EXHIBIT D

REGISTRY AGREEMENT TO BE PUBLISHED

OBSERVATIONAL STUDY SMLOUVA O OBSERVACNI
AGREEMENT STUDII
Protocol No.: 161301 C. Protokolu: 161301
Phase IV Study Studie faze IV
This Observational Study Agreement (the | Tato Smlouva o observaéni studii (dale
"Agreement"), effective upon the date of the last | ,,Smlouva®) vstupujici v platnost datem

signature (“Effective Date”), is entered into by
and between Baxalta Innovations GmbH, a
corporation organized under the laws of Austria,
with primary place of business at Industriestrasse
67, 1220 Vienna, Austria, with VAT number
ATU14198606 and its affiliate companies
("SPONSOR™) and Quintiles Czech Republic,
s.r.0., organized under the laws of Czech
Republic with a place of business at Praha 5,
Jinonice, Radlickd 714/113a, zip code 158 00
Prague, Czech Republic, Identification number:
247 68 651, Tax identification number: CZ247 68
651 (“SPONSOR Representative”) and Kralovské
Vinohrady University Hospital organized under
the laws of Czech Republic with its principal
place of business at Srobarova 1150/50, 100 34
Praha 10, Identification number: 00064173,
Tax identification number: CZ00064173, File

posledniho podpisu (dale ,,Datum platnosti®) je
uzavirana mezi spole¢nosti Baxalta Innovations
GmbH, zalozenou podle rakouského prava, se
sidlem spole¢nosti Industriestrasse 67, 1220
Viden, Rakousko, Danové identifika¢ni ¢islo:
ATU14198606, a jejimi dcefinymi a sesterskymi
spole¢nostmi  (dale ,,ZADAVATEL®), a
spole¢nosti Quintiles Czech Republic, s.r.o.,
zaloZzenou podle Ceského prava, se sidlem
spolenosti Praha 5 — Jinonice, Radlicka
714/113a, PSC 158 00 Praha, Ceska republika,
IC: 247 68 651, DIC: CZ247 68 651 (,,Zastupce
ZADAVATELE®) a  Fakultni  nemocnici
Kralovské Vinohrady ziizené podle prava Ceské
republiky, kterd ma sidlo na adrese Srobarova
1150/50, 100 34 Praha 10, IC: 00064173,
DIC: CZ00064173, ¢&islo jednaci: KH 40/2016,
nakladové stedisko: 23003 zastoupenou Doc.

number KH 40/2016, Cost centre: 23003 | MUDr. Robertem Grillem, Ph.D., MHA,
represented by Assoc. Prof. Dr. Robert Grill, | feditelem (dale ,ZDRAVOTNICKE
Ph.D., MHA, director (“INSTITUTION”). ZARIZENI®)

WITNESSETH: UVODNI USTANOVENI:

WHEREAS, SPONSOR is engaged in research
and development of biologics, pharmaceuticals,
biotechnology products and medical devices
including the conduct of clinical trials and
observational studies involving the use of HyQvia
(“Study Material(s)”) in the treatment of primary
immunodeficiency;

ZADAVATEL se zabyva vyzkumem a vyvojem
biologickych, farmaceutickych a
biotechnologickych pfipravkli a zdravotnickych
prostitedkd,  vcetné  provadéni  klinickych
hodnoceni a observacnich studii tykajicich se
pouziti piipravku HyQvia (,,Studijni material(y)*)
pfi  1écbé imunodeficience  souvisejici s
imunologickymi/hematologickymi poruchami.

WHEREAS, INSTITUTION as the center for the
Study (as defined below) has experience in
treating patients with primary immunodeficiency
and has the facilities and personnel with the
required skills, experience and knowledge for
conducting an observational study as defined
below; and

ZDRAVOTNICKE ZARIZENI jako centrum
Studie (jak je definovano nize) ma zkuSenosti s
1é¢bou pacientli s onemocnénim imunodeficience
a ma zafizeni a persondl s pozadovanou
kvalifikaci, zkuSenostmi a znalostmi pro
provadéni observacni studie, jak je popsano nize.

WHEREAS, SPONSOR has entered into a

ZADAVATEL uzaviel samostatnou smlouvu Se
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separate agreement with SPONSOR
Representative, a contract research organization
to set-up and conduct the Study (as defined
below) in Czech Republic, including signing this
Agreement on behalf of the SPONSOR. The
SPONSOR Representative shall represent the
SPONSOR in all matters related to performance
of the Study on behalf of SPONSOR, and, unless
otherwise agreed in the Protocol (enclosed hereto
as Exhibit A), all communications between
INSTITUTION and SPONSOR regarding the
conduct of the Study shall be addressed to or
routed directly to the SPONSOR
Representative.

Zastupcem ZADAVATELE, ktery je povéfen
pfipravou a provadénim Studie (definované nize)
v Ceské republice, véetné uzavieni této Smlouvy

jménem ZADAVATELE. Zastupce
ZADAVATELE bude zastupovat
ZADAVATELE ve  vSech  zalezitostech

souvisejicich s provadénim Studie jménem
ZADAVATELE, a pokud nebude v Protokolu
(pfilozeném k této Smlouvé jako Piiloha A)
dohodnuto  néco  jiného, bude  veskera
komunikace =~ mezi ~ ZDRAVOTNICKYM
ZARIZENIM a ZADAVATELEM tykajici se
provadéni  Studie adresovana na  nebo
nasmérovana pfimo na Zastupce
ZADAVATELE.

WHEREAS, the parties believe that the desires
and goals of each can be achieved through an
agreement between them and wish to define the
terms and conditions of such an agreement.

Smluvni strany jsou piesvédceny, zZe cile a
pozadavky kazdé z nich lze dosahnout
prostfednictvim dohody mezi nimi, a proto chtéji
stanovit podminky této smlouvy.

NOW, THEREFORE, based upon the mutual
covenants set forth herein and upon other good
and valuable consideration, the adequacy of
which is hereby acknowledged, the parties hereto
agree as follows:

Na zakladé vzajemnych zavazki stanovenych v
této smlouveé a za predpokladu jejich fadného a
pfiméfeného protiplnéni, jehoz pfiméfenost je
timto uznana, se strany dohodly na uzavieni
smlouvy v tomto znéni:

1. 1.
SCOPE OF WORK ROZSAH PLNENI
1.1 1.1

(“PRINCIPAL
INVESTIGATOR”), Department of Allergy and
Clinical Immunology of INSTITUTION shall
perform a Study for SPONSOR in accordance
with Protocol No. 161301 entitled “Pregnancy
Registry to collect Long-Term Safety Data from
Women treated with HyQvia”, dated June 27,
2013 and any amendments thereto (the “Study”);
which is attached hereto as Exhibit A and
incorporated herein by reference as part of this
Agreement (the "Protocol™).

(dale “HLAVNI
ZKOUSEJICI™), Oddéleni alergologie a klinické
imunologie ZDRAVOTNICKEHO ZARIZENi
provede Studii pro ZADAVATELE podle
Protokolu ¢. 161301 s nazvem ,,Téhotensky
registr za ucelem shromaZd’ovdni dlouhodobych
bezpeénostnich  udajii  od Zen lélenych
pripravkem HyQvia* 7 27. Cervna 2013 ve znéni
vSech pozd¢jsich uprav (dale jen ,,Studie®), ktery
je pfipojen k této Smlouvé jako Ptfiloha A a je
uveden formou odkazu jako soucast této Smlouvy
(dale jen ,,Protokol”). Protokol je predmétem
obchodniho tajemstvi ZADAVATELE.

1.2.

1.2.

INSTITUTION shall, through the PRINCIPAL
INVESTIGATOR, carry out the Study in a
professional, competent manner in accordance
with the Protocol and the terms of this
Agreement. The INSTITUTION agrees that the
PRINCIPAL INVESTIGATOR and
INSTITUTION's employees, contractors, agents
and/or representatives, as well as any and all sub-
investigators involved in the Study, shall comply
with the terms of this Agreement, the Protocol

ZDRAVOTNICKE ZARIZENI bude
prostiednictvim HLAVNIHO ZKOUSEJICIHO
provadét Studii profesiondlnim, kvalifikovanym
zpusobem v souladu s Protokolem a podminkami
této Smlouvy. ZDRAVOTNICKE ZARIZEN{
souhlasi, 7e HLAVNI ZKOUSEJICI a
zaméstnanci ZDRAVOTNICKEHO ZARIZENI,
jeho dodavatelé, predstavitelé a/nebo zastupci, a
také vsichni spoluzkousejici, ktefi se uCastni
Studie, budou dodrzovat podminky této Smlouvy,
Protokol a veskeré platné zakony, smérnice a
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http://ict.fnkv.local/?show=seznam&oj=823&filtr=on
http://ict.fnkv.local/?show=seznam&oj=823&filtr=on

and all applicable laws, rules and regulations.

predpisy.

1.3

13

The Study will commence upon SPONSOR's
receipt of written approval of INSTITUTION’s
Ethics Committee (“EC”) and the approval will
continue until completion of the Study as required
by the Protocol, unless this Agreement is
terminated earlier pursuant to Section 17 of this
Agreement. The PRINCIPAL INVESTIGATOR
shall enroll subjects (“Study Subjects”) in the
Study in accordance with the Protocol and this
Agreement. Protocol is defined in 1.1 to include
"any amendments thereto."

Studie bude zahajena poté, co ZADAVATEL
ziska pisemné souhlasné stanovisko Etické
komise ZDRAVOTNICKEHO ZARIZENI (dale
»EK“) a souhlasné stanovisko bude trvat do
dokonéeni podle pozadavki Protokolu, pokud
nebude tato Smlouva ukonéena pied¢asné podle
¢lanku 17 této Smlouvy. HLAVNI ZKOUSEJICI
bude do Studie zafazovat pacienty (,,Pacienti ve
Studii) v souladu s Protokolem a touto
Smlouvou. Protokol je definovan v bodu 1.1 tak,
ze zahrnuje ,,vSechny pozd¢jsi upravy.*

14

14

SPONSOR may also make changes to the
Protocol. In the event that SPONSOR changed
the Protocol, SPONSOR through SPONSOR
Representative will send a revised Protocol
directly to the PRINCIPAL INVESTIGATOR,
who will express agreement with the updated
Protocol by signing and returning the
accompanying SPONSOR  Acknowledgment
page. Any such changes may not be implemented
before approval by the EC. If these changes
affect the costs of the INSTITUTION for the
Study, SPONSOR shall agree to the changes in
Exhibit B (as defined below) to reflect the
changes in the Study Costs.

ZADAVATEL mize také ucinit zmény Vv
Protokolu. V ptipad¢, ze ZADAVATEL Protokol
zméni, poSle ZADAVATEL prostfednictvim
Zastupce ZADAVATELE revidovany Protokol
ptimo HLAVNIMU ZKOUSEJICIMU, ktery na
souhlas s aktualizovanym Protokolem podepise
doprovodnou stranku Potvrzeni ZADAVATELE.
Zadné takové zmény nesmg&ji byt
implementovany pred schvalenim ze strany etické
komise (EK). Pokud tyto zmény ovlivni naklady
ZDRAVOTNICKEHO ZARIZEN] na Studii da
ZADAVATEL sviij souhlas se zménami v
Priloze B (dle definice uvedené nize), které
budou odrazet zmény v nakladech na Studii.

2

2

PRINCIPAL INVESTIGATOR HLAVNIi ZKOUSEJiCi

2.1 2.1

The PRINCIPAL INVESTIGATOR will use its | HLAVNI ZKOUSEJICI  vynalozi maximalni
best efforts in, and be responsible for, | Gsili a bude =zodpovédny =za odpovidajici
appropriately directing and conducting the Study | sméfovani a provadéni Studie spole¢né se
together with SPONSOR Representative. The | Zastupcem ZADAVATELE. Zastupce
SPONSOR  Representative  shall  have | ZADAVATELE bude mit zodpovédnost za
responsibility over all matters related to | viechny zalezitosti souvisejici s provadénim

performance of the Study on behalf of SPONSOR
as agreed between the SPONSOR and SPONSOR
Representative in a separate agreement, and,
unless otherwise agreed in the Protocol, all
communications between INSTITUTION and
SPONSOR regarding the conduct of the Study
shall be addressed to or routed directly through
the PRINCIPAL INVESTIGATOR and the
SPONSOR Representative. INSTITUTION
agrees that the PRINCIPAL INVESTIGATOR
will conduct the Study exclusively on the
premises of INSTITUTION identified in Section
2.1.5.

Studie jménem ZADAVATELE, jak je
dohodnuto mezi ZADAVATELEM a Zastupcem
ZADAVATELE v samostatné smlouve, a pokud
nebude v Protokolu stanoveno jinak, bude
veskera komunikace mezi ZDRAVOTNICKYM
ZARIZENIM a ZADAVATELEM tykajici se
provadéni  Studie posilana  piimo  nebo
prostiednictvim  HLAVNI  ZKOUSEJICI a
Zastupce ZADAVATELE. ZDRAVOTNICKE
ZARIZENI souhlasi, 72 HLAVNI ZKOUSEJIC{
bude Studii provadét v prostorach
ZDRAVOTNICKEHO ZARIZENI uvedenych v
bodé 2.1.1.

2.1.1

2.1.1

shall be the PRINCIPAL
INVESTIGATOR for the Study.

I bude HLAVNIM

ZKOUSEJICIM této Studie.
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Address: Srobarova 1150/50, 100 34 Praha 10
Telephone No.:
Fax No.:

E-mail: [

Adresa: Srobarova 1150/50, 100 34 Praha 10
Telefonni ¢islo:
Fax:

E-mail: [

2.1.2

2.1.2

shall remain the
PRINCIPAL INVESTIGATOR as long as this
Agreement remains in effect and shall not be

ziistane HLAVNIM
ZKOUSEJICIM po celou dobu platnosti této
Smlouvy a ZDRAVOTNICKE ZARIZEN ji

replaced by INSTITUTION without the prior | nenahradi bez pisemného svoleni
written consent of SPONSOR. ZADAVATELE.

2.1.3 2.1.3

In the event of incapacity or termination of | V ptipadé neschopnosti vykonavat funkei

PRINCIPAL INVESTIGATOR at the
INSTITUTION, INSTITUTION shall
recommend a successor PRINCIPAL
INVESTIGATOR to  SPONSOR  and/or
SPONSOR Representative. Upon mutual
written consent by the parties (as set forth in
Section 17 [Assignment] and 19 [Amendments])
below, the INSTITUTION shall appoint a new
PRINCIPAL INVESTIGATOR. If SPONSOR
does not agree to the proposed successor, the
Study may be terminated as set forth in Section
16.1.3 [Termination].

HLAVNIHO ZKOUSEJICIHO nebo ukon&eni
pracovniho poméru ve ZDRAVOTNICKEM
ZARIZENI  doporu¢i ~ ZDRAVOTNICKE
ZARIZENI nastupce ve funkci HLAVNIHO
ZKOUSEJICIHO ZADAVATELI  a/nebo
Zastupci  ZADAVATELE. Po  udéleni
vzajemného pisemného souhlasu stranami (jak je
uvedeno v bod¢ 17 [Povéteni] a v bodé 19
[Dodatky] nize, ZDRAVOTNICKE ZARIZENi
jmenuje nového HLAVNIHO ZKOUSEJICIHO.
Pokud ZADAVATEL nesouhlasi s navrzenym
nasledovnikem  ve  funkci ~HLAVNIHO
ZKOUSEJICIHO, miize byt Studie ukonéena tak,
jak je uvedeno v bod¢ 16.1.3 [Ukonceni Studie].

2.2

2.2

INSTITUTION agrees that the PRINCIPAL
INVESTIGATOR shall provide a statement of
qualifications or curriculum vitae to SPONSOR
or SPONSOR Representative at least thirty (30)
days before signing this Agreement and that
statement or curriculum vitae remains accurate as
of the date of signing.

ZDRAVOTNICKE ZARIZENI souhlasi, Ze
HLAVN{ ZKOUSEJICI, ZADAVATELI nebo
Zastupci ZADAVATELE poskytne potvrzeni
svych kvalifika¢nich pfedpokladi nebo zivotopis
nejméné tricet (30) dni pied podepsanim této
Smlouvy a toto potvrzeni nebo zivotopis zlstava
aktualnim i k datu podpisu Smlouvy.

2.3 2.3
INSTITUTION agrees that during the course of | ZDRAVOTNICKE ZARIZENI souhlasi, 7e v
this Study, the PRINCIPAL INVESTIGATOR | prubéhu této  Studie nebude HLAVNI

shall not discuss the Protocol with individuals not
directly associated with the Study.

ZKOUSEIJICI probirat Protokol s osobami, které
nemaji pfimou vazbu na Studii.

2.4

2.4

Both prior to and during the course of the Study,
the PRINCIPAL INVESTIGATOR and his/her
teams may be called upon to provide personal
data. This data falls within the scope of the law
and regulations relating to the protection of
personal data, in particular Act No. 101/2000
Coll., on Personal Data Protection, as amended.
For the PRINCIPAL INVESTIGATOR, this
personal data may include name, contact
information, work experience and professional

qualifications,  publications,  resumes, and
educational background for the following
purposes: (i) the conduct of  Study, (ii)

Jak pted zahijenim, tak v pribéhu provadéni
Studie mohou byt HLAVNI ZKOUSEIJICI a jeho
tym pozadéani o poskytnuti svych osobnich udajii.
Tyto udaje spadaji do rdmce pravnich pfedpist na
useku ochrany osobnich udaju, konkrétné zadkona
¢. 101/2000 Sb. o ochrané osobnich udaji, v
platném znéni. V  piipadé HLAVNIHO
ZKOUSEJICIHO mohou tato osobni data
predstavovat  jméno, kontaktni informace,
pracovni zkuSenosti a profesni kvalifikacni
predpoklady, publikace, Zivotopis a dosazené
vzdélani pro nasledujici ucely. (i) provadéni
Studie, (ii) ovéfovani ze strany vladnich a
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verification by governmental or
agencies, the SPONSOR, its
Representative, agents and affiliates, (iii)
compliance  with  legal and  regulatory
requirements, (iv) publication on
www.clinicaltrials.gov  and  websites  and
databases that serve a comparable purpose; and
(v) storage in databases to facilitate the selection
of investigators for future studies. Names of
members of Site staff may be processed in
SPONSOR’s study contacts database for study-
related purposes only. The SPONSOR shall be
the Data Controller for such personal data, as
defined in the Data Protection Directive 95/46/EC
and applicable legislation enacted under the same
or equivalent/similar national legislation.

regulatory
SPONSOR

regulacnich ufadd, ZADAVATELE, Zastupce
ZADAVATELE, zastupujicich a pfidruzenych
osob, (iii) dodrzovani zadkonnych a regulatornich
pozadavk, (iv) publikace na  strance
www.clinicaltrials.gov a webovych strankach a
databazich, které slouzi srovnatelnému ucelu, a
(v) uchovavani v databazich pro usnadnéni
vybéru zkousejicich pro budouci studie. Jména
¢lend personalu pracovisté mohou byt zpracovana
v databazich vedenych ZADAVATELEM pro
ucely kontaktd v ramci Studie, a to vylu¢n€ pro
udely souvisejici se Studii. ZADAVATEL bude
kontrolorem dat u osobnich tdaji definovanych
ve smérnici o ochran¢ dat 95/46/ES a piislusné
legislativé pfijaté jeji transpozici do narodniho
prava/ekvivalentni/podobné narodni legislative..

For the avoidance of doubt SPONSOR
Representative shall be Data Processor for all
purposes connected with the data collection and
processing under this Agreement and shall act
only upon instructions of the SPONSOR.

Aby se zamezilo pochybnostem, bude Zastupce
ZADAVATELE zpracovatelem udaji  pro
vSechny tcely spojené se sbérem a zpracovanim
dat v ramci této Smlouvy a bude jednat pouze
podle pokyni ZADAVATELE.

2.5

2.5

SPONSOR may from time to time hold a
Principal Investigators Meeting at a reasonable
location and time to discuss new findings in the
field of Study. Such meetings shall be attended

ZADAVATEL muze ¢as od casu usporadat
schiizku hlavnich zkousejicich v pfimérené
lokalit¢ a Case s cilem prodiskutovat nova zjisténi
v oblasti Studie. Tyto schizky navstivi rovnéz

by SPONSOR. ZADAVATEL.

2.6 2.6

PRINCIPAL INVESTIGATOR and/or | HLAVNI ZKOUSEJICI a/nebo
INSTITUTION may, upon prior written approval | ZDRAVOTNICKE  ZARIZENI maze po

of SPONSOR, elect additional persons to support
him/her with the realization of the STUDY,
provided that such persons act in compliance with
the provisions set forth in this Agreement. Such
persons shall be bound to the same extent of
confidentiality as set forth in Section 6.

predchozim pisemném schvaleni ZADAVATELE
zvolit dalsi osoby, které ho/ji budou podporovat
pii provadéni STUDIE, za pfedpokladu, ze tyto
osoby budou jednat v souladu s ustanovenimi
uvedenymi v této Smlouvé. Tyto osoby budou
vazany stejnym rozsahem ddvérnosti dat, jaky je
uveden v bodé¢ 6.

3.
COMPLIANCE WITH GOVERNMENT

3.
DODRZOVANI ZAKONU STATU,

LAWS, REGULATIONS AND
ACCEPTED PRACTICES

NARIZENI A
OSVEDCENYCH POSTUPU

3.1

3.1

INSTITUTION and the PRINCIPAL
INVESTIGATOR shall perform the Study in
compliance with generally accepted standards of
good clinical practice (“GCP”) as set forth in the
International Conference on Harmonization of
Technical Requirements for Registration of
Pharmaceuticals for Human Uses (“ICH”), the
Protocol, the instructions provided by SPONSOR,
applicable rules and regulations concerning the
protection of individuals with regard to the
processing of personal data and on the free
movement of such data, local law and all

ZDRAVOTNICKE ZARIZENI a HLAVNI
ZKOUSEJICI budou tuto Studii provadét v
souladu s obecné pfijatymi pravidly Spravné
klinické praxe (,,GCP*) stanovenymi
Mezinarodni  konferenci pro  harmonizaci
technickych pozadavk na registraci 1é¢iv pro
humanni pouziti (,JCH*), Protokolem, pokyny
stanovenymi ZADAVATELEM, platnymi
pravidly a piredpisy tykajicimi se ochrany
jednotlivcl z hlediska zpracovani osobnich udaji
a volného pohybu téchto tidajii, mistnimi zakony
a vSemi platnymi zédkony, pravidly a pfedpisy,
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applicable laws, rules and regulations governing
the performance of observational studies in the
country where the Study is conducted, including
but not limited to, Act No. 378/2007 Coll., on
Pharmaceuticals and on amendments to some
related acts (“Act on Pharmaceuticals”) and
Decree No. 226/2008 Coll.,, on good clinical
practice and detailed conditions of clinical trials
on medicinal products, as amended, Act No.
372/2011 Coll., on Medical Services and terms
and conditions of performance of such services
(,,Act on Medical Services®) or any subsequent
amendments or laws substantially replacing any
of the foregoing, the Federal Food, Drug, and
Cosmetic Act and regulations and guidances of
the United States Food and Drug Administration
("FDA") and/or European Directives.

které se tykaji provadéni observacnich studii v
zemi, kde je tato Studie provadéna, minimalné
Federdlnim zdkonem o potravinach, lécich a
kosmetice a piedpisech a pokynech amerického
Ufadu pro potraviny a léky (,FDA“), popt.
evropskymi smérnicemi, véetné zakona ¢.
378/2007 Sh.Act No. 378/2007 Coll., o légivech
a o zménach nékterych souvisejicich zakoni
(zékon o lé¢ivech) a vyhlasky ¢. 226/2008 Sb. o
spravné klinické praxi a blizSich podminkach
klinického hodnoceni 1éCivych pfipravkl, ve
znéni pozd¢jsich predpisi, zdkona ¢. 372/2011
Sb. o zdravotnich sluzbach a podminkach jejich
poskytovani (zdkon o zdravotnich sluzbach),
federalniho zakona o potravinach, Ilécich a
kosmetickych pfipravcich a nafizenich a
smérnicich amerického FDA (Utad pro potraviny
a léky) a/nebo smérnic EU.

3.2

3.2

PRINCIPAL INVESTIGATOR and any sub-
investigators connected with the Study shall
complete and return to SPONSOR or SPONSOR
Representative the Financial Disclosure
Certification Form, prior to the initiation of the
Study. The PRINCIPAL INVESTIGATOR shall
promptly update this information if any relevant
changes occur during the course of the Study or
for one (1) year following completion of the
Study. SPONSOR will disclose to the applicable
regulatory agency. In providing any and all such
financial disclosure, the PRINCIPAL
INVESTIGATOR and sub-investigators, if any,
certify that the information contained therein is
complete, truthful and accurate.

HLAVNI ZKOUSEJICI a vsichni dil¢i zkousejici
spojeni se Studii vyplni a odeslou/odevzdaji pred
zahajenim Studie ZADAVATELI nebo Zastupci
ZADAVATELE formulaft pro  osvédceni
finanénich informaci. HLAVNI ZKOUSEJICT
ihned tyto informace bude aktualizovat, dojde-li v
priabéhu Studie nebo do jednoho (1) roku po
dokonceni Studie k jakymkoliv relevantnim
zménam. ZADAVATEL wuvede piislusného
regulatora.  Poskytnutim  kazdé a  vSech
takovychto finan¢nich informaci potvrzuje
HLAVNI ZKOUSEJICI a spoluzkousejici, jsou-li
takovi, Ze informace tam obsazené jsou Uplné,
pravdivé a piesné.

3.3

3.3

At the time SPONSOR files an application for
regulatory approval, the FDA or other regulatory
agencies requires disclosure of any significant
financial interests the PRINCIPAL
INVESTIGATOR holds in SPONSOR or any of
its affiliates, and requires the PRINCIPAL
INVESTIGATORS to disclose these interests.
Therefore, the PRINCIPAL INVESTIGATOR
agrees to disclose to SPONSOR any financial
interest he/she may have in SPONSOR or any of
its affiliates, as defined by the FDA. This
includes, (1) more than $50,000 in stock
ownership in Baxter International Inc. (including
any stock options) which the PRINCIPAL
INVESTIGATOR, his/her spouse and dependent
children may hold collectively or individually; (2)
grants, honoraria, consulting fees, royalties or
equipment provided by SPONSOR or any of its
affiliates, to PRINCIPAL INVESTIGATOR or
INSTITUTION for PRINCIPAL
INVESTIGATOR’s benefit, the value of which

V dobé, kdy ZADAVATEL poda zadost ke
schvaleni regulatorem, FDA nebo jiny regulator
pozaduje informace o vyznamnych finan¢nich
zdjmech (podilech apod.), které HLAVNI
ZKOUSEIJICI drzi ve spole¢nosti
ZADAVATELE nebo v jeho pridruzenych
spole¢nostech, a pozaduje od HLAVNICH
ZKOUSEJICICH, aby tyto zajmy uvedli. Proto se
HLAVNI ZKOUSEJICI zavazuje, Ze oznami
ZADAVATELI veskeré finan¢éni zdjmy, které
piipadné ma ve spolecnosti ZADAVATELE nebo
jeho pridruzenych spolecnostech tak, jak to
definuje FDA. Jedna se naptiklad (1) o akciovy
podil ve spole¢nosti Baxter International Inc. v
hodnot¢ vyssi nez 50 000 USD. (vcetné
veskerych opci na akcie), které HLAVNI
ZKOUSEJICI, jeho/jeji manzel/ka a nezaopatiené
déti mohou drzet spolecné nebo jednotlive, (2)

granty, honorafe, odmény =za poradenstvi,
licencni poplatky nebo zafizeni poskytnuté
ZADAVATELEM nebo nékterou  jeho
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exceeds $25,000; and (3) any proprietary interest
PRINCIPAL INVESTIGATOR may have in the
Study Materials (including, but not limited to,
patent ownership, royalties, license fees or other
payments). This obligation shall be in effect
during the period of the Study and for one (1)
year after closure of the Study.

pridruzenou spolecnosti, HLAVNIMU
ZKOUSEJICIMU nebo ZDRAVOTNICKEMU
ZARIZENI ve prospéch Hlavniho zkousejiciho, u
néhoz hodnota piesahuje 25 000 USD, a (3)
jakykoliv vlastnicky zajem, ktery miize HLAVNI
ZKOUSEJICI mit na Studijnich materidlech
(vCetné, nikoliv vsak vylu¢né, vlastnictvi patentt,
honorafe, licen¢ni poplatky nebo jiné platby).
Tato povinnost bude platit béhem obdobi trvani
Studie a po dobu jednoho (1) roku po ukonéeni
Studie.

3.4

3.4

The INSTITUTION and PRINCIPAL
INVESTIGATOR represent and warrant that
neither PRINCIPAL INVESTIGATOR nor any
sub-investigator of the Study: (1) are currently the
subject of a disqualification proceeding or has
been disqualified as a Study investigator pursuant
to applicable local law and (2) has entered into an
agreement that in any way restricts their ability to
conduct a Study. The INSTITUTION and the

ZDRAVOTNICKE ZARIZENI a HLAVNI
ZKOUSEJICI potvrzuji a zaruduji, Ze ani
HLAVNI ZKOUSEIJICi ani 7adny
spoluzkousejici ve Studii: (1) nejsou v soucasné
dob¢é predmétem ftizeni k zdkazu Cinnosti nebo
jim nebyl vysloven zékaz ¢innosti v klinickych
hodnocenich na zakladé pfislusného mistniho
zdkona a (2) nepodepsali smlouvu, ktera by
jakymkoliv ~ zpGsobem  omezovala  jejich

PRINCIPAL INVESTIGATOR shall notify | schopnost vykonavat studii. ZDRAVOTNICKE

SPONSOR immediately upon any inquiry | ZARIZENI a HLAVNI ZKOUSEJICI ozndmi

concerning or the commencement of any such | ZADAVATELI ihned po obdrzeni dotazu

proceeding  concerning  the  PRINCIPAL | tykajiciho se =zahajeni jakéhokoliv takového

INVESTIGATOR or any sub-investigators. fizeni tykajiciho se HLAVNIHO
ZKOUSEJICIHO  nebo  kteréhokoliv  ze
spoluzkousejicich.

3.5 3.5

The INSTITUTION agrees that the PRINCIPAL
INVESTIGATOR will obtain a valid Informed
Consent Form from each Study Subject
permitting disclosure from the INSTITUTION
and/or the PRINCIPAL INVESTIGATOR to
SPONSOR and its authorized representatives of
the Study Subject’s personal information,
including sensitive health information as required
by, and in accordance with the Study, which
authorization will permit SPONSOR’s use of
such personal information for the purposes of
monitoring the accuracy and completeness of the
research  data, performing this  Study,
development of future research studies and
medical product development.

ZDRAVOTNICKE ZARIZENI souhlasi, Zze
HLAVNI ZKOUSEJICI ziska platny formulaf
informovaného souhlasu od kazdého Pacienta ve
Studii,  kterym  povoli  pfedavani  dat
ZDRAVOTNICKYM  ZARIZENIM  a/nebo
HLAVNIM ZKOUSEJICIM ZADAVATELI a
jeho zmocnénym zastupclim, které se tykaji
osobnich informaci, véetné citlivych informaci o
zdravotnim stavu Pacienta ve Studii tak, jak je to
pozadovano a v souladu se Studii, kterézto
zmocnéni umozni ZADAVATELI pouzivat tyto
osobni informace o zdravotnim stavu pro ucely
monitoringu pfesnosti a Uplnosti vyzkumnych dat
pii provadéni této Studie, vytvafeni budoucich
vyzkumnych studii a vyvoji IéCiv.

3.5.1

3.5.1

SPONSOR may submit records and reports
generated by PRINCIPAL INVESTIGATOR to
governmental agencies. There are penalties
including criminal penalties for submitting false
information, as well as the possibility of
PRINCIPALINVESTIGATOR’s disqualification.

ZADAVATEL mize odeslat zaznamy a zpravy
vytvofené HLAVNIM ZKOUSEJICIM vladnim
ufadiim. Za posilani nespravnych informaci jsou
tresty vcetn¢ tresti v trestnim fizeni, a také
moznost diskvalifikace HLAVNI ZKOUSEJICI.

3.6

3.6

Pursuant to Section 113 of the FDA
Modernization Act of 1997, SPONSOR shall
report to the Clinical Trials Data Bank

Na zakladé paragrafu 113 Zakona o modernizaci
FDA z roku 1997 nahlasi ZADAVATEL do
databdze klinickych hodnoceni Clinical Trials
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(Clinicaltrials.gov) all studies to treat serious or
life-threatening  diseases and  conditions
conducted under FDA’s investigational new
product (“IND”) regulations (21 C.F.R.§312) and
Investigational Device Exemption ("IDE")
regulation (21 CFR §812. The information to be
provided by SPONSOR shall be the Protocol
name, purpose of the Study, Protocol summary,
basic eligibility criteria, Study site locations and
how to contact the site for further information.

Data Bank (Clinicaltrials.gov) veskera klinicka
hodnoceni, kterd se zabyvaji 1écbou zivot
ohrozujicich onemocnéni a stavil, provadéna dle
nafizeni FDA o novych vyzkumnych ptipravcich
(,IND*) (21 C.F.R. §312) a nafizeni o vyjimce k
vyzkumnému zafizeni (,,IDE*) (21 CFR §812).
ZADAVATEL ma poskytnout informace vcetné
nazvu Protokolu, 0c¢elu Studie, souhrnu
Protokolu, zakladnich kritérii zptisobilosti, lokalit
pracovist’ Studie a jak pracovisté kontaktovat pro
ziské&ni dal§ich informaci.

3.7

3.7

The parties acknowledge that certain country,
state and/or federal laws now or in the future may

require  SPONSOR to disclose information
including but not limited to compensation,
funding, gifts, payments, meal allowance,

education and other remuneration or things of
benefit (collectively "Remuneration™) provided to
PRINCIPAL INVESTIGATORS and/or Study
team members. Notwithstanding any provision
of this Agreement to the contrary, the parties
agree that SPONSOR may report information
about Remuneration provided to INSTITUTION
and/or PRINCIPAL INVESTIGATOR in a
manner and to the extent SPONSOR determines
in good faith is reasonable and appropriate to
comply with all applicable laws, including but not
limited to the right to post, on a website
accessible to the public, information regarding
Remuneration in connection with this Agreement
or otherwise with INSTITUTION and/or
PRINCIPAL INVESTIGATOR and other related
information as SPONSOR determines is
necessary or appropriate to comply with
applicable law. Once reported, such information
may be publicly accessible.

Strany berou na védomi, ze uritd zemé, stat
a/nebo federalni zdkony ted’ nebo v budoucnosti
mohou vyzadovat, aby ZADAVATEL uvedl
informace vcéetn¢ (nikoliv vSak vylucné)
informaci o odménach, financovani, darech,
platbach, stravném, skolenich a jinych odménéch
¢i  benefitech (spole¢né¢ jako ,,odmény*)
poskytovanych HLAVNIMU ZKOUSEJiCIMU
a/nebo c¢lenim tymu Studie. Bez ohledu na
pfipadné odlisné ustanoveni této Smlouvy
souhlasi smluvni strany s tim, ze ZADAVATEL
mize nahlasit informace o  odménach
poskytnutych ZDRAVOTNICKEMU ZARIZEN{
amebo ~ HLAVNIMU  ZKOUSEJICIMU
zpisobem a do t& miry, kterou bude
ZADAVATEL povazovat v dobré vife za
pfiméfenou a vhodnou, aby byly dodrzeny platné
zakony, véetné (nikoliv vSak vyluéné) prava

zadavat/posilat informace o odménach v
souvislosti s touto Smlouvou nebo v jiné
souvislosti na webovou stranku pfistupnou

vefejné, v souvislosti se ZDRAVOTNICKYM
ZARIZENIM a/nebo HLAVNIM
ZKOUSEJICIM a jiné souvisejici informace dle
toho, které bude ZADAVATEL povazovat za
nezbytné nebo vhodné kdodrzeni platnych
zakont. Po nahlaSeni mohou byt tyto informace
verejné pristupné.
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4,
CONFLICT OF INTEREST DISCLOSURE
Principal  Investigator and INSTITUTION

represent and warrant that they have advised
SPONSOR and/or SPONSOR Representative in
writing prior to their execution of this Agreement
of any known relationship with any third party,
including governmental agencies, competitors of
SPONSOR, foundations or private corporations,
which might in any way present a conflict of
interest with the services to be performed under
this Agreement; which might present a significant
opportunity for the disclosure of SPONSOR'’s
Confidential Information (as set forth in Section 7
[Confidential Information]), or which might in
any way prevent either party from carrying out
the terms of this Agreement or otherwise
breaching this Agreement, including expressly
their obligation to confer rights as set forth in
Section 6 (Confidential Information) and 10
(Intellectual Property) below.

4.
OZNAMENI KONFLIKTU ZAJMU

HLAVNI ZKOUSEJICI a ZDRAVOTNICKE
ZARIZENI potvrzuji a zaruduji, e pred
uzavienim této Smlouvy pisemné oznamili
ZADAVATELI a/nebo Zastupci
ZADAVATELE existenci jakéhokoliv znamého
vztahu s tfeti stranou, véetné vladnich organizaci,

konkurenti ZADAVATELE, nadaci nebo
soukromych  spole¢nosti, ktery by mohl
jakymkoliv  zplisobem predstavovat konflikt

zajmu se sluzbami, které maji byt poskytovany
dle této Smlouvy, coz by mohlo pfedstavovat
vyznamnou pfilezitost pro uvedeni divérnych
informaci ZADAVATELE (jak jsou uvedeny v
casti 7 [Davérné informace]), nebo kde by to
mohlo jakymkoliv zplisobem u nékteré ze stran
Smlouvy zabranovat v plnéni podminek této
Smlouvy nebo jinak vést k poruseni této
Smlouvy, v¢etné explicitné vyjadiené povinnosti
stran delegovat prava tak, jak je to stanoveno v
casti 6 (Davérné informace) a 10 (Dusevni
vlastnictvi) nize.

5.
STUDY DATA REPORTING, AUDITS,
INSPECTIONS AND MONITORING

5.
HLASENI DAT, AUDITU, INSPEKCI A
MONITORINGU V RAMCI STUDIE

5.1

5.1

INSTITUTION and PRINCIPAL
INVESTIGATOR agree that all Study data,
including Electronic Case Report Forms (each an
“eCRF”) and other relevant information generated
during the Study, as required by the Protocol,
shall be promptly and fully disclosed to
SPONSOR and/or SPONSOR Representative,
and shall be freely usable by SPONSOR and/or
SPONSOR Representative consistent with
Section 3.6 (Privacy) above. PRINCIPAL
INVESTIGATOR shall submit a written report
within three (3) months after Study completion..
PRINCIPAL INVESTIGATOR shall also submit
interim progress reports to the SPONSOR and/or
SPONSOR Representative on a regular basis, as
requested by SPONSOR or as specified in the
Protocol.

ZDRAVOTNICKE ZARIZENI a HLAVNI
ZKOUSEJICI souhlasi s tim, Ze vegkera klinicka
data, vCetné formulaii eCRF (Electronic Case
Report Forms) a jiné relevantni informace
vytvofené v prub&hu Studie tak, jak to vyzaduje
Protokol, budou ihned a v plném rozsahu
pfedavany ZADAVATELI a/nebo Zastupci
ZADAVATELE, a ZADAVATEL a/nebo
Zastupce ZADAVATELE s nimi bude moci
volné¢ nakladat v souladu s c¢lankem 3.6 vyse.
HLAVNI ZKOUSEJICI zagle pisemnou zpravu
do tii (3) mésict po ukonéeni Studie. HLAVNI
ZKOUSEJICI bude rovnéz pravidelnd zasilat
ZADAVATELI a/nebo Zastupci
ZADAVATELE prozatimni zpravy o postupu
Studie, jak je vyzaduje ZADAVATEL nebo jak
je to uvedeno v Protokolu.

5.2 5.2

SPONSOR or its authorized representatives may, | ZADAVATEL nebo jim povéfeni zastupci
upon reasonable prior notice, visit the | mohou po pfiméfeném piedchozim upozornéni
INSTITUTION and/or Study site(s), during | navstivit ZDRAVOTNICKE ZARIZENI a/nebo

normal business hours, to observe the progress of
the Study and to review Study records.

pracovisté Studie béhem bé&zné pracovni doby,
aby sledovali postup Studie a zkontrolovali
zaznamy ze Studie.

5.3

5.3

Without costs to SPONSOR, INSTITUTION
shall cooperate with any and all applicable
regulatory authorities (e.g., FDA, EMA...) and

Aniz by vznikaly ZADAVATELI néklady, bude
ZDRAVOTNICKE ZARIZENI spolupracovat s
kazdym a vSemi regulatory (napi. FDA, EMA
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allow them access to INSTITUTION’s facilities,
Study site(s), applicable records and data relating
to the Study. INSTITUTION shall notify
SPONSOR and/or SPONSOR Representative
within two (2) days after becoming aware that any
government or regulatory authority begins to
conduct, or gives notice of its intent to conduct,
an inspection review or other activity pertaining
to the Study. INSTITUTION shall provide
SPONSOR and SPONSOR Representative with
copies of all pertinent written and electronic
documents issued by the government or
regulatory authority and any proposed response.
SPONSOR and SPONSOR Representative may
review in advance and comment within 5 days
after receipt on any such proposed responses that
pertain to the Study. Such response will contain
no false or misleading information with respect to
the Study, the Study Materials or SPONSOR.
INSTITUTION shall also provide SPONSOR
and/or SPONSOR Representative, as applicable
with a copy of all written and electronic
documents that pertain to the Study provided to
the government or regulatory authority, subject to
confidentiality and privacy restrictions.

apod.) a umozni jim pfistup do prostor
ZDRAVOTNICKEHO ZARIZENI, na pracovisté
Studie, k pfisluSnym zdznamim a Udajim
vztahujicim se ke Studii. ZDRAVOTNICKE
ZARIZENI ozndmi ZADAVATELI a/nebo
Zastupci ZADAVATELE do dvou (2) dnti poté,
co se o tom dozvédélo, Ze kterykoliv z vladnich
nebo regulatornich tfadl za¢ne provadét, nebo da
oznameni o tom, Ze ma v Umyslu provést,
inspekéni kontrolu nebo jinou ¢innost tykajici se
Studie. ZDRAVOTNICKE ZARIZENI poskytne
ZADAVATELI a Zastupci ZADAVATELE
kopie  vSech  pfipadnych  pisemnych a
elektronickych dokumentii vydanych vladnimi
nebo regulatornimi ufady a navrh odpovédi.
ZADAVATEL a Zastupce ZADAVATELE je
mohou doptedu zkontrolovat a okomentovat do
5-ti dnii po obdrzeni takovych navrhovanych
odpovédi, které se tykaji této Studie. Takovato
odpovéd’ nebude obsahovat Zadné nepravdivé
nebo zavadéjici informace s ohledem na Studii,
Studijni  materidly nebo ZADAVATELE.
ZDRAVOTNICKE ZARIZENI rovnéZ poskytne
ZADAVATELI a/nebo pfipadné Zastupci
ZADAVATELE kopii vSech pisemnych a
elektronickych dokumentti, které se vztahuji ke
Studii a které se predavaji vladnim ufadim nebo
regulatorovi, pii dodrZeni omezeni z hlediska
davérnosti udaji a ochrany soukromi.

5.4

5.4

SPONSOR or its designee, which may include
SPONSOR Representative may audit
INSTITUTION®s performance of the Study from
time to time. SPONSOR or its designee will
conduct audits during INSTITUTION’s regular
business hours on mutually agreeable dates.
INSTITUTION’s personnel shall cooperate with
auditors and make all Study records and materials
available to them, subject to confidentiality and
privacy  restrictions. SPONSOR  will
communicate any material  findings to
INSTITUTION in an exit meeting or in writing
within 48 hours, but will not share its internal
audit report with INSTITUTION.

ZADAVATEL nebo jeho povéfeny zastupce,
ktery mlze zahrnovat Zastupce ZADAVATELE,
mize ¢as od ¢asu provadét audit provadéni Studie
ZDRAVOTNICKYM ZARIZENIM.
ZADAVATEL nebo jim povéfeny zastupce
budou toto provétovani (audit) provadét béhem
pracovni doby ZDRAVOTNICKEHO
ZARIZENI po vzijemné dohodé. Personal
ZDRAVOTNICKEHO  ZARIZENI  bude
spolupracovat s auditory a zpfistupni jim veskeré
dostupné studijni zdznamy a materidly, pii
dodrzeni omezeni z hlediska divérnosti udaji a
ochrany soukromi. ZADAVATEL probere
veskera zavazna zjisténi se ZDRAVOTNICKYM
ZARIZENIM na zavéreéné schiizce nebo
pisemné do 48 hodin, ale svlij interni audit
nebude se ZDRAVOTNICKYM ZARIZENIM

sdilet.
6. 6.
CONFIDENTIAL INFORMATION DUVERNE INFORMACE
6.1 6.1

During the term of this Agreement and after
completion of the Study or termination of this
Agreement, the INSTITUTION, its employees,
agents, subcontractors or affiliates and the
PRINCIPAL INVESTIGATOR shall not disclose

Béhem doby trvani této Smlouvy a po dokonceni
Studie nebo vypovézeni této Smlouvy nebudou
ZDRAVOTNICKE ZARIZENI, jeho
zameéstnanci, zastupci, subdodavatelé nebo
pfidruzené subjekty a HLAVNI ZKOUSEJICI
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or use Confidential Information (as defined
below) without SPONSOR’s prior written
consent, which consent may be withheld at its
sole discretion. “Confidential Information” shall
include the Protocol, Protocol Amendments, Case
Report Forms, Study Materials, and all materials
and information  concerning  SPONSOR,
SPONSOR Representative and the Study
disclosed to INSTITUTION and/or PRINCIPAL
INVESTIGATOR by SPONSOR or SPONSOR
Representative or developed as a result of
conducting the Study. The obligation of non-
disclosure and non-use shall not apply with
respect to any portion of the Confidential
Information that:

predavat nebo pouzivat divérné informace (dle
definice uvedené nize) bez predchoziho
pisemného svoleni ZADAVATELE, ktery jej
podle vlastniho uvazeni neni povinen poskytnout.
»Duveérné informace“ zahrnuji Protokol, dodatky
Protokolu, formulatre ptipadovych zprav, Studijni
materialy a veSkeré materialy a informace, které
se tykaji ZADAVATELE a Studie, které
ZADAVATEL nebo Zastupce ZADAVATELE
poskytl ZDRAVOTNICKEMU  ZARiZENi
a/nebo  HLAVNIMU ZKOUSEJICIMU nebo
které vznikly v dusledku provadéni Studie.
Povinnost nepfedavat a nepouzivat informace
nebude platit s ohledem na jakoukoliv cast
divérnych informaci, ktera:

6.1.1 6.1.1
was already known to either the INSTITUTION | jiz byla znama bud ZDRAVOTNICKEMU
and/or PRINCIPAL INVESTIGATOR at the time | ZARIZENI a/nebo HLAVNIMU

of disclosure by SPONSOR or SPONSOR
Representative as shown by prior written
records, unless it was known to either the
INSTITUTION or PRINCIPAL
INVESTIGATOR as a result of any such party's
prior relationship with SPONSOR;

ZKOUSEJICIMU v dobé predani ze strany
ZADAVATELE nebo Zastupce
ZADAVATELE tak, jak je to uvedeno v
pfedchozich pisemnych zaznamech, pokud
nebyla znama bud ZDRAVOTNICKEMU
ZARIZENI, nebo HLAVNIMU
ZKOUSEJICIMU v  dasledku  jakéhokoliv
predchoziho vztahu této strany k ZADAVATELLI,

6.1.2

6.1.2

is already available or becomes available to the
public through no fault of the PRINCIPAL
INVESTIGATOR and/or INSTITUTION or any
of its employees or agents;

je jiz dostupna nebo se stane dostupnou vetejnosti
nikoliv chybou HLAVNIHO ZKOUSEJICIHO
a/nebo ZDRAVOTNICKEHO ZARIZENI nebo
kteréhokoliv jeho zaméstnance nebo zastupce,

6.1.3

6.1.3

was received by either the INSTITUTION and/or
PRINCIPAL INVESTIGATOR from a third party
having a right to disclose it and owing no duty of
confidentiality to SPONSOR with regard thereto;

byla ziskina bud ZDRAVOTNICKYM
ZARIZENIM a/nebo HLAVNIM
ZKOUSEJICIM od tieti strany, ktera ma pravo
tyto informace pifedavat a nema povinnost
zachovavat duvérnost vuéi ZADAVATELI s
ohledem na tuto Smlouvu,

6.1.4 6.1.4

is required by any law or judicial order to be | je u ni vyZadovano né&kterym zikonem nebo
disclosed,  provided  however, that the | soudnim rozhodnutim, aby byla zvefejnéna,
INSTITUTION and/or PRINCIPAL | avSak za ptedpokladu, ze ZDRAVOTNICKE

INVESTIGATOR agrees to notify SPONSOR in
advance of the disclosure and agrees to cooperate
with SPONSOR in protecting the confidentiality
of the requested information.

ZARIZENI a/mebo HLAVNI ZKOUSEJICI
souhlasi s tim, Ze to oznami ZADAVATELI pted
pfedanim informaci a souhlasi s tim, ze budou
spolupracovat se ZADAVATELEM pii ochrané
divérnosti pozadovanych informaci.

6.2

6.2

In the event SPONSOR shall come into contact
with any Study Subject’s medical records,
SPONSOR shall comply with all applicable
law(s) regarding the confidentiality of such Study
Subject’s records.

V ptipadé, ze se ZADAVATEL dostane do
kontaktu s jakymikoliv Iékafskymi zdznamy
Pacienta ve Studii, dodrzi ZADAVATEL veskeré
piislusné zédkony ohledné diivérné povahy téchto
z4dznamu pacienta ve Studii.

6.3

6.3
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INSTITUTION and PRINCIPAL
INVESTIGATOR each agree to hold the terms of
this Agreement and the results of the Study in
confidence, subject to their respective rights
under this Section 6.

ZDRAVOTNICKE ZARIZENI i HLAVNI
ZKOUSEIJICI se zavazuji, 7e budou zachovéavat
mlcenlivost o podminkach této Smlouvy a o
vysledcich Studie s ohledem na svéa prava podle
¢lanku 6.

6.4

6.4

Notwithstanding the foregoing, nothing herein
shall preclude either party from reporting
(including but not limited to the right to post on a
website accessible to the public), information
regarding compensation, gifts, payments, meal
allowance, education and other remuneration or
things of benefit (collectively "Remuneration™)
provided by SPONSOR or SPONSOR
Representative on behalf of SPONSOR pursuant
to this Agreement, if such party determines in
good faith that such disclosure is required by
federal or state laws and/or other applicable rules
or regulations.

Bez ohledu na vyse uvedené nic v této Smlouveé
nezabrafiuje Zadné ze stran hlasit (véetné, nikoliv
vsak vyluéné prava davat informace na webové
stranky pfistupné vetejnosti) informace tykajici
se odmén, darQ, plateb, stravného, Skoleni a
dalsich odmén ¢i benefitii (kolektivné nazvano
,»odmeény*)  poskytnutych ZADAVATELEM
nebo Zastupcem ZADAVATELE jeho jménem
dle této Smlouvy, pokud takova strana v dobré
vite dospéje k zavéru, ze takové zvefejnéni je
pozadovano federalnimi ¢i statnimi zakony
a/nebo jinymi platnymi pravidly nebo nafizenimi.

7. 7.

PUBLICATIONS PUBLIKACE

7.1 7.1

This is a multicenter Study from which | Toto je multicentricka Studie, z niZz planuje

SPONSOR plans release of a combined single
publication and the information contained therein
is intended to be based on the collective results of
each institution and site participating in the Study.
After the final review of all completed case report
forms at all Study sites, SPONSOR will invite
INSTITUTION to contribute to this single
multicenter publication based on individual
contributions made to Study design, Subject
enrollment, and/or preparation/editing of the final
manuscript.  In further consideration of this
combined effort, neither the INSTITUTION nor
the PRINCIPAL INVESTIGATOR  will
independently  publish ~ Study results until
completion of the multi-center publication or one
(1) year following the conclusion of the Study at
all sites, which ever occurs first.

ZADAVATEL zvetejnit kombinovanou jedinou
publikaci a informace tam obsazené maji byt
zalozeny na kolektivnich vysledcich kazdého
zdravotnického zafizeni a pracovisté ucastniciho
se Studie. Po findlni kontrole vSech vyplnénych
formulait zaznamti subjekti hodnoceni na vSech
studijnich pracovistich pozve ZADAVATEL
ZDRAVOTNICKE ZARIZENI, aby ptispélo do
této jediné multicentrické publikace na zakladé
individudlnich pfispévki k designu Studie,
zapojovani pacienti a/nebo pfipravy/editace
finalniho rukopisu. Pfi dal§im zvazeni tohoto
spojen¢ho usili nebude ani ZDRAVOTNICKE
ZARIZENI  ani HLAVNI  ZKOUSEJIC]
nezavisle publikovat vysledky Studie az do
dokonceni multicentrické publikace nebo jeden
(1) rok po dokonceni Studie na vSech
pracovistich, podle toho, co bude dfive.

7.2

7.2

Under the conditions set forth in this Section 7.2
and Section 6 (Confidential Information) above,
INSTITUTION and PRINCIPAL
INVESTIGATOR may publish the results of the
Study without detailed Study Subject eCRFs, or
Study Subject identification, after advance review
and comment by SPONSOR as detailed in this
Section of the Agreement. At least ninety (90)
days prior to submission of a manuscript, abstract,
poster board, presentation, and/or any other
written or oral material which describes the

Dle podminek uvedenych v ¢asti 7.2 a Casti 6
(Davérné informace) vyse, ZDRAVOTNICKE
ZARIZENI a HLAVNI ZKOUSEJICI mohou
zvetejnit  vysledky Studie bez podrobnych
formulédit eCRF pacientt ve Studii, nebo
identifikace Pacientl ve Studii, po pfedchozim
posouzeni a vyjadieni ze strany ZADAVATELE
tak, jak je to podrobné¢ uvedeno v této Casti
Smlouvy. Minimalné devadesat (90) dni pied
odeslanim rukopisu, abstraktu, plakatové ¢i jiné
prezentace nebo jakéhokoliv jiného pisemného ¢i

general results of the Study (“Publication”), | ustniho materidlu, ktery popisuje obecné
INSTITUTION and PRINCIPAL | vysledky  Studie  (,,Publikace™), poskytnou
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INVESTIGATOR shall provide SPONSOR
through  SPONSOR Representative a copy of the
proposed Publication for review and comment
(“Review Period”). SPONSOR, and if applicable
SPONSOR Representative, reserves the right to
remove all Confidential Information and/or any
reference  to SPONSOR or SPONSOR
Representative from the Publication.  Upon
request of SPONSOR, the Publication may be
delayed up to an additional sixty (60) days after
expiration of the Review Period to enable

SPONSOR to secure patent and/or other
proprietary  protection  (“Delay  Period”).
INSTITUTION and PRINCIPAL

INVESTIGATOR acknowledge and agree to keep
the proposed Publication confidential until the
Review Period and, if elected by SPONSOR, the
Delay Period has expired. INSTITUTION agrees
that PRINCIPAL INVESTIGATOR shall give
due consideration to SPONSOR comments and
delete SPONSOR Confidential Information from
any publication. This provision shall survive the
expiration or termination of this Agreement.

ZDRAVOTNICKE ZARIZENI a HLAVNI
ZKOUSEJICI ZADAVATELI kopii navrhované
publikace k posouzeni a vyjadieni (,,Doba
posuzovani®). ZADAVATEL a je-li to pouzitelné
Zastupce ZADAVATELE, si vyhrazuji pravo
odstranit vSechny Duvérné informace a/nebo
odkazy na ZADAVATELE nebo Zastupce
ZADAVATELE z Publikace. Na zadost
ZADAVATELE muze byt Publikace odlozena az
o dalsich Sedesat (60) dni po uplynuti Doby
posuzovani, aby ZADAVATEL mohl zajistit
patent a/nebo jiny druh ochrany vlastnictvi
(,,Doba odkladu®). ZDRAVOTNICKE
ZARIZENI a HLAVNI ZKOUSEJICI berou na
védomi a souhlasi, ze navrhovana Publikace
zistane az do uplynuti Doby posuzovani a
pfipadné i po Dobu odkladu, pokud si to bude
ZADAVATEL ptat, divérna. ZDRAVOTNICKE
ZARIZENT souhlasi, ze HLAVNI ZKOUSEJICT
fadné zohledni pfipominky ZADAVATELE a
ZADAVATELOVI Duvémé informace z
pfipadné publikace odstrani. Toto ustanoveni
zlstava v platnosti i po uplynuti nebo ukonceni
platnosti této Smlouvy.

7.2.1 7.2.1
If any Study material or results are published by | Zvefejni-li ~ ZDRAVOTNICKE ~ ZARIZENI,
the INSTITUTION, PRINCIPAL | HLAVNI ZKOUSEJICI nebo spoluzkousejici

INVESTIGATOR or sub-investigators,
SPONSOR shall receive an irrevocable, fully
paid-up, royalty-free, worldwide right to
reproduce and distribute such publication as it
sees fit.

jakékoliv Studijni materidly nebo vysledky ze
Studie, obdrzi ZADAVATEL neodvolatelné, plné
zaplacené, poplatkl prosté pravo na reprodukci a
distribuci publikaci, jak to bude povazovat za
vhodné.

8. 8.

REPORTS, RECORDS RETENTION PODRZENI ZPRAV, ZAZNAMU

8.1 8.1

Study shall be completed by the PRINCIPAL | HLAVNI  ZKOUSEJICI  dokon¢i  Studii

INVESTIGATOR in the manner and pursuant to
the schedule set forth in the Protocol. SPONSOR
and SPONSOR Representative shall have access
to Study data concerning the Study at any time.

zpusobem a dle rozvrhu uvedeného v Protokolu.
ZADAVATEL a Zastupce ZADAVATELE
budou mit kdykoliv ptistup k Gdajim ze Studie,
které se tykaji této Studie.

8.2 8.2
8.3 8.3
PRINCIPAL  INVESTIGATOR shall be | HLAVNI ZKOUSEJICI bude odpovédny za
responsible for maintaining complete and | udrZzovani Uplnych a pfesnych papirovych i

accurate paper and electronic records on each
Study Subject, as set forth in the Protocol.

elektronickych zdznamt ke kazdému Pacientovi
ve Studii tak, jak je to stanoveno v Protokolu.

8.4

8.4

The INSTITUTION will keep all health records
and Study data as well as any documentation
related to study subjects..

ZDRAVOTNICKE ZARIZENI bude uchovéavat
viechny zdravotnické zaznamy a Udaje ze Studie
a rovnéZ veSkerou dokumentaci souvisejici s
Pacienty ve Studii.

9.
COSTS, PAYMENT AND CONSIDERATION

0.
NAKLADY, PLATBY A ODMENY

9.1

9.1
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SPONSOR, through SPONSOR Representative,
shall make quarterly payments reflecting
expenses incurred by INSTITUTION for Study
Subjects participating in the Study (as per the
attached Exhibit B), upon receipt by SPONSOR
and/or SPONSOR Representative of completed
eCRF’s for Study Subjects. All data, information
and results on each patient participating in the
Study are held and/or documented in the eCRF.
SPONSOR, through SPONSOR Representative,
shall make the final payment for all scheduled and
approved extra visits or procedures on a quarterly
basis and subject to the satisfaction of SPONSOR
through SPONSOR Representative upon (1)
completion of eCRF’s for Study Subjects, (2)
resolution of all data questions.

Payments will be provided based on
INSTITUTION invoices according to calculation
as per carried out visits, generated by the
SPONSOR or SPONSOR Representative and
approved by the PRINCIPAL INVESTIGATOR.
SPONSOR or SPONSOR Representative shall
submit the calculation to Oddéleni rozvojovych
programt, grantovych cinnosti a klinickych
hodnoceni FNKV, Pavilion CH, Srobéarova
1150/50, 100 34 Praha 10 or send via e-mail to
the address klinickehodnoceni@fnkv.cz. VAT, in
the amount stipulated by law, shall be added to
the payment. The invoice payment deadline is 30
days from the date of invoice issue by the
INSTITUTION.

ZADAVATEL bude prostiednictvim Zastupce
ZADAVATELE provadét ctvrtletni platby
odpovidajici vydajim vynaloZenym
ZDRAVOTNICKYM ZARIZENIM na Pacienty
ve Studii, ktefi se ucastni této Studie (podle
Prilohy B) poté, co ZADAVATEL a/nebo
Zastupce ZADAVATELE obdrzi vyplnéné
formulafe eCRF Pacient ve Studii. Veskera data,
informace a vysledky ke kazdému pacientovi,
ktery se ucastni této Studie, jsou uchovavana
a/nebo zdokumentovéna ve formuldfich eCRF.
ZADAVATEL provede prostiednictvim
Zastupce ZADAVATELE ctvrtletni platbu za
vSechny planované a schvalené neplanované
navstévy ¢i procedury na zakladé uspokojeni
pozadavkli ZADAVATELE po (1) vyplnéni
formulait. eCRF u Pacientd ve Studii, (2)
vyfeseni vech otazek k udajim.

Platba bude provadéna na zakladé fakturace
ZDRAVOTNICKYM  ZARI{ZENIM dle
kalkulace, vytvofené ZADAVATELEM nebo
Zastupcem ZADAVATELE a odsouhlasené

HLAVNIM ZKOUSEJICIM. Kalkulace bude
ZADAVATELEM nebo Zastupcem
ZADAVATELE dorucena na Oddéleni

rozvojovych programu, grantovych Ccinnosti a
klinickych hodnoceni FNKYV, pavilon CH,
Srobérova 1150/50, 100 34 Praha 10 nebo
zaslana e-mailem na adresu
klinickehodnoceni@fnkv.cz.  Kplatbé  bude
pfipo¢tena DPH v zdkonem stanovené vySi.
Lhuta splatnosti faktury je 30 dnG ode dne
vystaveni faktury ZDRAVOTNICKYM
ZARIZENIM

9.2

9.2

The INSTITUTION represents and warrants that
the compensation provided under the terms of this
Agreement are consistent with fair market value
in arm’s length transactions and has not been
determined in any manner with regard to, or has
been given in exchange for, any implicit or
explicit agreement to provide favorable
procurement decisions, or to the value or volume
of any business generated between the parties,
and that the services to be performed under this
Agreement do not and will not involve the
counseling or promotion of a business
arrangement or other activity that violates any
federal, state, local or other applicable law

ZDRAVOTNICKE ZARIZENI potvrzuje a
zarucuje, ze odména poskytovana dle podminek
této Smlouvy je v souladu s béznou odménou za
sluzby pfi transakcich za obvyklych podminek a
nebyla zadnym zplsobem stanovena s ohledem
na jakoukoliv skrytou ¢i otevienou dohodu, ani
vymeénou za takovou dohodu za ucelem zajisténi
pfiznivych rozhodnuti o zadani zakdzek nebo
hodnoty ¢i objemu jakychkoliv obchodnich
aktivit, k nimZ mezi smluvnimi stranami dochazi,
a ze soucasti sluzeb, jez budou v ramci této
Smlouvy provadény, neni a nebude poradenstvi ¢i
propagace obchodni dohody ani jiné cinnosti,
ktera by porusovala federalni, statni, mistni Ci
jiné platné zakony.

10. 10.
INTELLECTUAL PROPERTY DUSEVNIi VLASTNICTVI

10.1 10.1

INSTITUTION agrees that PRINCIPAL | ZDRAVOTNICKE ZARIZENI souhlasi, ze
INVESTIGATOR shall promptly and fully | HLAVNI ZKOUSEJICI pteddi ZADAVATELI
disclose to SPONSOR through SPONSOR | ihned a v kompletni form¢ vSechny informace,
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Representative, all information resulting from the
Study conducted under this Agreement that is
required to be reported or delivered by the Study
Protocol, including, without limitation, all data,
results and conclusions (collectively referred to
hereinafter as “Data”) of the Study. All Data
shall be the property of SPONSOR. SPONSOR
shall have the unrestricted right to freely utilize
all such Data for any lawful purpose and in
whatever manner it desires. The INSTITUTION
and PRINCIPAL INVESTIGATOR shall have
the right to use all of the Data collected by the
PRINCIPAL INVESTIGATOR pursuant to this

které budou vysledkem Studie provedené dle této
Smlouvy a které je tfeba hlasit nebo predat dle
Protokolu Studie, véetn¢ (nikoliv vSak vyluéné)
vSech udaji, vysledkt a zavérd (spolecné
nazyvanych ,udaje“ ¢i ,data”) Studie. Veskeré
udaje budou ve vlastnictvi ZADAVATELE.
ZADAVATEL bude mit neomezené pravo volné
vyuzit vSechna tato data pro jakykoliv zakonny
ucel a  zpusobem,  jaky si  preje.
ZDRAVOTNICKE ZARIZENf a HLAVNI
ZKOUSEJICI budou mit pravo vyuzivat veskeré
tdaje ziskané HLAVNIM ZKOUSEJICIM v této
Studii pouze pro svtj vlastni interni nekomercni

Study solely for its own internal, non-commercial | vyzkum a pouze pro udéely vzdélavani.
research and educational purposes only. | ZDRAVOTNICKE ZARIZEN] a/nebo HLAVNI
INSTITUTION and/or PRINCIPAL | ZKOUSEJICI  poskytnou =~ ZADAVATELI
INVESTIGATOR shall provide SPONSOR with | ptiméfeny piistup — dle jeho poZzadavka — ke
reasonable access, as requested, to all supporting | véem  podpirnym  zdrojovym  datim a
source data and documentation. dokumentaci.

10.2 10.2

All  ideas, inventions, improvements or | Veskeré napady, vynalezy, zlepSeni nebo navrhy,
suggestions, whether or not patentable | at’ uz patentovatelné nebo ne (dale oznafované

(hereinafter referred to as “Study Inventions”)
that are made as a result of the performance of the
Study and/or related in any way to the Study
Materials without limitation to the uses thereof,
or derived from work performed under this
Agreement, (including communications with
SPONSOR), shall be the sole property of
SPONSOR, and shall be fully disclosed to
SPONSOR through SPONSOR Representative,
by INSTITUTION and/or PRINCIPAL
INVESTIGATOR. INSTITUTION  and/or
PRINCIPAL INVESTIGATOR shall promptly
and fully disclose and assign to SPONSOR, in a
form satisfactory to SPONSOR’s Patent Counsel
any Study Inventions made, conceived or reduced
to practice alone or in conjunction with others
under this Agreement. INTITUTION and
PRINCIPAL INVESTIGATOR each agree to
execute all documents and to perform any tasks
requested by SPONSOR's Patent Counsel for the
purpose of obtaining patent protection for such
Study Inventions and/or perfecting or proving
SPONSOR's rights therein. SPONSOR shall
reimburse INSTITUTION and PRINCIPAL
INVESTIGATOR for all reasonable expenses
incurred by them in connection with seeking
patent protection for Study Inventions provided
that consent to incur such expenses is first
obtained from SPONSOR in writing. Neither
INSTITUTION nor PRINCIPAL
INVESTIGATOR shall disclose any Study
Invention to any third party without SPONSOR's
express written consent.

jako ,,napady ze Studie®), které jsou vysledkem
provadéni Studie a/nebo se jakymkoliv zpiisobem
vztahuji ke Studijnim materialdm bez omezeni na
jejich pouziti, nebo odvozené z prace provadéné
dle této Smlouvy, (vCetné¢ komunikace se
ZADAVATELEM), budou vyhradnim
vlastnictvim ZADAVATELE a budou plné
predany ZADAVATELI ZDRAVOTNICKYM
ZARIZENIM a/nebo HLAVNIM
ZKOUSEJICIM. ZDRAVOTNICKE ZARI{ZEN{
alnebo HLAVNI ZKOUSEJICI piedaji a
pfevedou ZADAVATELI ihned a v uplnosti ve
form¢ uspokojivé pro pravniho zastupce
ZADAVATELE v oblasti patentového prava
veskeré ziskané napady ze Studie, koncipované
nebo omezené na pouziti v praxi, samotné nebo
ve spojeni s jinymi dle této Smlouvy.
ZDRAVOTNICKE ZARIZENI i HLAVNI
ZKOUSEIJICI souhlasi s tim, e podepisi viechny
dokumenty a provedou veskeré¢  ukoly
pozadované pravnim zastupcem ZADAVATELE
specializovanym na patentové pravo pro ucely
ziskani patentni ochrany u téchto napadt ze
Studie a/nebo vylepSeni nebo prokazani prav
ZADAVATELE na né. ZADAVATEL proplati
ZDRAVOTNICKEMU ZARIZENI a
HLAVNIMU  ZKOUSEJICIMU  vegkeré
pfiméfené nédklady, které jim vznikly ve spojeni
se ziskavanim patentni ochrany u napadd ze
Studie za predpokladu, Ze je pfedem nejprve
ziskan pisemny souhlas s takovymito vydaji. Ani
ZDRAVOTNICKE ZARIZENI ani HLAVN]
ZKOUSEJICI nepiedaji zadné napady ze Studie
zadné treti strané bez vyslovného pisemného
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souhlasu ZADAVATELE.

10.3

10.3

The use of the Study Materials outside of the
Study is prohibited. While SPONSOR in no way
condones the use of the Study Materials for
purposes outside of the Protocol, if such work is
performed, or upon the failure by PRINCIPAL
INVESTIGATOR and/or INSTITUTION to
comply with any obligations as set forth in this
Agreement pursuant to this Section 10, all Data
shall be treated as set forth in Section 10.1 while
discoveries, technologies, inventions and the like
arising there from, whether patentable or not,
shall be treated in all respects as Study Inventions
and shall be the sole property of SPONSOR.

Pouzivani Studijnich materiald mimo Studii je
zakézano. Zatimco ZADAVATEL v Zzadném
pfipadé nepromine pouziti Studijnich materiala
pro ucely neuvedené v Protokolu, pokud je
takovéa prace provedena, nebo poté, co HLAVNI
ZKOUSEJICI  amebo ~ ZDRAVOTNICKE
ZARIZENI nedodrzi n&které povinnosti uvedené
v této Smlouvé dle ¢asti 10, se vSemi udaji bude
nakladano tak, jak je to uvedeno v casti 10.1,
zatimco s objevy, technologiemi, napady apod.
vzniklymi v ramci Studie, at uZz jsou
patentovatelné nebo ne, bude nakladano ve vSech
ohledech jako s napady ze Studie a budou
vyluénym vlastnictvim ZADAVATELE.

10.4 10.4
Neither SPONSOR nor the INSTITUTION | Uzavienim této Smlouvy neprevadeji
transfers to the other by operation of this | ZADAVATEL ani ZDRAVOTNICKE

Agreement any patent right, copyright, trade
secret or other proprietary right of any party,

ZARIZENI na tfeti osoby prava k patenttim,
autorska prava, obchodni tajemstvi ani jina

except as described in this Agreement. vlastnickd prava kterékoliv strany, kromé&
pripadu, které popisuje tato Smlouva.
11. 11.

INDEPENDENT CONTRACTOR

NEZAVISLOST SMLUVNICH STRAN.

The parties to this Agreement recognize and agree
that each individually is operating as an
independent contractor and not as an agent of the
other. This Agreement shall not constitute a
partnership or joint venture, and neither party
may be bound by the other to any contract,
arrangement  or understanding except as
specifically provided for herein.  Except as
specifically provided herein, at no time shall
either party make commitments or incur any
charges or expenses (such as subject injury
language in the INSTITUTION’s Study informed
consent) for or in the name of the other party.
INSTITUTION represents that PRINCIPAL
INVESTIGATOR’s relationship to
INSTITUTION is that of an employee, and
INSTITUTION further agrees that PRINCIPAL
INVESTIGATOR shall be compensated for
his/her services by SPONSOR based on an
individual agreement.

Strany této Smlouvy uznavaji a souhlasi s tim, Ze
kazda jednotlivé je nezavislym smluvnim
partnerem a neni zastupcem jiné strany. Tato
Smlouva nezaklada mezi smluvnimi stranami
partnerstvi nebo spole¢ny podnik a s vyjimkou
pfipadi vyslovné uvedenych v této Smlouvé
nemohou smluvni strany vstupovat do smluvnich
zavazkll jménem druhé smluvni strany. Kromé
pripadi, které jsou konkrétné¢ uvedeny v této
Smlouvé, nebude nikdy zadna ze stran vstupovat
do zavazki nebo se vystavovat néjakym
poplatkim nebo vydajim (souvisejici napf. s
popisem  zdravotni  Ujmy  pacienta Vv
informovaném souhlasu ZDRAVOTNICKEHO
ZARIZENI v ramci Studie) pro druhou stranu
nebo  jejim  jménem. ZDRAVOTNICKE
ZARIZENI potvrzuje, ze vztah HLAVNIHO
ZKOUSEJICIHO ke ZDRAVOTNICKEMU
ZARIZENI je vztahem zaméstnaneckym, a
ZDRAVOTNICKE ZARIZENI déle souhlasi s
tim, 72 HLAVNI ZKOUSEJICI bude za své
sluzby pobirat odmény od ZADAVATELE na
zéklad€ samostatné smlouvy.

12, 12.

INSURANCE POJISTENI

Not applicable for the registry. Nevztahuje se na tento registr.

13. 13.

INDEMNIFICATION _ AND __ SUBJECT | NAHRADA SKODY A ZDRAVOTNI UIMA
INJURY PACIENTA
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Not applicable for this registry.

Nevztahuje se na tento registr.

14, 14,
USE OF NAME POUZIVANi JMENA
Neither party shall disclose the existence or terms | Zadnia ze stran nezvefejni existenci nebo

of this Agreement nor use the name of the other
party in any publicity, advertising or
announcement without the other party’s prior
written approval. Neither INSTITUTION nor
PRINCIPAL INVESTIGATOR shall disclose
their association with SPONSOR
Representative, or use the name of SPONSOR
Representative in any press release, article or
other method of communication with the general
public, without the express prior written approval
of SPONSOR Representative.

podminky této Smlouvy ani nepublikuje nikde
jméno/nazev druhé strany v zadném materidlu,
reklamé ¢i ozndmeni, aniz by predtim ziskala
predchozi pisemné schvaleni. Ani
ZDRAVOTNICKE ZARI{ZEN{ ani HLAVNI
ZKOUSEJICI nezvefejni svoje pridruzeni se
Zastupcem ZADAVATELE ani nepouziji
jméno/nazev Zastupce ZADAVATELE v zadné
tiskové zpravé, clanku nebo jiné metodé
komunikace s vefejnosti, bez vyslovného
pisemného souhlasu Zastupce ZADAVATELE.

15. 15.
SUB-INVESTIGATORS AND  OTHER | SPOLUZKOUSEJICi A JINY PERSONAL
PERSONNEL

15.1 15.1

INSTITUTION agrees that PRINCIPAL
INVESTIGATOR will ensure that:

ZDRAVOTNICKE ZARIZENT souhlasi, ze
HLAVNI ZKOUSEJICI zajisti, Ze/aby:

1511

1511

Adequate numbers of qualified personnel are
assigned to the Study to meet its obligations
under this Agreement;

Provadénim Studie byl povéfen dostatecny pocet
kvalifikovanych pracovnikt, aby bylo mozno
splnit pozadavky této Smlouvy.

15.1.2

15.1.2

Sub-investigators and other personnel have the
necessary licenses and certifications, and are
qualified by education, training and experience to
perform their Study responsibilities;

Spoluzkousejici a jiny personadl méli potiebné
licence a certifikace, a aby byli kvalifikovani z
hlediska vzdélani, Skoleni a zkuSenosti pro
provadéni svych funkei ve Studii,

15.1.3

15.1.3

Sub-investigators and personnel perform their
Study responsibilities and fulfill their obligations
under this Agreement; and

Spoluzkousejici a personal plnili své povinnosti
ve Studii a své zavazky z této Smlouvy a

15.14 15.14

Sub-investigators and personnel receive the | Spoluzkousejici a personal ziskali potiebné
necessary information and training. informace a Skoleni.

15.2 15.2

Any sub-investigator or other person or | Jakykoliv spoluzkousejici nebo jind osoba nebo

subcontractor working on the Study who is not
employed by INSTITUTION will execute a
written agreement with INSTITUTION obligating
him/her to comply with confidentiality
intellectual property and other relevant terms and
conditions of this Agreement. PRINCIPAL
INVESTIGATOR will notify SPONSOR in

subdodavatel pracujici na Studii, kterého
nezaméstnavd ZDRAVOTNICKE ZARIZENT],
podepisi pisemnou smlouvu se
ZDRAVOTNICKYM ZARIZENIM, kterd mu/ji
dava povinnost dodrzovat duvérnou povahu
duSevniho vlastnictvi a jiné relevantni podminky
této Smlouvy. HLAVNI ZKOUSEJICI pisemné
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writing of proposed sub-investigators; SPONSOR
may disapprove any proposed sub-investigator
within five (5) days after notification.

oznami ZADAVATELI navrhované
spoluzkousejici. = ZADAVATEL  mlze s
kterymkoliv navrhovanym dil¢im zkousejicim do
péti (5) dnli po ozndmeni vyslovit nesouhlas.

16. 16.

TERMINATION UKONCENI PLATNOSTI

16.1 16.1

This Agreement may be terminated: Platnost této Smlouvy lze ukondit:

16.1.1 16.1.1

Without cause by the INSTITUTION upon thirty | Vypovédi bez udini divodu =ze strany

(30) days prior written notice;

ZDRAVOTNICKEHO ZARIZENI po ticeti (30)
dnech po predchozim pisemném oznameni.

16.1.2 16.1.2

Without cause by SPONSOR through SPONSOR | Vypovédi bez udani divodu =ze strany

Representative immediately upon written notice; | ZADAVATELE  prostfednictvim  Zastupce
ZADAVATELE okamzit¢ po  pisemném
ozndmeni.

16.1.3 16.1.3

By either the INSTITUTION or SPONSOR
through SPONSOR Representative immediately
upon written notice if the PRINCIPAL
INVESTIGATOR is unable or unwilling (whether
due to death, disability, incapacity, retirement,
termination, or otherwise) to continue to serve
and a successor acceptable to both the
INSTITUTION and SPONSOR is not available;
or

Bud’ ze strany ZDRAVOTNICKEHO ZARIZENI
nebo ZADAVATELE prostfednictvim Zastupce
ZADAVATELE ihned po pisemném oznamenti,
pokud HLAVNI ZKOUSEJICI neni schopen
nebo ochoten (at’ uz z divodu smrti, invalidity,
pracovni neschopnosti, odchodu do diichodu,
ukonceni pracovniho poméru nebo z jiného
divodu) pokracovat v této funkci a naslednik
ptijatelny jak pro ZDRAVOTNICKE
ZARIZENI, tak i pro ZADAVATELE neni k
dispozici, nebo

16.2

16.2

Upon receipt of a notice of termination, the
PRINCIPAL INVESTIGATOR shall immediately
stop enrolling Study Subjects into the Study and
shall cease conducting procedures on Study
Subjects already enrolled in the Study as directed
by SPONSOR through SPONSOR
Representative, to the extent medically
permissible and appropriate.

Po obdrzeni oznameni o wukonceni Studie
HLAVNI ZKOUSEIJICI ihned zastavi pfijiméani
Pacient do Studie a pfestane provadét procedury
s pacienty jiz do Studie zafazenymi dle pokynt
ZADAVATELE, do té miry, jak je to lékaisky
pripustné a ptimétené.

16.3

16.3

Upon termination of this Agreement, payments
shall be made in accordance with the terms set
forth in the attached Exhibit B.

Po ukonceni této Smlouvy budou platby
provadény v souladu s podminkami uvedenymi v
pfipojené Ptiloze B.

16.4

16.4

Termination of this Agreement by either party
shall not affect the rights and obligations of the
parties accrued prior to the effective date of the
termination. The rights and duties under Sections
6, 7, 8, 10, 12, 13, 16, 20, 21 and 22 survive the
termination or expiration of this Agreement.

UkonCeni této Smlouvy kteroukoliv stranou
neovlivni prdva a povinnosti stran ziskané pied
datem ucinnosti ukonceni Smlouvy. Prédva a
povinnosti dle ¢asti 7, 8, 10, 12, 13, 16, 20, 21, a
22 pretrvaji i po ukonceni nebo uplynuti doby
platnosti této Smlouvy.

17. 17.
ASSIGNMENT POSTOUPEN{
INSTITUTION shall not assign or subcontract | Ani ZDRAVOTNICKE ZARIZENI tuto

this Agreement or parts thereof without the prior
written consent of SPONSOR through SPONSOR

Smlouvu nebo jakoukoli jeji ¢ast nepostoupi nebo
nezadaji bez predchoziho pisemného souhlasu
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Representative. ZADAVATELE  prostiednictvim  Zastupce
ZADAVATELE.

18. 18.

NOTICE OZNAMEN{

All natices given under this Agreement shall be in
writing and shall be given as of the date it is: (1)
hand delivered; (2) sent by facsimile; or (3)
mailed (U.S. or international) to the parties at the
addresses set forth below, or such other addresses
as the parties may designate in writing.

Veskera oznameni podand dle této Smlouvy
budou pisemna a budou podana k datu, kdy jsou:
(1) dorucena osobné¢, (2) zaslana faxem nebo (3)
zaslana poStou strandm na nize uvedené adresy,
nebo na jiné adresy, které strany piipadné
pisemné ozndmi.

For SPONSOR:
Baxalta Innovations GmbH

Industriestrasse 67, 1220 Vienna, Austria

Za ZADAVATELE:
Baxalta Innovations GmbH

Industriestrasse 67, 1220, Wien (Viden),
Rakousko

For INSTITUTION:
Kralovské Vinohrady University Hospital

Srobarova 1150/50, 100 34 Prague 10
Czech Republic

Telephone: | EGzc

Facsimile:

Za ZDRAVOTNICKE ZARIZENI:
Fakultni nemocnici Kralovské Vinohrady

Srobarova 1150/50, 100 34 Praha 10
Ceska republika

Telefonni &islo: ||| | Gz

Fax:

For SPONSOR Representative:
Quintiles Czech Republic, s.r.o.,
Radlicka 714/113a,

158 00, Prague 5, Czech Republic

Zastupce ZADAVATELE:
Quintiles Czech Republic, s.r.o.
Radlicka 714/113a,

158 00 Praha 5, Ceské republika

19.
AMENDMENTS

19.
DODATKY

Any amendments or revisions to this Agreement
must be proposed in writing by either party and
accepted in writing by the other party before they
shall become effective and binding.

Veskeré¢ dodatky nebo revize této Smlouvy musi
byt navrzeny pisemné kteroukoli ze smluvnich
stran a pfijaty pisemné druhou stranou predtim,
nez se stanou G¢innymi a pravné zavaznymi.

20.
WAIVER

20.
ZPETVZETI

No waiver of any term, provision or condition of
this Agreement whether by conduct or otherwise
in any one or more instances shall be deemed to
be or construed as a further or continuing waiver
of any such term, provision, or condition or of
any other term, provision, or condition of this

Zadné zieknuti se jakékoliv podminky nebo
ustanoveni této Smlouvy na zaklad¢ jednani nebo
jinak v jakémkoliv pfipadé nelze povazovat za
trvalé zfeknuti se této podminky nebo ustanoveni,
nebo jakékoliv jiné podminky nebo ustanoveni
této Smlouvy.

Agreement.
21. 21.
ENTIRE AGREEMENT UPLNOST UJEDNANI.

This Agreement together with the attached
Exhibit(s) is the entire understanding between
SPONSOR and INSTITUTION. It replaces,
supersedes and renders void any and all

Tato Smlouva spoleéné s piilozenou Ptilohou
(Piilohami) pfedstavuje uplné ujednani mezi
ZADAVATELEM a ZDRAVOTNICKYM
ZARIZENIM. Nahrazuje a rusi veskera piipadna
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predecessor agreements between the parties
related to the subject matter hereof. In the event
of any inconsistency between the Agreement and
the Protocol, the Protocol shall govern in all
concerns of patient safety, and professional,
medical, and clinical matters. This Agreement
shall govern in all other matters.

vvvvvv

ujednani mezi smluvnimi stranami
ohledné¢ pfedmétu této Smlouvy. V pfipadé
jakéhokoliv nesouladu mezi Smlouvou a
Protokolem, je Protokol fidici ve vécech
odbornych, 1ékatskych a klinickych. Ve vsech
ostatnich zaleZitostech je tidici tato Smlouva.

22.
GOVERNING LAW

22.
ROZHODNE PRAVO

This Agreement shall be governed by the laws of
the Czech Republic.

The appropriate courts of the Czech Republic
shall review and decide in any conflicts between
the Parties or any third parties that cannot be
resolved by conciliation.

Tato Smlouva se bude fidit zikony Ceské
republiky.

K projednani a rozhodovani ptipadnych sport
vzniklych mezi smluvnimi stranami, ale i tfetimi
osobami, které nebudou vyfeseny smirnou cestou,
jsou piisluiné soudy Ceské republiky.

23.
COUNTERPARTS

23.
STEIJNOPISY

This Agreement will be executed in four
counterparts, each of which shall be deemed an
original, but all such respective counterparts shall
together constitute one and the same agreement.
Each Party and the PRINCIPAL
INVESTIGATOR shall obtain 1 counterpart.

Tato Smlouva miize bude vyhotovane ve ¢tyfech
stejnopisech, z nichz kazdy bude mit pravni silu
originalu, ale vSechny tyto jednotlivé stejnopisy
budou spoleéné predstavovat jednu a tutéz
smlouvu. Kazda ze smluvnich stran a HLAVNI
ZKOUSEIJICI obdr7i 1 stejnopis.

24,
TERM

24,
PLATNOST

This Agreement shall enter in force on the date of
signing by the last Party and will remain in
effective until completion of the Study, close-out
of the trial site and completion of the obligations

Tato Smlouva vstoupi v platnost v den podpisu
posledni smluvni stranou a zUstane v platnosti do
doby dokonceni Studie, uzavieni centra Studie a
splnéni povinnosti stran dle této Smlouvy nebo

of the parties under this Agreement or earlier | dfivéjsiho dokonéeni v souladu s touto
termination in accordance with this Agreement. Smlouvou.
25. 25.

REGISTRY AGREEMENT

REGISTR SMLUV

"Notwithstanding the foregoing, Institution,
Sponsor and Quintiles hereby acknowledge
that this Agreement shall be published pursuant to
Act no. 340/2015 Sh., on Agreements Register.
As and between the Parties, Institution agrees to
publish the Agreement pursuant to the foregoing.
Any information which constitutes trade secret of
either Party is exempted from such publication.
For the purposes of this Agreement such trade
secrets include, but are not limited to, the design
of individual visits described in the payment
table/s in Attachment B, the minimum enrollment
goal, expected number of Study subjects enrolled
and the expected duration of the Study.
Furthermore, personal data of the individuals are
also exempt from such publication, unless they
have been previously published in another public
register. The version of this Agreement intended
for publication is attached hereto as Attachment

»Bez ohledu na ptedchozi ustanoveni berou
timto Zdravotnické =zafizeni, Zadavatel a
Quintiles na védomi, Ze tato Smlouva bude
uvefejnéna v souladu se zakonem ¢&. 340/2015
Sb., oregistru smluv. V ramci ujednani mezi
smluvnimi stranami se Zdravotnické zatfizeni
zavazuje uvetejnit tuto Smlouvu v souladu s vyse
uvedenym. Jakékoli informace, které jsou
obchodnim  tajemstvim  kterékoli  strany,
predstavuji vyjimku z povinnosti uvetejnéni. Pro
ucely této Smlouvy se za obchodni tajemstvi
povazuji mimo jiné rozvrzeni jednotlivych
navstév, jak je popsano v platebni tabulce (Ci
tabulkdch) v Pfiloze B, minimalni cilovy pocet
zafazeni, ocekdvany pocet subjektii zarazenych
do Studie a ocekdvana doba trvani Studie. Kromé
toho predstavuji vyjimku zuvefejnéni také
osobni udaje jednotlivych osob, pokud jiz nebyly
diive uvefejnény v jiném vefejném registru.
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D. The Institution is obliged to publish this
Agreement in accordance with the article herein
above. Should the Institution fail to publish this
Agreement within 5 working days from the
Effective Date, it may be published by the
Sponsor or Quintiles.”

Verze této Smlouvy ur€ena pro uvetejnéni tvoii
Pfilohu D této Smlouvy. Zdravotnické zatizeni je
povinno uvefejnit tuto Smlouvu v souladu s vyse
uvedenym c¢lankem. Pokud Zdravotnické zafizeni
neuvetejni tuto Smlouvu do 5 pracovnich dnl od
Data ¢innosti, mize ji uverejnit Zadavatel nebo
Quintiles.*

26. 26.

MISCELLENEQUS RUZNE

26.1 26.1

INSTITUTION and PRINCIPAL | ZDRAVOTNICKE ZARIZENI a HLAVNI

INVESTIGATOR agree that their judgment with
respect to the advice and care of each patient will
not be affected by the compensation they receive
from this Agreement, that such compensation
does not exceed the fair market value of the
services they are providing, and that no payments
are being provided to them for the purpose of
inducing them to purchase or prescribe any drugs,
devices or products INSTITUTION and
PRINCIPAL INVESTIGATOR agree that they
will not bill fees for any Study Subject that are
not part of routine care usually provided by
insurer or governmental agency.

ZKOUSEIJICI souhlasi s tim, Ze jejich Gsudek s
ohledem na rady a pééi o kazdého pacienta
nebude ovlivnén finan¢ni nahradou, kterou obdrzi
v ramci plnéni této Smlouvy, Ze tato nahrada
nepiekroc¢i skute¢nou trzni hodnotu sluzeb, které
poskytuji, a ze jim nebude poskytnuta zadna
platba v  souvislosti s nakupem nebo
predepisovanim jakychkoli 1€kii, zdravotnickych
prostfedkti nebo vyrobki. ZDRAVOTNICKE
ZARIZENI a HLAVNI ZKOUSEIJICI souhlasi,
ze nebudou uctovat poplatky za jakéhokoli
Pacienta Studie, které nejsou soucasti bézné péce,
kterou by pacientovi b&ézné poskytli pojistovné
nebo statnimu organu.

26.2

26.2

INSTITUTION and PRINCIPAL
INVESTIGATOR  represent and warrant that
neither they nor any individual or entity acting on
their behalf, nor any payee under this Agreement,
will, directly or indirectly, offer or pay, or
authorize an offer or payment of, any money or
anything of value to any Public Official (defined
below) or public entity, with the knowledge or
intent that the payment, promise or gift, in whole
or in part, will be made in order to influence an
official act or decision that will assist him,
SPONSOR or INSTITUTION in securing an
unauthorized advantage or in obtaining or
retaining business or in directing business to any
person or entity.

ZDRAVOTNICKE ZARIZENI a HLAVNI
ZKOUSEIJICI potvrzuji a zaruduji, Ze ani oni, ani
zadna jind osoba ¢i subjekt jednajici jejich
jménem, ani placeny smluvni partner dle této
Smlouvy, nebudou — pfimo ani nepfimo — nabizet
nebo platit, nebo autorizovat nabidku ¢i platbu
finan¢nich prostiedki nebo ¢ehokoliv
hodnotného  zddnému  vefejnému  Ciniteli
(definovan nize) nebo vefejnému subjektu, s
védomim, nebo umyslem, Ze platba, slib nebo
dar, jako celek nebo jeho ¢ast, bude proveden(a) s
cilem ovlivnit ufedni jednani ¢i rozhodnuti, které
pomuze jemu, ZADAVATELI nebo
ZDRAVOTNICKEMU ZARIZENI pii zajisténi
neopravnéné vyhody nebo pfi ziskani nebo
udrzeni obchodu nebo pii nasmérovani obchodu
na jakoukoliv osobu ¢i subjekt.

26.3

26.3

INSTITUTION and PRINCIPAL
INVESTIGATOR represent and warrant that
neither they, nor any payee under this Agreement,
nor any person or entity acting on their behalf is a
Public Official with the ability to influence an
official act. INSTITUTION and/or PRINCIPAL
INVESTIGATOR will notify SPONSOR through
SPONSOR Representative in writing if Principal
INVESTIGATOR becomes a Public Official with
the ability to influence an official act during the

ZDRAVOTNICKE ZARIZENI a HLAVNI
ZKOUSEJICI potvrzuji a zarucuji, Ze ani oni, ani
jimi placeny smluvni partner dle této Smlouvy,
ani zadna osoba ¢i subjekt jednajici jejich
jménem neni vefejnym Cinitelem se schopnosti
ovlivnit ufedni jednani. ZDRAVOTNICKE
ZARIZENI a/mnebo HLAVNI ZKOUSEJICI
oznami ZADAVATELI prostfednictvim Zastupce
ZADAVATELE pisemné, pokud se HLAVNI
ZKOUSEJICI stane vefejnym &initelem se
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term of this Agreement.

schopnosti ovlivnit tfedni jednani béhem doby
trvani této Smlouvy.

26.4

26.4

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

Vedle dalsich prav a pravnich prostfedkt, které
ZADAVATELI piislusi podle této Smlouvy nebo
ze zakona, je ZADAVATEL prostfednictvim
Zastupce ZADAVATELE opravnén vypoveédét
tuto  Smlouvu, jestlize ~ZDRAVOTNICKE
ZARIZENI porusi néktera ze svych prohlaseni
a yjisténi uvedenych v tomto ¢lanku nebo jestlize
se ZADAVATEL dozvi, 2¢ ZDRAVOTNICKE
ZARIZENI nebo jina fyzicka ¢ pravnicka osoba
jednajici jeho jménem vyplaceji nebo vyplatili
vefejnému Ciniteli néjakou neopravnénou castku.

26.5

26.5

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

Pro ucely této Smlouvy se

vvvvv

,»verejnym

statniho afadu, vefejné mezinarodni instituce
nebo ministerstva, osoby jednajici v né&jaké
ufedni funkci, naptiklad jménem néjakého uradu
nebo ufedni instituce, a politické strany, jeji

party or party official, or any candidate for public | Predstavitelé nebo  kandidati na  néjakou
office. politickou funkci.
26.6 26.6

The Agreement is drawn up in English and in
Czech language versions. In case of any dispute
Czech language version shall prevail.

Tato Smlouva je vyhotovena v anglickém a
Ceském jazyce. V ptipadé sport je rozhodujici
Ceska verze.

(Signature Page to Follow)

(Néasleduje strana s podpisy)
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IN WITNESS WHEREOF, the parties hereto have
caused their duly authorized representatives to execute
this Agreement as of the Effective Date.

NA DUKAZ TOHO uzaviely smluvni strany tuto
Smlouvu prostiednictvim svych opravnénych zastupct
k Datu platnosti.

Quintiles Czech Republic, s.r.o.,
under a Power of Attorney dated
January 28, 2015, in the name of
BAXALTA Innovations GmbH

Quintiles Czech Republic s.r.o.,
podle PIné moci z

28. ledna 2015, jménem
BAXALTA Innovations GmbH

By: Podepsal:

Print Name: Jméno tiskacim pismem:
Title: Funkce:

Date: Datum

Kralovské Vinohrady University Hospital

Fakultni nemocnice Kralovské Vinohrady

By:

Podepsal:

Print Name:
Assoc. Prof. Dr. Robert Grill, Ph.D., MHA

Jméno tiskacim pismem:
Doc. MUDr. Robert Grill, Ph.D., MHA

Title: Director

Funkce: feditel

Date:

Datum

Quintiles Czech Republic, s.r.o.

Quintiles Czech Republic, s.r.o.

By: Podepsal:

Print Name: Jméno tiskacim pismem:
Title: Funkce:

Date: Datum

as PRINCIPAL
INVESTIGATOR

IR o HLAVNI

ZKOUSEJICI.

1. IR PRINCIPAL

INVESTIGATOR of this Study hereby confirm
that | familiarized myself with the Protocol and
all documents given by SPONSOR for the
conduct of the Study. | familiarized myself with
this Agreement, and will adhere to the
PRINCIPAL INVESTIGATOR’s obligations
herein, and proceed in accordance with Act. No.
378/2007, Coll., on Pharmaceuticals, as amended,
and other legal regulations. Furthermore, | hereby
declare and warrant that in accordance with this
Agreement and in accordance with the separate
agreement  concluded between me and

Ja, . HLAVNI

ZKOUSEJICI tohoto klinického hodnoceni,
timto potvrzuji, Ze jsem se seznamila S
Protokolem a vSemi dokumenty piedanymi

ZADAVATELEM k provedeni klinického
hodnoceni. Byla jsem sezndmena s touto
Smlouvou, budu dodrzovat povinnosti v ni

stanovené HLAVNIMU ZKOUSEJICIMU a
postupovat v souladu se zakonem ¢. 378/2007
Sb., o IéCivech, vplatném znéni a dalSimi
pravnimi predpisy. Dale prohlasuji a zavazuji se,
ze vsouladu stouto Smlouvou a v souladu se
samostatnou smlouvou uzavienou mezi mnou a
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SPONSOR, I will be fully responsible for and pay
out from the means received from SPONSOR the
agreed on fees to the sub-investigators and other
persons collaborating on the conduct of this

ZADAVATELEM budu z prostiedki  mnou
obdrzenych od ZADAVATELE  vyplécet
sjednané odmény spoluzkousejicim a dalSim
osobam spolupracujicim na provadéni tohoto

Study. klinického hodnoceni a budu za to plné
zodpovédna.

By: Podepsal:

Print Name: Jméno tiskacim pismem:

Date: Datum
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Exhibit A Priloha A

Protocol given under a separate cover Protokol poskytnuty oddélené
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Exhibit B

Priloha B

PAYMENT SCHEDULE

HARMONOGRAM PLATEB

A

A

PAYEE DETAILS

Udaje o ptijemci plateb

INSTITUTION AGREES that the payee
designated below is the proper payee for this
Agreement, and that payment under this
Agreement to the payee designated below will not
violate any rules or policies of the
INSTITUTION, will not violate applicable
national, state, or local laws or regulations, and
that payment under this Agreement will be made
only to the following payee (the “Payee”):

ZDRAVOTNICKE ZARIZENI souhlasi, Zze
piijemce plateb uvedeny nize je spravnym
pfijemcem plateb podle této Smlouvy a ze platba
podle této Smlouvy pfijemci plateb uvedenému
nize neporusi zadna pravidla nebo piedpisy
ZDRAVOTNICKEHO ZARIZENI, pfislusné
narodni, statni nebo lokalni zakony ¢i regulacni
opatfeni a ze platba podle této Smlouvy bude
provedena pouze nasledujicimu piijemci plateb
(,,Prijemce plateb®):

. Fakultni nemocnice Kralovské Vinohrady University Hospital
PAYEE NAME: IC: 00064173
Srobarova 1150/50
PAYEE ADDRESS: 100 34 Praha 10
PAYEE EMAIL . .
ADDRESS klinickehodnoceni@fnkv.cz
BANK NAME UniCredit Bank Czech Republic and Slovakia, a. s.
Zeletavska 1525/1
BANK ADDRESS 140 92 Praha 4
BANK ACCOUNT
NUMBER 805211008/2700
IBAN NUMBER CZ78 2700 0000 0008 0521 1008
SWIFT CODE /
BRANCH CODE BACXCZPP
VAT/GST/TAX ID -
NUMBER DIC: CZ00064173,
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In case of changes in the Payee’s bank details,
Payee is obliged to inform SPONSOR
Representative in writing. The parties agree that
in case of any such changes, a formal amendment
to this Agreement shall not be required, and that
Payee shall inform SPONSOR Representative of
the change in bank details by written notice
provided to the Sponsor Representative at the
following address:

Dojde-li  k jakymkoli zménam  ohledné
bankovnich udaji Piijemce plateb, Piijemce
plateb je v takovém pfipadé o této skutecnosti
povinen informovat Zastupce ZADAVATELE, a
to odeslanim pisemného oznameni. Strany
souhlasi, ze v piipadé jakychkoli takovych zmén
nebude nutny formalni dodatek této Smlouvy a ze
Piijemce plateb bude informovat Zastupce
ZADAVATELE o zménach bankovnich udaji
pisemné na nasledujici adresu Zastupce
ZADAVATELE:

Mailing address:
Quintiles Czech Republic s. r. 0.

Radlicka 714/113a, Jinonice
158 00 Praha 5
Czech Republic

Postovni adresa:

Quintiles Czech Republic s. r. o.
Radlicka 714/113a, Jinonice
158 00 Praha 5

Ceska republika

In the event that this Agreement is terminated
prematurely in accordance with Section 16.1 of
this Agreement, the INSTITUTION shall credit or
return to SPONSOR Representative any
unauthorized funds received in connection with
the Study prior to the termination effective date.

V pfipadé, Ze tato Smlouva bude ukoncena
pfedcasné v souladu s ¢asti 16.1 této Smlouvy,
vrati nebo piipise ZDRAVOTNICKE ZARIZEN{
zastupci ZADAVATELE veskeré neopravnéné
obdrzené prostiedky v souvislosti se Studii pred
datem ukonceni u€innosti.

INSTITUTION will have thirty (30) days from
the receipt of final payment to dispute any
payment discrepancies during the course of the
Study.

ZDRAVOTNICKE ZARIZENI bude opravnéno
ve lhuté tficeti (30) dnd od obdrZeni zavéreéné
platoy rozporovat jakoukoli nesrovnalost v
platbach, k niz doslo béhem provadéni Studie.

SPONSOR Representative will reimburse the
Payee quarterly, on a completed visit per subject
basis in accordance with the attached budget.

Zastupce ZADAVATELE bude faktury od
Pfijemce plateb hradit ctvrtletné v souladu s
pfilozenym rozpoctem na zdkladé poctu
uskutecnénych navstév jednotlivymi pacienty.

Any expense or cost incurred by Institution in
performing this Agreement that is not specifically
designated as reimbursable by SPONSOR
Representative or SPONSOR under the
Agreement (including this Budget and Payment
Schedule), or approved in advance by SPONSOR
Representative or SPONSOR, is
INSTITUTION’s sole responsibility.

Vydaje nebo naklady, které Prijemci plateb
vzniknou pfi plnéni této Smlouvy, avSak nejsou
konkrétné¢ uvedeny jako vydaje nebo naklady
proplacené Zastupcem ZADAVATELE nebo
ZADAVATELEM podle této Smlouvy (vCetné
vyse uvedeného rozpoctu a platebnich podminek),
ptipadné Zastupcem ZADAVATELE nebo
ZADAVATELEM piedem schvalené  uhradi
ZDRAVOTNICKE ZAR{ZENI.

Major, disqualifying Protocol violations are not
payable under this Agreement.

Podle této Smlouvy nebudou hrazeny naklady na
Pacienty Studie, u nichz dojde k zasadnimu
poruseni Protokolu, kvuli némuz bude pacienta
Studie nutné ze Studie vyfadit.

B. DISCONTINUED OR
TERMINATION PAYMENTS

EARLY

B. UHRADA ZA PACIENTY PRI
PREDCASNEM UKONCENI LECBY NEBO
VYRAZENI ZE STUDIE

Reimbursement for discontinued or early
termination Study Subjects will be prorated based
on the number of completed CRFs in accordance
with the Protocol.

Uhrada za ukondeni nebo piedasné vyfazeni
Pacientti Studie bude provedena umérné podle
poctu dokoncenych CRF v souladu s Protokolem.

C. ORIGINAL INVOICES

C. ORIGINALNI FAKTURY
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Original invoices pertaining to this Study of the
following items must be issued for
reimbursement to:

Quintiles Czech Republic, s.r.o.,

Radlicka 714/113a, Jinonice

158 00 Praha 5

Czech Republic
Identification number:
identification ~ number:

247 68 651 ;
CZ247 68

Tax
651

and submitted for reimbursement to the
Company at the  following  address:

Mailing address:
Quintiles Czech Republic s. r. 0.

Radlicka 714/113a, Jinonice
158 00 Praha 5
Czech Republic

Originaly faktur ke Studii s uvedenim
nasledujicich polozek budou vystavovany na:
Quintiles Czech Republic, s.r.o.

Radlicka 714/113a

158 00 Praha 5

Ceska republika

IC: 247 68 651, DIC: CZ247 68 651

a zaslany na nasledujici poStovni adresu:
Quintiles Czech Republic s. r. 0.
Radlicka 714/113a, Jinonice

158 00 Praha 5

Ceska republika

Payee is responsible for the correct calculation of
VAT, if applicable, on all submitted Invoices.

Invoices will not be processed unless they
reference the SPONSOR name, Study name,
Protocol number and PRINCIPAL
INVESTIGATOR. After receipt and verification,
reimbursement for invoices will be included with
the next regularly scheduled payment for Study
activity.

Ptijemce plateb je u vSech piedlozenych faktur
zodpovédny za spravny vypocet DPH, pokud je
jejim platcem. Faktury nebudou zpracovany,
pokud nebudou uvadét nazev ZADAVATELE,
nazev Studie, <¢islo Protokolu a jméno
HLAVNIHO ZKOUSEJICIHO. Po obdrzeni a
ovéteni faktury, bude platba provedena pfi
nejbliz§im pravidelném vyplatnim terminu pro
danou Studii.

e Independent Ethics Committees (“IECs”)
Payments

IEC costs will be reimbursed on a pass-through
basis upon receipt of invoice and are not included
in the attached Budget. Any subsequent re-
submissions or renewals, upon approval by
SPONSOR Representative, will be reimbursed
upon receipt of appropriate documentation.

Platby nezavislé etické komisi (,, EK*):

Vydaje EK budou hrazeny prubézné po obdrzeni
faktury a nejsou zafazeny do pfilozeného
Rozpoctu.  Jakékoli  nasledné  opakované
predlozeni nebo obnoveni budou po schvéaleni
Zastupce ZADAVATELE uhrazeny po pfijeti
pfislusné dokumentace.
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oINSTITUTION Start-Up Fee

Poplatek za iniciaci ZDRAVOTNICKEHO
ZARIZENI (STUDY START-UP FEE)

A one-time, non-refundable Study Start-Up
payment of Thirty Seven Thousand Three
Hundred Seventy Czech Koruna (30000 Kc),
which includes institutional overhead, will be
made upon completion of an executed Agreement
and regulatory documentation and receipt of
original invoice.

Jednorazovy nevratny poplatek za iniciaci Studie
(start-up fee) ve vysi tiicet tisic korun eskych (30
000,- K¢), ktery =zahrnuje pausalni vydaje
Zdravotnického zafizeni, bude uhrazen po
uzavieni Smlouvy a dokumentl pro kontrolni
ufady a po piijeti originalni faktury.

NO OTHER ADDITIONAL FUNDING
REQUESTS WILL BE CONSIDERED.

ZADNE JINE ZADOSTI O FINANCNI
PROSTREDKY NEBUDOU SCHVALOVANY

D. BUDGET

D. ROZPOCET

The Per Study Subject Budgets are as follows:

Rozpocet za Pacienta Studie je nasledujici:

SPONSOR Representative will pay the Payee
every three (3) months), on a completed visit per
Study Subject basis in accordance with the
attached budget. The payment cycle commences
30 days after the first Study Subject within
Europe is enrolled into the trial. Payments
including any Screening Failure that may be
payable will be made based upon prior 3 months
enrolment data confirmed by Study Subject CRFs
received from the PRINCIPAL INVESTIGATOR
and data verification supporting subject visitation.
A payment batch report, which contains the
completed Study Subject visits and associated
payments for the period, will be sent to the payee
within 30 days of the end of this three-month
period. The payee will raise their invoice to match
the report. Due date of the invoice shall be thirty
(30) days from the date of issue of the invoice.
Payments will be in each case reduced by ten
(10 %) percent. This reduced amount shall
represent a value of any/all activities related to
close-out of the database, including all CRFs
pages, all data clarifications issued, the receipt
and approval of any outstanding regulatory
documents as required by SPONSOR
Representative and/or SPONSOR, the return of
all unused supplies to SPONSOR Representative,
and upon satisfaction of all other applicable
conditions set forth in the Agreement.

Zastupce ZADAVATELE bude poskytovat
finanéni plnéni Pfijemci plateb kazdé tii (3)
mésice  vsouladu s pfilozenym  platebnim
rozvthem vzdy za uskutecnéné navstévy
jednotlivych PacientG Studie. Platebni cyklus
zacne 30 dnti po zafazeni prvniho pacienta Studie
do Studie v Evropé. Castky, véetné odmény za
pacienty, ktefi neprojdou vstupnimi vySetienimi,
budou vyplaceny na zakladé udaji o poctu
Pacientt  Studie  zafazenych do  Studie
Vv predchozich 3 meésicich, dolozenych formulafi
CRF od HLAVNIHO ZKOUSEIJICIHO, a po
ovéfeni Udaji o uskuteénénych navstévach.
Hromadny platebni piehled zahrnujici provedené
navstévy Pacientti Studie a souvisejici platby za
dané obdobi bude zaslan Pfijemci plateb ve lhité
30 dnti od ukonceni tohoto tfimési¢niho obdobi.
Piijemce plateb vystavi fakturu na Castku
uvedenou v tomto vykazu. Splatnost faktury bude
téicet (30) dnti od data vystaveni faktury. Kazda
castka bude sniZena o deset procent (10 %). Takto
snizena Castka bude predstavovat hodnotu
veskerych  Cinnosti  spojenych s uzavienim
databaze, vcetné odsouhlaseni vSech formulafa
CRF, vyjasnéni veskerych dotazi tykajici se dat
audaji, prevzeti aschvaleni jakékoli dosud
nedokoncené  regulacni  dokumentace dle
pozadavku Zastupce ZADAVATELE a/nebo
ZADAVATELE, vraceni veskerého
nespotfebovaného materidlu a zdsob Zastupci
ZADAVATELE apo splnéni  veskerych
ostatnich zavaznych podminek stanovenych touto
Smlouvou.

At least one follow-up CRF has to be completed
per biannual basis to maintain  Subject
participation in the Study.

K zachovani ucasti Pacienta ve Studii musi byt
vyplnén nejméné jeden kontrolni CRF jednou za
pul roku.

SPONSOR declares that the enclosed Payment
Schedule represents 20% of the total payment per
Study Subject.

ZADAVATEL prohlasuje, ze priloZzeny platebni
rozvth predstavuje 20% celkové platby za
Pacienta Studie.
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EXHIBITC

PRILOHA C

Baxalta’s Global Business Practice Standards for
Healthcare Professionals

Globalni normy firemnich postupt spole¢nosti
Baxalta pro odborné pracovniky ve zdravotnictvi

These standards apply to individuals or
organizations that provide direct and indirect
materials and/or services as Healthcare
Professionals or other intermediaries, herein

referred to as "Healthcare Professional(s).”

Tyto normy plati pro jednotlivce nebo organizace,
které poskytuji pfimé a nepfimé materialy a/nebo
sluzby jako odborni pracovnici ve zdravotnictvi nebo
jini zprostredkovatelé zde uvedeni jako ,,odborny(-i)
pracovnik(-ci) ve zdravotnictvi“.

Baxalta’s global code of ethics is referred to as Baxalta’s
Global Business Practices Standards. Baxalta’s
employees are accountable for doing business
according to such standards. Although Baxalta cannot
directly control the behavior of independent third parties,
Baxalta will not tolerate the illegal, unethical or otherwise
inappropriate actions of any Healthcare Professional,
agent, or any individual or entity representing or working
with Baxalta. The parts of the standards that apply to
Healthcare Professionals and other third parties are the
following:

Globalni eticky kodex spole€nosti Baxalta se jmenuje
Globalni normy firemnich postupt spolecnosti Baxalta
(Baxalta’'s Global Business Practices Standards).
Zaméstnanci spole€nosti Baxalta jsou odpovédni za to,
Ze tyto normy pfi praci dodrzuji. | kdyz spolecnost
Baxalta nemuZe pfimo ovliviiovat chovani nezavislych
tfetich stran, spole€nost Baxalta nebude tolerovat
nezdkonné, neetické ¢&i jinak nevhodné chovani
kteréhokoliv odborného pracovnika ve zdravotnictvi,
nebo jakékoliv osoby ¢&i subjektu zastupujiciho
spole€nost Baxalta nebo spolupracujici se spolecnosti
Baxalta. Casti norem, které plati pro odborné pracovniky
ve zdravotnictvi a jiné tfeti strany, jsou:

Access and Use of Baxalta’s Electronic Media

Pristup k elektronickym médiim spolecnosti Baxalta
a jejich pouzivani

Generally, Healthcare Professionals use their own
computers to accomplish their work. When Healthcare
Professionals are given access to Baxalta’s electronic

Obecné pouzivaji odborni pracovnici ve zdravotnictvi
pro praci svoje vlastni pocitate. KdyZ dostanou odborni
pracovnici ve zdravotnictvi pfistup do elektronického

environment (Intranet, e-mail, voicemail or other), | prostfedi spole¢nosti Baxalta (Intranet, e-mail, hlasova
Healthcare Professionals shall adhere to the | posta nebo jiné), budou dodrzovat nasledujici
requirements below: pozadavky:

Healthcare Professionals shall not download or forward
materials of discriminatory, harassing, threatening,
sexual, pornographic, racist, sexist, defamatory or
otherwise offensive nature. Baxalta’s electronic media
shall be used by Healthcare Professional only for
business purposes in connection with the services
rendered under the Consulting Agreement.

Odborni pracovnici ve zdravotnictvi nebudou stahovat
nebo pFeposilat materialy diskriminacni, obtézujici,
hrozby obsahujici, sexualni, pornografické, rasistické,
sexistické, pomlouvacné nebo jinak urazZlivé povahy.
Elektronicka média spole¢nosti Baxalta budou odborni
pracovnici ve zdravotnictvi pouzivat pouze pro obchodni
ucely ve spojeni se sluzbami poskytovanymi dle smlouvy
o poradenskych sluzbach.

Healthcare Professionals shall keep Baxalta-given
password(s) secret. Healthcare Professional is hereby
put on notice that documents, software, e-mails and web
pages could bring damaging computer viruses into
Baxalta’s network. Healthcare Professionals shall not
knowingly detach, decompress, run/launch or install any
files or programs on Baxalta’s systems or open
attachments that have damaging computer viruses,
malicious codes, Trojan horses or spy ware.

Odborni pracovnici ve zdravotnictvi budou udrzovat
heslo (hesla) spoleénosti Baxalta v tajnosti. Odborni
pracovnici ve zdravotnictvi se timto upozornuji, ze
dokumenty, softwary, e-maily a webové stranky by do
sité spole¢nosti Baxalta mohly vnést Skodlivé pocitaCove
viry. Odborni pracovnici ve zdravotnictvi nebudou
védomé odesilat, rozbalovat, spoustét nebo instalovat
Z24dné soubory &i programy na systémy spoleCnosti
Baxalta nebo otevirat pfilohy, které obsahuji Skodlivé
pocitaCové viry, Skodlivy kod, trojské koné& nebo
spyware.

Accuracy of Business Records

Presnost obchodnich zaznam(

Healthcare Professionals shall record and report
accurately and objectively. Any hiding, failure to record,
or false entries are prohibited.

Odborni pracovnici ve zdravotnictvi budou provadét
hlaseni a podavat zpravy pfesné a objektivné. Jakékoliv
skryvani, nezaznamenavani ¢i nepravdivé zaznamy se
zakazuiji.

Illegal Drugs or Alcohol

Nezakonné drogy nebo alkohol

Healthcare Professionals shall perform services for
Baxalta free from the influence of illegal drugs or alcohol.

Odborni pracovnici ve zdravotnictvi pfi poskytovani
sluzeb pro spole¢nost Baxalta nebudou pod vlivem
nezakonnych drog nebo alkoholu.

Minimum Hiring Age/Child Labor

Minimalni vék pro pfijimani zaméstnancu / détska
prace

Healthcare Professionals shall not provide services
using forced or indentured child labor. Regular full-time
employees who are directly involved in providing the
services under the Consulting Agreement are to be at
least 18 years of age.

Odborni pracovnici ve zdravotnictvi nebudou poskytovat
sluzby s vyuzZitim nucené nebo ucriovské détské prace.
Radni zaméstnanci na piny Gvazek, ktefi se pFfimo
podileji na poskytovani sluzeb dle smlouvy o
poradenskych sluzbach, museji byt starsi 18 let.

Environment, Health & Safety

Zivotni prostredi, ochrany zdravi a bezpe¢nost prace

Healthcare Professionals, when providing services to or

Odborni  pracovnici ve zdravotnictvi budou pfi
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for Baxalta, shall comply with all applicable laws and
regulations regarding environment, health and safety.
When providing services for Baxalta, Healthcare
Professionals shall ensure their own safety and the
safety of others, and shall promptly report any
emergency.

poskytovani sluzeb pro spole¢nost Baxalta dodrzovat
vSechny platné zakony a nafizeni tykajici se Zivotniho
prostfedi, ochrany zdravi a bezpecnosti prace. PFi
poskytovani sluzeb pro spole¢nost Baxalta odborni
pracovnici ve zdravotnictvi zajisti svoji  vlastni
bezpec€nost a bezpe€nost jinych a okamzité budou hlasit
veskeré nouzové situace.

Gifts & Entertainment

Dary a pohosténi

In many cultures, gifts and entertainment are an integral
part of doing business. When providing services for
Baxalta, Healthcare Professional’s giving or receiving
gifts or entertainment shall relate to Baxalta’s legitimate
business and must be in accordance with applicable
laws. Exchanging or providing modest gifts,
entertainment, or other business courtesies might be
permissible if (a) allowed under applicable local law and
(b) the following two elements are met:

V mnoha kulturach jsou dary a zabava nedilnou soucasti
podnikani. PFi poskytovani sluzeb pro spolecnost
Baxalta budou odborni pracovnici ve zdravotnictvi
poskytujici nebo pfijimajici dary nebo zabavu brat do
uvahy vztah k legitimnimu podnikani spole¢nosti Baxalta
a musi dodrzovat pfislusné zakony. Vyména nebo
poskytovani drobnych dark, zabavy nebo jinych
obchodnich zdvofilosti mGze byt pfijatelna pokud (a) je
povolena dle platného mistniho zakona a (b) jsou
splnény nasledujici dva body:

= The reason is appropriate and

= Dlvod je pfiméfeny a

= The gift or entertainment is not given or received to
influence a purchasing or selling decision.

m  dar nebo zabava se neposkytuje nebo nepfijima s
cilem ovlivnit nakupni nebo prodejni rozhodnuti.

The following situations are always inappropriate and
are expressly prohibited:

Nasledujici situace jsou vzdy nevhodné a jsou vyslovné
zakazany:

= Giving a gift, entertainment, or preferred treatment
with the intention to influence the decision-making
objectivity of a recipient or somebody related to the
recipient.

®  Davani daru, zabavy nebo pfednostniho zachazeni s
umyslem ovlivnit objektivitu rozhodovaciho procesu
prijemce nebo nékoho, kdo ma néjaky vztah k pfijemci.

= Offering a gift, entertainment or preferred treatment
intended to influence a purchasing or contracting
decision (irrespective of a public or non-public entity or
person).

= Nabizeni daru, zdbavy nebo pfednostniho zachazeni
zamysleného ovlivnit rozhodnuti o nakupu nebo udéleni
kontraktu (bez ohledu na to, zda se jedna o vefejny nebo
neverejny subjekt i osobu).

= Any gift of currency.

= Jakykoliv finanéni dar.

Prohibition of Bribes, Kickbacks, Unlawful

Payments, and Other Corrupt Practices

Zakaz uplatkt, provizi, nezakonnych plateb a jinych
korupé€nich praktik.

Neither Baxalta nor Healthcare Professional shall
participate in any corrupt practices. Third parties like
agents or representatives shall not be used to do
anything Baxalta’s Global Business Practice Standards
prohibit. All Healthcare Professionals and any agents or
other individuals representing or working with Baxalta
shall follow the laws of the country in which they operate,
applicable United States laws, and Baxalta’s Global
Business Practice Standards.

Ani spole¢nost Baxalta ani
zdravotnictvi se nebudou U€astnit na Zzadnych
korup&nich praktikach. Treti strany jako agenti C&i
zastupci nebudou vyuzivany k tomu, aby délaly néco, co
eticky kodex spole¢nosti Baxalta zakazuje. VSichni
odborni pracovnici ve zdravotnictvi a v8ichni zastupci €i
jiné osoby zastupujici nebo pracujici pro spole¢nost
Baxalta budou postupovat dle zakont zemé, v niz
pracuji, pfisluSnych zakoni USA a etického kodexu
spole€nosti Baxalta.

odborny pracovnik ve

Fair Competition and Antitrust

Férova soutéz a protimonopolni legislativa

Healthcare Professionals, agents and individuals/entities
representing or working with Baxalta shall comply with
all applicable laws and regulation regarding fair
competition and antitrust.

Odborni  pracovnici ve zdravotnictvi, zastupci a
osoby/subjekty zastupujici nebo spolupracujici se
spoleCnosti Baxalta budou dodrzovat veSkeré platné
zékony a nafizeni tykajici se férové soutéZze a
protimonopolni legislativy.

Workplace Harassment

Obtézovani na pracovisti

Baxalta will not tolerate any behavior that might harass,
disrupt or interfere with another person’s ability to work.
Healthcare Professionals shall not exhibit unacceptable
verbal, non-verbal, or physical behavior when providing
services for Baxalta.

Spole¢nost Baxalta nebude tolerovat jakékoliv chovani,
které by mohlo obtézovat, naruSovat ¢i mit negativni vliv
na praci kterékoliv osoby. Odborni pracovnici ve
zdravotnictvi se nebudou pfi poskytovani sluzeb pro
spoleCnost Baxalta chovat nepfijatelné verbalné ¢i

fyzicky.

Trade Compliance

Dodrzovani obchodnich omezeni

Healthcare Professionals, agent, and other
individuals/entities representing or working with Baxalta
shall comply with the letter and spirit of all applicable
local and US import and export controls and trade
compliance laws and regulations.

Odborni pracovnici ve zdravotnictvi, zastupci a jiné
osoby/subjekty zastupujici nebo pracujici pro spole¢nost
Baxalta budou dodrzovat literu i ducha vSech platnych
mistnich zakonl a zakond USA a vyvoznich regulaci a
zakon( a nafizeni tykajicich se dodrzovani obchodnich
omezeni.

Resources

Zdroje
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For additional information on Baxalta’s Global Business
Practices Standards please contact Baxalta's Business
Practices organization: Telephone: Business Practices
Helpline at 1-877 BAXTERS3 or internationally at 1-847-
948-4964. Information can also be found on
Baxalta.com.

Dal$i informace o etickém kodexu spole¢nosti Baxalta
ziskate, kdyz se obratite na organizaci pro obchodni
postupy spole¢nosti Baxalta: Telefonni Cislo:>> Linka
podpory obchodnich postupl na Cisle 1-877 BAXTER3
nebo mezinarodné na Cisle 1 847 948 4964. Informace
Ize najit rovnéz na strankach Baxalta.com.

Termination of Agreements

Ukonceni smluv

Healthcare Professional is aware that non-compliance
with Baxalta’s Global Business Practices Standards
gives reason for Baxalta to terminate the Consulting
Agreement without a specific notice period.

Odborny pracovnik ve zdravotnictvi si je védom, ze
nedodrzovani etického kodexu spole¢nosti Baxalta je
pro spole¢nost Baxalta divod k vypovézeni smlouvy o
poradenskych sluzbach s okamzitou ucinnosti.
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