsor or EastHORN as may be advisable or required
under Applicable Law. Institution and Investigator
agree to provide Sponsor with any information needed
to fulfill such tracking and reporting requirements.

10. RECORD RETENTION

a) Institution and Investigator agree to prepare
and retain complete, accurate and legible source
documents, regulatory documents and other Study
documents relating to the disposition of the Study Drug
and the treatment of Study subjects (including all Study
Data) as required according to Applicable Law and
Protocol. Institution and Investigator agree to maintain
a copy of all such documents for at least the period of
time required by Applicable Law and the
documentation related to the Study for at least fifteen
(15) years following completion or termination of the
Study.

b) Institution and/or Investigator must obtain
written permission from Sponsor prior to the
destruction of any Study documentation. Institution
and/or Investigator will contact Sponsor in the event of
accidental loss or destruction of any Study
documentation. Institution and/or Investigator will
also inform Sponsor in case of the intent relocate or
move the Study files to alocation other than that
specified in the submitted Study documentation.

11. MONITORING, AUDITS AND INSPECTIONS

a) Institution and Investigator shall cooperate
with Sponsor, EastHORN and other companies
authorized by Sponsor, as well as with national, foreign
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is vnitrostatnimi, zahrani¢nimi a mezinarodnimi
regulacnimi organy pfi jejich Usili provadét monitoring,
audity nebo inspekce provadéni Klinického hodnoceni
ve Zdravotnickém zafizeni, a to v prlbéhu Klinického
hodnoceni ipo jeho dokonéeni nebo ukonceni.
Zdravotnické zatizeni a Zkousejici umozZni Zadavateli,
spolecnosti EastHORN a povérenym zastupclm vyse
uvedenych subjekt(:

(i) pfimy, snadny a bezplatny pfistup béhem
béziné pracovni doby k dokumentaci ke Klinickému
hodnoceni, zdrojovym dokumentlim, vybaveni
a zafizenim pouzivanym pfi provadéni Klinického
hodnoceni;

(ii) provést kontrolu vsech udajli a vysledk( prace
souvisejicich s Klinickym hodnocenim a opatfit jejich
kopie;

(iii) pristup k Vyzkumnym pracovnikdm, mimo jiné
i ke Zkousejicimu a pfipadnym spoluzkousejicim.

b) V prfipadé, Ze Zdravotnické zafizeni a/nebo
Zkousejici obdrzi oznameni otom, Ze tito budou
v souvislosti s Klinickym hodnocenim predmétem
inspekce  nebo auditu ze strany kteréhokoli
vnitrostatniho, zahrani¢niho nebo mezinarodniho
regulatniho orgadnu, vyrozumi otom pisemné
Zadavatele a spolecnost EastHORN bez zbytecného
odkladu (a v kazdém pripadé do 24 hodin od takového
oznameni). V pfipadé, Ze Zdravotnické zafizeni a/nebo
Zkousejici predchozi pisemné oznameni o vyse
uvedené inspekci nebo auditu neobdrZi, vyrozumi
Zadavatele a spole¢nost EastHORN co nejdfive poté, co
se o takové inspekci nebo auditu dozvi. Zdravotnické
zafizeni a/nebo Zkousejici neprodlené poskytne
Zadavateli a spolecnosti EastHORN kopie veskerych
materidld ke Klinickému hodnoceni, externi
korespondence, prohlaseni, formular(d azaznamd,
které Zdravotnické zatizeni a Zkousejici obdrzi, ziskaji
nebo vytvori na zdkladé takové inspekce nebo auditu,
véetné toho, Ze Zadavateli a spolecnosti EastHORN
poskytne priméfenou moZnost se predem vyjadrit
k jakymkoli prohlasenim a korespondenci ze strany
Zdravotnického zafizeni nebo Zkousejiciho

and international regulatory authorities in their efforts
to monitor, audit or inspect the Study conduct at
Institution, during the course of the Study and after its
completion or termination. Institution and Investigator
shall permit Sponsor, EastHORN and authorized
representatives from the aforesaid entities to:

(i) have direct, easy and free of charge access,
during normal business hours to the Study
documentation, source documents, equipment and
facilities used for the conduct of the Study;

(ii) inspect and copy all data and work products
related to the Study;

(iii) have access to Research Personnel, including
without limitation to Investigator and any sub-
Investigators.

b) In the event Institution and/or Investigator
receive notice that Institution and/or Investigator shall
be the subject of an inspection or audit by any national,
foreign or international regulatory authority in
connection with the Study, Institution or Investigator
shall notify Sponsor and EastHORN immediately (and in
any event within 24 hours of such notice) in writing. In
the event Institution and/or Investigator do not receive
prior notice of aforesaid inspection or audit, Sponsor
and EastHORN shall be notified as soon as possible
after receiving knowledge of such inspection or audit.
Institution and/or Investigator will provide Sponsor
and EastHORN immediately with copies of all Study
specific materials, external correspondence,
statements, forms and records that Institution or
Investigator receives, obtains or generates pursuant to
any such inspection or audit, including providing
Sponsor and EastHORN with a reasonable opportunity
to comment in advance on any statements and
correspondence generated by Institution or
Investigator to the regulatory authority and provide
Sponsor with copies of the final responses. Institution
and/or Investigator shall permit Sponsor to be present
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adresovanym  regulaénimu  organu, a poskytne
Zadavateli kopie findlni verze odpovédi. Zdravotnické
zafizeni a/nebo Zkousejici umozni Zadavateli, aby byl
v pribéhu takové navstévy pritomen nebo zastoupen.
Zdravotnické zafizeni vynalozi primérené Usili
k vy¢lenéni véech Davérnych informaci (véetné Udajd
z klinického hodnoceni), které nemusi byt pfi téchto
kontrolach zverejnény, a tyto nezverejni.

c) Zdravotnické zafizeni a ZkousSejici neprodlené
napravi vSechna pochybeni zjisténd béhem inspekce
nebo auditu, jakoZ ivsechny polozky, unichz bylo
zjiSténo, Ze nejsou v souladu s Protokolem, zasadami
spravné klinické praxe nebo povinnostmi podle této
Smlouvy.

12. ODSKODNENi, ODPOVEDNOST A POJISTENI

a) Zadavatel aspolec¢nost EastHORN nenesou
odpovédnost za Zadné ztraty nebo naroky tfetich osob
vzniklé v disledku nedbalosti, zamérného
protipravniho jednani nebo poruseni této Smlouvy ze
strany Zdravotnického zatizeni, Zkousejiciho nebo
Vyzkumnych pracovnikl  a Zdravotnické zafizeni
a Zkousejici Zadavatele a spoleé¢nost EastHORN za vyse
uvedené odskodni a zprosti odpovédnosti.

b) Zdravotnické zafizeni a Zkousejici se zavazuiji:

(i) neprodlené informovat spolecnost EastHORN
a Zadavatele o jakémkoli jednani nebo nedbalosti,
které mohou vést knarokim vici Zadavateli
a spole¢nosti EastHORN, Zdravotnickému zafizeni,
ZkousSejicimu  nebo  Vyzkumnym  pracovnikim
v souvislosti s Klinickym hodnocenim, nebo o vzneseni
takového naroku;

(ii) plné spolupracovat se Zadavatelem a/nebo
spolecnosti EastHORN na stanoveni opatieni ve vyse
uvedenych pfipadech a nepftijimat zadné kroky, které
by mohly poskodit zajmy Zadavatele nebo spole¢nosti
EastHORN.

c) Klinické hodnoceni bude kryto pojisténim
obcanskopravni odpovédnosti Zkousejiciho

or represented during any such visit. Institution will
make reasonable efforts to separate, and not disclose,
all Confidential Information (including Study Data) that
is not required to be disclosed during any such
inspections.

c) Institution and Investigator shall promptly
correct all errors identified during any inspection or
audit, as well as any items that are identified as being
non-compliant with the Protocol, Good Clinical Practice
guidelines or obligations under this Agreement.

12. INDEMNITY, LIABILITY AND INSURANCE

a) Sponsor and EastHORN shall not be
responsible for, and Institution and Investigator shall
indemnify, defend and hold Sponsor and EastHORN
harmless from any loss or third party claim resulting
from Institution, Investigator or Research Personnel’s
negligence, willful misconduct, or their breach of this
Agreement.

b) Institution and Investigator undertake to:

(i) notify EastHORN and Sponsor promptly of any
action or negligence which can result in claims against
Sponsor, EastHORN, Institution, Investigator or
Research Personnel, in relation to the Study, or of filing
of such claim;

(ii) fully cooperate with Sponsor and/or EastHORN
to determine the actions in the cases referred to above,
and take no action that could harm the interests of
Sponsor or EastHORN.

c) The Study shall be covered by the insurance of
the Investigator’s and Sponsor’s civil responsibility
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a Zadavatele v souladu s Platnymi pravnimi predpisy.
Doklad o takovém pojisténi je k dispozici na vyZzadani.

13. DATA A ZPRAVY

Veskeré udaje, zpravy, dotazy a dalSi poZadované
informace budou Zdravotnické zatizeni a Zkousejici
predkladat vcas dle pozadavkd Protokolu a pisemnych
pokyn( Zadavatele/spole¢nosti EastHORN. Zadavateli
budou udaje poZadované dle Protokolu poskytnuty
prostfednictvim formulafli pro zaznamy subjektu
hodnoceni, (,CRF“) vsouladu sharmonogramem
sdélenym spolecnosti EastHORN/Zadavatelem. Tyto
udaje zahrnuji data obsazena ve formulatich CRF (nebo
jejich obdobé) nebo v elektronickych zdznamech dat,
jakoz ijakékoli jiné dokumenty nebo materialy, které
byly vytvoreny pro Klinické hodnoceni a které maji byt
predloZeny Zadavateli nebo jeho zastupci (dale
spole¢né jako ,Udaje zklinického hodnoceni®).
Zdravotnické zafizeni a Zkousejici zajisti presné, uplné
a v€asné shromazdovani, zaznamenavani
a predkladani  Udaja z klinického hodnoceni.
Vyhradnim vlastnikem v$ech Udaji z klinického
hodnoceni je Zadavatel, svyhradou ptipadného
zveiejnéni Udajd z klinického hodnoceni dle ¢l. 13.
Zdravotnické zafizeni aZkousejici timto kaidy
jednotlivé postupuji Zadavateli vSechna sva prava,
opravnéni a naroky ve vztahu k Udajiim z klinického
hodnoceni, véetné prav dusevniho vlastnictvi.

14. PUBLIKOVANI

a) Veskeré Udaje a vysledky vyplyvajici z realizace
Klinického hodnoceni se povazuji za
informace anesmi byt pouzZity kobchodnimu
prospéchu Zdravotnického zafizeni, Zkousejiciho nebo
Vyzkumnych pracovnika.

Dlvérné

b) Z4adné udaje vyplyvajici z Klinického hodnoceni
nebudou Zdravotnickym zafizenim, Zkousejicim ani
Vyzkumnymi pracovniky Zaddnou formou ani v médiich
publikovany bez predchoziho pisemného souhlasu
Zadavatele.

according to the Applicable Law. Proof of such
insurance is available upon request.

13. DATA AND REPORT

All data, reports, queries, and other requested
information shall be submitted in a timely manner by
Institution and Investigator as required by the Protocol
and written instructions provided by
Sponsor/EastHORN. Sponsor will be provided with the
data called for in the Protocol via the Case Report
Forms (“CRF”) in accordance with the schedule
communicated by EastHORN/Sponsor. Such data
includes what is contain in the CRFs (or their
equivalent) or electronic data records, as well as any
other documents or materials created for the Study
and required to be submitted to Sponsor or its agent
(collectively, “Study Data”). Institution and
Investigator will ensure accurate, complete and timely
collection, recording, and submission of Study Data.
Subject to any publication of Study Data in accordance
with Section 13, Sponsor is the exclusive owner of all
Study Data. Each of Institution and the Investigator
hereby assigns to Sponsor all of its rights, title and
interest, including intellectual property rights, to all
Study Data.

14. PUBLICATION

a) All data and results arising out of the
performance of Study shall be considered Confidential
Information and shall not be used for the commercial

benefit of Institution, Investigator or Research
Personnel.
b) Any and all data resulting from the Study will

not be presented or published in any form or media by
Institution, Investigator or Research Personnel without
the prior written consent of Sponsor.
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15. DUSEVNI VLASTNICTVi

a) Jakékoli vyndlezy nebo objevy (at uZ
patentovatelné nebo ne), inovace, objevy, technologie,
Udaje z klinického hodnoceni, informace, koncepce,
navrhy, napady, vysledky prace, vysledky a zpravy
ucinéné, vyvinuté, uvedené do praxe v duUsledku
realizace  Klinického hodnoceni nebo ucinéné
s pouZitim Hodnoceného |éCiva nebo DUvérnych
informaci  Zdravotnickym zafizenim, ZkouSejicim
a/nebo Vyzkumnymi pracovniky v pribéhu Klinického
hodnoceni (dale spolecné ,Vyndlezy “) budou
neprodlené sdéleny Zadavateli astanou se, budou
azlstanou pouze avyluéné jeho majetkem.
Zdravotnické zafizeni aZkousSejici timto prevadéji
a postupuji (a zajisti, Zze tak ucini ivSichni Vyzkumni
pracovnici) veskera prava ktakovym Vynalezlim
a souvisejici naroky a podily a vSechna prava dusevniho
vlastnictvi k témuz ve prospéch Zadavatele, a to prosta
vSech zastavnich prav, néarok( a zatizeni tak, aby
Zadavatel byl vyhradnim ajedinym vlastnikem
Vynalezd a mél moznost je chréanit, pouzivat nebo
s nimi nakladat dle svého uvazeni.

b) Pravo a mozZnost dle svého uvazeni zahdjit
a Ucastnit se fizeni o patentové prihlasce svym jménem
a na své naklady ve vztahu k Vyndlezm ma nélezet
pouze Zadavateli. Zdravotnické zafizeni a Zkousejici na
zadost Zadavatele prijmou takova opatfeni (a zajisti, ze
tak ucini iVyzkumni pracovnici), kterda Zadavatel
povazuje za nezbytna nebo vhodnd k zajisténi svého
vyhradniho vlastnictvi tohoto majetku ak ziskani
patentu nebo jiné ochrany ztitulu prav dusevniho
vlastnictvi jménem Zadavatele ve vztahu kvyse
uvedenému. Povinnost Zdravotnického zafizeni
a Zkousejiciho poskytnout Zadavateli soucinnost pfi
ziskavani a uplatiovani prav k Vyndlezim pretrvava
i po predcasném ukonceni nebo uplynuti doby trvani
této Smlouvy. Zdravotnické zafizeni a Zkousejici budou
spolupracovat se Zadavatelem a budou mu poskytovat
soucinnost tim, Ze vyhotovi (a zajisti, aby jejich
pracovnici vyhotovili) vSechny dokumenty primérené
nezbytné k zajiSténi azachovdani vlastnickych prav
Zadavatele k Vynalezim na naklady Zadavatele.

15. INTELLECTUAL PROPERTY

a) Any inventions or discoveries (whether
patentable or not), innovations, discovery, technology,
Study Data, information, concept, suggestions, ideas,
work product, results and reports made, developed,
reduced to practice as a result of conducting the Study,
or made using the Study Drug or Confidential
Information, by Institution, Investigator and/or
Research Personnel during the course of the Study
(collectively, “Inventions”) shall be promptly disclosed
to Sponsor and shall become, be and remain the sole
and exclusive property of Sponsor. Institution and
Investigator hereby transfer and assign and shall
ensure that all Research Personnel transfer and assign
all right, title, and interest in and to such Inventions and
all intellectual property rights with respect thereto, to
Sponsor, free and clear of all liens, claims, and
encumbrances, so that Sponsor shall have the exclusive
and absolute ownership of the Inventions and shall be
free to protect it, use it or dispose of it as it pleases.

b) Only Sponsor shall have the right and
possibility, at its election, to file and pursue any patent
application procedure in its own name and at its own
expense with respect to the Inventions. Upon
Sponsor's request, Institution and Investigator shall
take (and will cause Research Personnel to take) such
actions as Sponsor deems necessary or appropriate to
perfect Sponsor’s exclusive ownership of such property
and obtain patent or other proprietary protection in
Sponsor's name with respect to any of the foregoing.
The obligation of Institution and Investigator to assist
Sponsor in obtaining and enforcing rights in Inventions
shall continue beyond the termination or expiration of
this Agreement. Institution and Investigator shall
cooperate and assist Sponsor by executing, and causing
its personnel to execute, all documents reasonably
necessary for Sponsor to secure and maintain
Sponsor’s ownership rights in Inventions at Sponsor’s
expense.
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c) Vyhradnim vlastnikem Hodnoceného léciva je
a zlistdva Zadavatel. Fyzické prevzeti Hodnoceného
|é¢iva dle této Smlouvy a/nebo drieni ¢&i uZivani
Hodnoceného |é¢iva  Zdravotnickym  zafizenim
a Zkousejicim nepredstavuje prodej ani pronajem, ani
nabidku k prodeji ¢i pronajmu Hodnoceného Iéciva ani
jiny prevod vlastnického prava k Hodnocenému lécivu,
ani tak nebude vykladan.

d) Veskera technickd, administrativni a klinicka
data, vcetné formuldfd pro zdznamy subjektu
hodnoceni (dale , CRF“), zdrojové dokumenty (napf.
grafy tykajici se pacientl a poznamky lékard) a dalsi
informace, interpretace, hodnoceni, prezentace,
posouzeni a analyzy téchto dat, vysledk(, zaznam(
ainformaci vzniklé, vyhotovené nebo vytvorené
v souvislosti s Klinickym hodnocenim budou Zadavateli
sdéleny bez zbytecného odkladu a v plném rozsahu na
vyzadani. VSechny tyto informace, svyjimkou
lékarskych  zdznam( pacienta, jsou majetkem
Zadavatele a mohou jim byt volné vyuzivany jakymkoli
zvolenym zpUsobem v souladu se zakonem.

e) Zadavatel ani spole¢nost EastHORN
neprevedou plnénim této Smlouvy ani jinym zplsobem
na Zdravotnické zafizeni, Zkousejiciho ani Vyzkumné
pracovniky Zadnda patentova prdva, autorska prava ani
jiné majetkové ani vlastnické pravo Zadavatele.

16. 0SOBNi UDAIJE

a) Zkousejici potvrzuje aje srozumén stim, Ze
poskytnuti jeho osobnich Udaji Zadavateli, zejména
pak identifikacnich udajd, kontaktnich Gdajl, udajl
tykajicich se jeho profesni cinnosti, finan¢nich
informaci, a zpracovani téchto Udaji Zadavatelem je
nezbytné pro plnéni dle této Smlouvy. Poskytnuti vyse
uvedenych osobnich Udajl je podminkou pro uzavreni
této Smlouvy.

b) Zkousejici potvrzuje, Ze jeho osobni udaje
mohou byt sdéleny jakymkoli vnitrostatnim,
zahrani¢nim nebo mezinarodnim regula¢nim organtm
a Etické komisi za Ucelem dodrZeni vSech platnych

c) Study Drug is and shall remain the sole
property of Sponsor. The transfer of physical
possession of the Study Drug hereunder, and/or the
possession or use of the Study Drug by Institution and
Investigator, shall neither constitute nor be construed
as a sale, lease, or offer to sell or lease the Study Drug
or other transfer of title in or to the Study Drug.

d) All technical data, administrative data and
clinical data, including Case Report Forms (“CRF”),
source documents (such as patients’ charts and
physicians’ notes), and other information,
interpretations, evaluations, presentations, appraisals
and analyses of such data, results, records and
information conceived, developed or generated in
connection with the Study will be promptly and fully
disclosed to Sponsor wupon request. All such
information, but excluding patient’s medical records, is
Sponsor’s property and may be freely utilized by
Sponsor in any manner desired in accordance to law.

e) Neither Sponsor nor EastHORN shall transfer
to Institution, Investigator or Research Personnel by
operation of this Agreement or by any other means any
patent right, copyright or other proprietary or property
right of Sponsor.

16. PERSONAL DATA

a) Investigator acknowledges and understands
that providing Sponsor with his/her personal data,
including but not limited to identification data, contact
details, details relating to his/her professional
activities, financial information and processing of such
data by Sponsor is necessary for the performance
under this Agreement. Aforesaid personal data must be

provided as arequirement to enter into this
Agreement.
b) Investigator acknowledges that his/her

personal data may be disclosed to any national, foreign
or international regulatory authorities and Ethics
Committee in order to comply with any applicable legal
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zakonnych nebo regulacnich pozadavkd tykajicich se
provadeéni klinickych hodnoceni.

c) Zdravotnické zafizeni a ZkouSejici ujednavaji,
Ze zverejni nazev Zdravotnického zafizeni na

internetovych strankdch www.clinicaltrials.gov.

17. DOBA TRVANi A UKONCENi SMLOUVY

a) Doba trvani této Smlouvy zacind Dnem
ucinnosti a trva az do doby, kdy budou dosazeny cile
Klinického hodnoceni avsSechny dotazy Zadavatele
a spolecnosti EastHORN budou fadné zodpovézeny,
pokud nebude v souladu se zde uvedenym ukoncena
drive.

b) Tato Smlouva nabyva ucinnosti az po jejim
zverejnéni v registru smluv v souladu se zakonem ¢.
340/2015 Sb., o registru smluv.

c) Zadavatel nebo spolecnost EastHORN ma
pravo vypovédét tuto Smlouvu pisemnym oznadmenim
adresovanym druhé smluvni strané:

(i) pisemnou vypovédi s vypovédni dobou v délce
Sedesati (60) dni;

(ii) s okamZzitou ucinnosti, pokud Zadavatel nebo
spolecnost EastHORN dle svého nazoru shledd, ze
Zkousejici ndborem neziskal ani nezajistil dostate¢ny
pocet subjektl, které by se mohly ucastnit Klinického
hodnoceni tak, aby bylo splnéni statistickych
pozadavk( vztahujicich se na Klinické hodnoceni
pravdépodobné;

(iii) s okamzitou ucinnosti, pokud vysledky
Klinického hodnoceni dle nazoru Zadavatele nebo
spolecnosti EastHORN opodstatnuji jeho ukonceni;

(iv) s okamZitou ucinnosti, pokud Zadavatel nebo
spolecnost EastHORN dle svého ndzoru shledd, Ze
vysledky nebo nedostatecné vysledky ziskané v ramci
Klinického hodnoceni v daném okamZziku naznacuiji, Ze

or regulatory requirements related to conducting
clinical trials.

c) Institution and Investigator agree to publish
the Institution’s name on the www.clinicaltrials.gov
website.

17. TERM AND TERMINATION

a) The term of this Agreement shall begin on the
Effective Date and shall continue until the objectives of
the Study are accomplished and all Sponsor and
EastHORN queries have been properly resolved, unless
sooner terminated pursuant hereto.

b) This Agreement shall become effective only
upon its publication in the Register of Agreements
pursuant to Act No. 340/2015 Coll.,, on Agreements
Register.

c) Sponsor or EastHORN shall have the right to
terminate this Agreement by written notice to the
other Party:

(i) upon sixty (60) days’ written notice;

(ii) upon immediate effect if Sponsor or EastHORN
determines in its opinion that Investigator has failed to
recruit or enroll a sufficient number of subjects to
participate in the Study to make it likely that the
statistical requirements applicable to the Study will be
met;

(iii) upon immediate effect if Study results in the
opinion of Sponsor or EastHORN support termination
of the Study;

(iv) upon immediate effect if Sponsor or EastHORN
determines in its opinion that the results or lack of
results obtained from the Study at any given time
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v Klinickém hodnoceni neni s ohledem na jeho cile
smysluplné pokracovat;

(v) s okamZitou UCinnosti v pfipadé, Ze béhem
doby trvani Smlouvy kterykoli z vnitrostatnich,
zahrani¢nich nebo mezinarodnich regulac¢nich organl
zakaZe nebo pozastavi Zdravotnickému zafizeni nebo

Zkousejicimu vykon Cinnosti v ramci klinickych
hodnoceni.
d) Kterdkoli smluvni strana je opravnéna

vypovédét tuto Smlouvu pisemnym ozndmenim druhé
smluvni strané, které nabude ucinnosti okamzité,
pokud:

(i) druhda smluvni strana porusi jakékoli
ustanoveni této Smlouvy a nezjedna napravu poruseni
do tficeti (30) dnG poté, co smluvni strana, kterd se

dopustila poruseni, obdrzi pisemné oznameni
pozadujici takovou napravu;
(ii) pokud dojde ke zruseni jakéhokoli osvédceni,

opravnéni, povoleni ¢i vyjimky k provadéni Klinického
hodnoceni nebo k pozastaveni nebo uplynuti jejich
platnosti, aniZ by byla tato platnost obnovena;

(iii) kterdkoli smluvni strana shled3, Ze riziko pro
Subjekty  hodnoceni  spojené s pokracovanim
Klinického hodnoceni je nepfijatelné zvédeckych
dlvodi nebo z divodi bezpecénosti a ochrany Subjekt(
hodnoceni.

e) Jakmile obdrzi ozndmeni o ukonceni této
Smlouvy, Zdravotnické zafizeni a Zkousejici ukonci
zarazovani pacientll do Klinického hodnoceni, ve
vztahu k Pacientim zapojenym do klinického
hodnoceni, ktefi jiz byli do Klinického hodnoceni
zarazeni, ukonci provadéni postupll v rozsahu, ktery je
z lékarského hlediska pfipustny, a nebude vytvaret
dalsi naklady avydaje, svyjimkou téch, které jsou
nezbytné k uzavieni Klinického hodnoceni a které
vzniknou s predchozim souhlasem Zadavatele nebo
spolecnosti  EastHORN poskytnutym  jménem
Zadavatele.

indicate that the Study is not worth pursuing in view of
its objectives;

(v) upon immediate effect if during the course of
the Agreement, Institution or Investigator is debarred,
disqualified or suspended from performing clinical trial
activities by any national, foreign or international
regulatory authority.

d) Either Party may terminate this Agreement by
written notice to the other Party, which will take effect
immediately, if:

(i) the other Party breaches any provisions of this
Agreement and such breach is not remedied within
thirty (30) days of the breaching Party’s receipt of
a written notice requesting such a remedy;

(ii) if any relevant certificate, authorization,
approval or exemption for conducting the Study is
withdrawn, suspended or expires without renewal;

(iii) either Party reasonably considers that risk to
the Study subjects associated with continuation of the
Study becomes unacceptable for scientific or Study
subjects safety and welfare reasons.

e) Immediately upon receipt of anotice of
termination of this Agreement, Institution and
Investigator shall cease entering patients into the
Study, shall cease conducting procedures to the extent
medically permissible on Study patients already
entered into the Study and shall refrain from incurring
additional costs and expenses except for those
necessary to close the Study and which are incurred
with the prior approval of Sponsor or EastHORN on
Sponsor’s behalf.
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f) V pripadé vypovézeni Smlouvy se Ccastka
splatna podle této Smlouvy omezi na pomérnou vysi
plateb na zakladé skutecné odvedené prace dodané
fadné avcéas do dne ukonéeni dle Protokolu, jak je
uvedeno v Priloze A. Zadavatel odpovida za financovani
Klinického hodnoceni pouze do dne ukoncéeni Smlouvy.
Veskeré zalohy (nejsou-li dle ujednani v této Smlouvé
nevratné) budou platci vraceny do tficeti (30) dn(.

g) Po ukonéeni Smlouvy Zdravotnické zafizeni
a Zkousejici dodaji Zadavateli vSechny vysledky prace,
formulare pro zaznamy subjektu hodnoceni (,CRF*),
data a vrati nepouzité mnoZstvi Hodnoceného léciva
a Prostiedky a ukonci Klinické hodnoceni v souladu
s Protokolem. Zdravotnické zafizeni a Zkousejici
ujedndvaji, Ze spole¢nosti EastHORN zpfistupni
k pfezkoumani vSechny vyplnéné formulafe pro
zaznamy subjektu hodnoceni (,CRF“), data a veskerou
dokumentaci souvisejici s Klinickym hodnocenim.

18. NAHRADA

a) V pfipadé, Ze Zkousejici jiz nebude nadale
ochoten nebo schopen plnit své povinnosti dle této
Smlouvy, pak se smluvni strany pokusi za néj nalézt
nahradu, ktera bude pro Zadavatele pfijatelna. Pokud
ma Zkousejici v Umyslu opustit Zdravotnické zafizeni,

poskytne (a) svému navrhovanému ndastupci
a Zadavateli oznameni suvedenim svych novych
kontaktnich adaja a(b) pfimérenou pribéznou

soucinnost s cilem zajistit U¢inny a radny prechod svych
povinnosti na ndstupce.

b) Neni-li pfijatelnd ndhrada nalezena do tficeti
(30) dnd, Ize tuto Smlouvu vypovédét v souladu se zde
uvedenymi ustanovenimi. Spoluprace smluvnich stran
pfi hledani ptijatelné nahrady nezbavuje Zkousejiciho
povinnosti plnit tuto Smlouvu az do data uUcinnosti
jejiho ukonceni véetné.

c) Zkousejici je i nadale vazan ustanovenimi této
Smlouvy, kterd se tykaji zachovani davérnosti,
odskodnéni, odpovédnosti a pojisténi; publikovani,

f) In the event of termination of this Agreement,
the sum payable under this Agreement shall be limited
to prorated fees based on actual work properly and
timely performed through the date of termination
pursuant to the Protocol as determined in accordance
with Exhibit A. Sponsor shall be responsible for funding
the Study only to the termination date. All advance
payments (unless non-refundable as agreed in this
Agreement) shall be returned to the payer within thirty
(30) days.

g) Upon termination, Institution and Investigator
shall deliver all work product, Case Report Forms
(“CRF”), data and return the unused Study Drug and
Materials to Sponsor and terminate the Study in
accordance with the Protocol. Institution and
Investigator agree to make available for review by
EastHORN all completed Case Report Forms (“CRF”),
data and any documentation related to the Study.

18. REPLACEMENT

a) In the event that Investigator becomes either
unwilling or unable to perform the duties required by
this Agreement, the Parties shall attempt to find
areplacement acceptable to Sponsor. If the
Investigator intends to leave Institution, the
Investigator will provide (a) notice of the Investigator’s
new contact information to his or her proposed
successor and to Sponsor and (b) reasonable ongoing
assistance to ensure an efficient and proper transition
of his or her duties to the successor.

b) If an acceptable replacement is not found
within thirty (30) days, this Agreement may be
terminated in accordance with provisions herein.
Parties’” cooperation in finding an acceptable
replacement does not release Investigator from
obligations to perform this Agreement up to and
including the effective date of termination.

c) Investigator shall continue to be bound by the
provisions herein regarding Confidentiality, Indemnity,
Liability and Insurance; Publication, Intellectual
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dusevniho vlastnictvi a osobnich Gdajd, bez ohledu na
to, zda byl dle této Smlouvy nahrazen.

19. POSTOUPENI

a) Zdravotnické zafizeni a Zkousejici nejsou
opravnéni tuto Smlouvu bez predchoziho pisemného
souhlasu Zadavatele postoupit ani prevést. Souhlas
Zadavatele stakovym postoupenim nezbavuje
Zdravotnické zafizeni ani Zkousejiciho odpovédnosti za
splnéni této Smlouvy v plném rozsahu a za konani nebo
opomenuti konat téchto postupnik(.

b) Spole¢nost EastHORN je opravnéna tuto
Smlouvou postoupit nebo prevést na zakladé souhlasu
Zadavatele a pisemného ozndmeni Zdravotnickému
zafizeni a Zkousejicimu. V pfipadé, Ze spolecnost
EastHORN tuto Smlouvu postoupi nebo prevede ve
prospéch treti osoby, kterd prevezme vsSechny
povinnosti vyplyvajici ztéto Smlouvy, Zdravotnické
zafizeni a Zkousejici zprosti a navzdy zbavi spolec¢nost
EastHORN jejich zdvazkd a povinnosti vyplyvajicich
ztéto Smlouvy, ato od data ucinnosti takového
postoupeni dale.

c) Zadavatel je opravnén tuto Smlouvu postoupit
podle svého uvazeni.

20. PUBLICITA

Zdravotnické zafizeni a ZkouSejici nesmi zverejnit
informace o existenci této Smlouvy nebo jeji spojitosti
se Zadavatelem nebo spolecnosti EastHORN bez
vyslovného pisemného souhlasu Zadavatele a/nebo
spolecnosti EastHORN, s vyjimkou pripadli, kdy to
vyZaduje zakon.

EastHORN timto bere na védomi, Ze Zdravotnické
zafizeni je povinno zvefejnit tuto smlouvu v souladu se
zak. ¢. 340/2015, oregistru smluv. Zvefejnéni
nepodléhaji Udaje, které tvofi obchodni tajemstvi
nékteré ze smluvnich stran. Obchodnim tajemstvim se
dle této smlouvy rozumi zejména Pfiloha A, minimalni
cilovy pocet zafazeni, olekadvany zarazeny pocet
subjektll aocekdvanad délka trvani studie. Dale

Property and Personal Data, notwithstanding his or her
replacement hereunder.

19. ASSIGNEMENT

a) This Agreement may not be assigned or
transferred by Institution and Investigator without the
prior written consent of Sponsor. Sponsor’s consent to
any such assignment shall not relieve Institution or
Investigator of any liability for the full and complete
performance of this Agreement and for the acts and
omissions of such assignees.

b) EastHORN may assign or transfer this
Agreement upon Sponsor’s consent and written notice
to Institution and Investigator. In the event EastHORN
assigns or transfers this Agreement to a third party
who will assume all obligations hereunder, Institution
and Investigator shall release and forever discharge
EastHORN from any and all liabilities and obligations of
EastHORN arising under the Agreement from and after
the effective date of such assignment.

c) Sponsor may assign this Agreement at its
discretion.
20. PUBLICITY

Institution and Investigator shall not disclose the
existence of this Agreement or its association with
Sponsor or EastHORN without the express written
approval of Sponsor and/or EastHORN, except as
required by law.

EastHORN hereby acknowledges that the Institution is
obliged to publish this Agreement pursuant to Act No.
340/2015 Coll., on Agreements Register. Information
which constitutes trade secret of either party is exempt
from the publication. Trade secrets for the purposes of
this Agreement include, but are not limited to, Exhibit
A, the minimum enrolment goal, expected number of
study subjects enrolled and the expected duration of
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nebudou zverejnény osobni Udaje fyzickych osob,
ledaZe jsou jiz zvefejnény v jiném verejné pristupném
registru. Za zverejnéni této smlouvy dle predchoziho
odstavce odpovida Zdravotnické zatizeni. Nebude-li
Smlouva Zdravotnickym zafizenim zverejnéna ve lh(té
15 dnl od data jejiho podpisu, jsou k jejimu zverejnéni
opravnéni EastHORN ¢i Zadavatel. Zdravotnické
zafizeni vyrozumi EastHORN o zvefejnéni smlouvy
v registru smluv tim, Ze pfi zvefejiiovani smlouvy
v registru smluv zadd do formuladfe pouzZivaného ke
zverejnéni adresu

jako emailovou adresu, na kterou ma byt zaslano
oznameni o uverejnéni smlouvy.

21. OZNAMOVANI

Veskera oznameni, ktera maji byt ucinéna podle této
Smlouvy, musi byt v pisemné podobé a povazuji se za
podand, pokud jsou doru¢ovana doporucenou zasilkou
nebo zasilkou s potvrzenim o doruceni s predplacenym
postovnym na nasledujici adresu:

V pfipadé Zadavatele:

AnaptysBio, Inc.

10421 Pacific Center Court, Suite 200
San Diego, Kalifornie 92121 USA

K rukdm: Hlavniho pravniho zastupce
e-mail: |

V pripadé spolecnosti EastHORN
EastHORN Clinical Services in CEE
73 Panska ul., kancelar 804

00-834 Varsava, Polsko

the Study. Personal data of individuals are also exempt
from publication, unless they have been previously
published in another public register. The Institution is
obliged to publish this Agreement in accordance with
the article above. Should the Institution fail to publish
this Agreement within 15 days from the date of
signature of this Agreement, it may be published by the
Sponsor or EastHORN. The Institution will inform
EastHORN that the Agreement has been published in
the Agreements Register by providing the following
email address: as
the email address to which a notification of the
publication of the Agreement in the Agreements
register shall be sent.

21. NOTICES

Any notices to be given under this Agreement shall be
in writing and shall be deemed given if delivered by
certified or registered, return receipt mail, postage
prepaid to the following address:

If to Sponsor:

AnaptysBio, Inc.

10421 Pacific Center Court, Suite 200

San Diego, California 92121 USA

Attn: General Counsel

e-mail: [
If to EastHORN

EastHORN Clinical Services in CEE

73 Panska st., Office 804

00-834 Warsaw, Poland
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V pripadé Zdravotnického zafizeni:
Fakultni nemocnice Plzen,
Centrum klinickych studii
Edvarda Benese 1128/13

305 99 Plzen-Bory

Ceska republika

V pfipadé Zkousejiciho:
MUDr. Jan Ri¢af, Ph.D.

Fakultni nemocnice Plzen, Dermatovenerologicka
klinika

Edvarda Benese 1128/13
305 99 Plzen-Bory

Ceskd republika

22. vYS$Si moc

Smluvni strany budou zprostény plnéni svych
povinnosti dle ustanoveni této Smlouvy, pokud je jejich
plnéni zpoZdéno nebo znemoznéno z divodl mimo
kontrolu té které strany, zejména zdUlvodu
teroristickych ¢ind, poZaru, vybuchu, valky, obc¢anskych
nepokojli, hromadnych vytrinosti, vliadniho opatfreni
nebo vypadku dodavek energii. PInéni budou zprostény
pouze vrozsahu av prlbéhu pfiméreného trvani
takové neschopnosti plnit.

23. ROZHODNE PRAVO

a) Tato Smlouva se vyklada v souladu s pravnimi
predpisy Ceské republiky bez ohledu na ustanoveni
koliznich norem asmluvni strany této Smlouvy se
podfrizuji pravomoci soudl dle sidla Zdravotnického
zafizeni.

If to Institution:

University Hospital in Pilsen,
Clinical trials center
Edvarda Benese 1128/13
305 99 Plzen-Bory

Czech Republic

If to Investigator:
MUDr. Jan Ri¢af, Ph.D.

University Hospital in Pilsen,

Dermatovenerology,

Department of

Edvarda Benese 1128/13
305 99 Plzen-Bory

Czech Republic

22. FORCE MAJEURE

Parties shall be excused from performing its obligation
with respect to provisions of this Agreement if their
performance is delayed or prevented by any cause
beyond such Party’s control, including, but not limited
to, terrorist acts, fire, explosion, war, civil strife, riots,
government action or power failure. Performance shall
be excused only to the extent of and during the
reasonable continuance of such disability.

23. GOVERNING LAW

a) This Agreement shall be interpreted pursuant
to the laws of the Czech Republic without regard to its
conflict of laws provisions, and the Parties hereto
submit and consent to the court of jurisdiction of
Institution’s headquarters.
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b) Shleda-li soud pfrislusné jurisdikce kterékoli
ustanoveni této Smlouvy neplatnym, na zbyvajici
ustanoveni této Smlouvy to nema Zadny vliv atato
zUstavaji nadale v plném rozsahu platna a ucinna.

24. PRETRVANI PLATNOSTI

Ustanoveni tykajici se zachovani dlvérnosti,
uchovavani zaznamu, monitoringu, audit a inspekce;
odskodnéni, odpovédnosti a pojisténi, publikovani,
dusevniho vlastnictvi, osobnich udajl, postoupeni
arozhodného prava zUstavaji nadale platnd ipo
uplynuti doby trvani nebo predéasném ukonceni této
Smiouvy.

25. RUZNE

a) Tato Smlouva ajeji pfilohy obsahuji Uplnou
dohodu smluvnich stran tykajici se Klinického
hodnoceni a nahrazuje vSechny pfedchozi a soucasné
dohody a ujednani, at jiz pisemné nebo Ustni.

b) Tuto Smlouvu ajeji prilohy lze upravovat
pouze pisemnym dodatkem podepsanym opravnénymi
zastupci smluvnich stran této Smlouvy.

c) Tato Smlouva je zdvazna pro smluvni strany
avrozsahu, vjakém nejsou povinnosti vdzdny na
specifické osobni vlastnosti prislusné smluvni strany,
také na jejich dédice, nastupce a pripustné postupniky.

d) Smluvni strany ujednavaji, ze se jakykoli spor,
rozpor nebo ndrok ptipadné vznikly z této Smlouvy
pokusi vyresit jednanim v dobré vire.

e) Vzdani se nebo neuplatnéni prav kteroukoli ze
smluvnich stran ve vztahu k poruseni ustanoveni této
Smlouvy nebo Platnych pravnich predpisd se
nepovazuje za vzdani se prav ve vztahu k jakémukoli
dalsimu poruseni téhoz.

b) In the event a court of competent jurisdiction
holds any provision of this Agreement to be invalid,
such holding shall have no effect on the remaining
provisions of this Agreement, and they shall continue
in full force and effect.

24. SURVIVAL

Provisions herein regarding Confidentiality, Record
Retention, Monitoring, Audits and Inspection;
Indemnity, Liability and Insurance, Publication,
Intellectual Property, Personal Data, Assignment and
Governing Law shall survive upon expiration or
termination of this Agreement.

25. MISCELLANEOUS

a) This Agreement and its exhibits contain the
entire agreement between the Parties regarding the
Study and supersede all prior and contemporaneous
agreements and understandings, whether written or
oral.

b) This Agreement and its exhibits may be
modified only by written document signed by the
authorized representatives of the Parties hereto.

c) This Agreement shall be binding upon the
Parties and, to the extent that the obligations are not
linked to the specific personal characteristics of the
Party concerned, also upon their heirs, successors, and
permitted assigns.

d) If any dispute, controversy or claim arises out
of this Agreement, the Parties agree that they will
attempt in good faith to resolve the matter through
negotiations.

e) 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.
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f) Tato smlouva byla vyhotovena ve dvou
jazykovych verzich - vjazyce ceském a anglickém.
V pripadé nesrovnalosti mezi témito verzemi ma
prednost Ceské jazykové znéni za podminky, Ze pro
urceni skute¢ného zaméru smluvnich stran s ohledem
na tyto nesrovnalosti bude v dostatecné mire
pfihlédnuto k anglickému znéni.

g) Tato Smlouva se nepovaZuje za pfijatou,
schvdlenou ani jinak ucinnou, dokud kni pfislusné
smluvni strany niZe nepfipoji svlj podpis. Kazda ze
smluvnich stran prohlasuje a zarucuje, Ze osoba, ktera
jménem této smluvni strany niZe pfipojuje svij podpis,
je opravnéna tuto Smlouvu uzavfit.

h) Smluvni strany potvrzuji a ujednavaji, Ze
Zadavatel je zamyslenou opravnénou treti stranou této
Smlouvy a ma veskera prdva, kterd jsou jemu nebo
spolecnosti EastHORN svérena touto Smlouvou.

f) This Agreement has been drawn up in two
language versions - Czech and English. In case of
discrepancies between these versions, the Czech
language version shall prevail, provided that the
English version shall be sufficiently consulted to
determine the genuine intention of the Parties with
respect to the discrepancies.

g) This Agreement shall not be considered
accepted, approved, or otherwise effective until signed
below by the appropriate Parties. Each of the Parties
hereto represents and warrants that the person signing
below on such Party’s behalf has the authority to enter
into this Agreement.

h) The Parties acknowledge and agree that
Sponsor is an intended third-party beneficiary to this
Agreement and shall have all rights assigned to it or
EastHORN herein.
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OZNAMENIi O OCHRANE 0SOBNiCH UDAJU PRO
ZKOUSEJiciHO

INFORMATION NOTICE FOR THE INVESTIGATOR

Za nakladani svasimi osobnimi Udaji primarné
odpovida AnaptysBio, Inc., se sidlem na adrese 10421
Pacific Center Court, Suite 200 San Diego, Kalifornie
92121 USA, Zadavatel Klinického hodnoceni.

Vase osobni Udaje jsou zpracovavany za ucelem plnéni
této Smlouvy. Zpracovani je nezbytné pro plnéni této
Smlouvy nebo pro pfrijeti opatfeni predchdzejicich
jejimu uzavreni. Vase osobni Udaje budou uchovavany
az do splnéni této Smlouvy a po jejim splnéni nebo
ukonceni pak vsouladu spromicecimi IhGtami
platnymi pro stanoveni, uplatnéni nebo obhajobu
pravnich narokda.

Zadavatel je opravnén sdélit vase osobni Udaje tfetim
osobam, vcéetné spolecnosti EastHORN a dalsich
partner(l, ktefi s nim spolupracuji v oblasti provadéni
klinickych hodnoceni (napf. CRO, prodejci, platci).
Pfijemci vasich osobnich Udaji se mohou nachazet ve
statech v Evropském hospodaiském prostoru (EHP)
i mimo néj, napf. ve Spojenych statech, které nemusi
mit odpovidajici zakony na ochranu osobnich udaja
jako ve vasi zemi. V takovém pripadé budou pfijata
vhodna opatfeni k ochrané vasich osobnich udajd
v souladu s aplikovatelnymi zakony na ochranu
osobnich udaju.

Madte pravo vyzadat si pfistup ke svym osobnim
udajlim, opravu pfipadnych chyb v poskytnutych
informacich a v nékterych ptipadech i pravo poZadovat
jejich vymaz nebo omezeni jejich zpracovani. Dale mate
pravo na prenositelnost udajl a pravo podat stiznost
u dozorového Uufadu odpovédného za dohled nad
zpracovanim osobnich tdaja.

Sva prava muZete uplatnit zaslanim pisemné zadosti
Zadavateli nebo zaslanim e-mailu na adresu:

Povérenec pro ochranu osobnich udajt

AnaptysBio, Inc., with its registered office at 10421
Pacific Center Court, Suite 200 San Diego, California
92121 USA, Sponsor of the Study, shall be primarily
responsible for handling your personal data.

Your personal data is processed for the purpose of
performing this Agreement. The processing is
necessary for the performance under this Agreement
or in order to take steps prior to entering into this
Agreement. Your personal data will be retained until
the performance of this Agreement and upon its
execution or termination, according to limitation
periods that apply to establish, exercise or defense of
legal claims.

Sponsor may disclose your personal data to third
parties including EastHORN and other partners
collaborating with Sponsor in the field of conducting
clinical trials (e.g. CRO, vendors, payers). The recipients
of your personal data may be located within as well as
outside the European Economic Area (EEA) e.g. the
United States, which may not have equivalent data
protection laws as in your country. For such instance,
appropriate measures will be taken to protect your
personal data in accordance with applicable personal
data protection laws.

You have the right to request access to your personal
data, correct any errors in information provided, and in
certain cases to erase of information provided or limit
the processing. In addition, you have the right to data
portability and the right to lodge a complaint with the
Supervisory Authority competent for the oversight of
the processing of personal data.

You can exercise your rights by directing a written
request to Sponsor or by sending an email to:

Privacy Officer
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AnaptysBio, Inc.
10421 Pacific Center Court, Suite 200
San Diego, CA 92121, USA

Telefon:
E-mail:

AnaptysBio, Inc.
10421 Pacific Center Court, Suite 200
San Diego, CA 92121, USA

Phone:
E-mail:

ZBYVAJici CEAST TETO STRANY JE ZAMERNE | THE REMINDER OF THIS PAGE IS INTENTIONALLY LEFT
PONECHANA PRAZDNA, PODPISOVA STRANA | BLANK, SIGNATURE PAGE TO FOLLOW
NASLEDUJE
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PODPISOVA STRANA

NA DUKAZ €EHOZ Ize tuto Smlouvu vlastnoru¢nimi
podpisy nebo kvalifikovanym elektronickym podpisem
ve smyslu zdkona ¢. 297/2016 Sb., osluzbach
vytvarejicich dlvéru pro elektronické transakce.

SIGNATURE PAGE
IN WITNESS WHEREOF, this Agreement This
Agreement may be signed in any manner of

handwritten signatures or a qualified electronic
signature within the meaning of Act No. 297/2016 Coll.,
on services creating trust for electronic transactionsl

EastHORN Clinical Services in CEE, Ltd.

podepsano jménem uvedené spolecnosti ze strany / signed on its behalf by:

EastHORN

Podpis/By:

yméno/Name: |
Pozice/Position: _

Datum/Date:

ZDRAVOTNICKE ZARIZENIi / INSTITUTION

Podpis/By:

Jméno/Name: MUDr. Vaclav Simanek, Ph.D.

Pozice/Position:

Datum/Date:

ZKOUSEIJICi/INVESTIGATOR:

Podpis/By:

Jméno/Name: MUDr. Jan Ri¢at, Ph.D.

Pozice/Position:

Datum/Date:
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PRILOHA A EXHIBIT A
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