SMLOUVA O POSTMARKETINGOVE STUDII
REGISTRU

Abbott Laboratories, s.r.o. Hadovka Office Park,
Evropska 2591/33d, 160 00 Praha 6, Ceska republika
IC: 25095145, DIC: CZ25095145 (dale jen ,spoleénost
ABBOTT") a Fakultni nemocnice Brno, Jihlavska 20,
625 00 Brno, Ceska republika, IC 65269705, DIC
CZ65269705, zastoupena feditelem nemocnice MUDr.
Romanem  Krausem, MBA, (dale jen
,ZDRAVOTNICKE ZARIZENI*) a I
I

I
B (dale jen ,ZKOUSEJICI®) uzaviraji tuto
smlouvu k provadéni neintervenéni postmarketingové
studie registru pacientl (dale jen ,studie”) v souvislosti
s pfipravkem adalimumab (dale jen ,hodnoceny
pripravek”) spolec¢nosti ABBOTT, a to za nasledujicich
podminek:

1. Provadéni hodnoceni. ZDRAVOTNICKE ZARIZENI
bude hodnoceni provadét v souladu s podminkami
této smlouvy a za pfisného dodrzovani Protokolu €.
P10-262 s nazvem ,Dlouhodoba, multicentricka,
pribéZna, postmarketingova, observacni studie
registru zaméfena na stanoveni dlouhodobé
bezpecnosti a ucinnosti pFipravku HUMIRA®
(Adalimumab) p¥i 1é¢bé déti trpicich mirnou az
vaznou  aktivni  polyartikularni  juvenilni
idiopatickou artritidou (Juvenilie Idiopathic
Arthritis —JIA) neboli JIA s polyartikularnim
pribéhem* (dale jen ,Protokol”), jenz mize byt
pfileZitostné opatfen ze strany spole€nosti ABBOTT
pisemnym dodatkem, jakoZ i v souladu s jakymikoli
dalSimi pisemnymi pokyny, které mulze pfFipadné
¢as od Casu spole€nost ABBOTT
ZDRAVOTNICKEMU ZARIZENI udelit.
ZKOUSEJICI (definovan nize) prohlasuje, Ze si
Protokol prostudoval a je sjeho obsahem
obeznamen, o} ¢emz svedci podpis
ZKOUSEJICIHO na  smlouvé/smlouvach  se
zkousejicim, jez jeljsou soucasti Protokolu a jez
mohou byt €as od Casu opatfeny dodatkem.
VesSkeré tyto citované dokumenty se odkazem
stavaji soucasti této smlouvy.

ZDRAVOTNICKE ZARIZENi A ZKOUSEJICI jsou
seznameni a souhlasi s tim, Zze nékteré povinnosti
spole¢nosti  ABBOTT uvedené v této smlouvée
budou pfevedeny na smluvni vyzkumnou organizaci
United Biosource Corporation, Robert-Perthel-
Str.77a, 50739, Cologne, Germany(,CRO").

ZDRAVOTNICKE ZARIZENi a ZKOUSEJICI
vyvinou maximalni usili k tomu, aby dokondilo
nabor vSech subjektl nejpozdéji do N

ode dne iniciace studie.
Spole¢nost ABBOTT miUze v souladu s podminkami

CONFIDENTIAL

POST-AUTHORISATION REGISTRY STUDY
AGREEMENT

Abbott Laboratories, s.r.o. Hadovka Office Park,
Evropska 2591/33d, 160 00 Praha 6, Czech Repulic
IC: 25095145, DIC: CZ25095145 (“ABBOTT”) and
Faculty Hospital Brno, Jihlavska 20, 625 00 Brno,
Czech Republic, IC 65269705, DIC CZ65269705, in
behalf of Roman Kraus, M.D., MBA, hospital director

("INSTITUTION") and I

I (‘|\\VVESTIGATOR®) conclude

this agreement (“Agreement”’) to conduct a non-
interventional post-authorisation disease registry
study (“Study”) in relation to ABBOTT's product
adalimumab (“Study Product”) on the following terms
and conditions:

1. Conduct of Study. INSTITUTION shall conduct the
Study pursuant to the terms of this Agreement
and in strict adherence to Protocol No. P10-262
entitted “A Long - term, Multi-center,
Longitudinal Post — marketing, Observational
Registry to Assess Long Term Safety and
Effectiveness of Humira® (Adalimumab) in
Children with Moderate to Severe Active
Polyarticular or Polyarticular Course Juvenile
Idioptacthic Arthritis (JIA) (“Protocol’), as the
same may be amended from time to time in writing
by ABBOTT, and any other written instructions that
may be provided from time to time to
INSTITUTION by ABBOTT. INVESTIGATOR
(defined below) hereby acknowledges reviewing
and understanding the protocol, as evidenced by
the INVESTIGATOR’s signature on the
Investigator Agreement(s) contained within the
Protocol, as may be amended from time to time, all
of which are incorporated herein by reference.

INSTITUTION and INVESTIGATOR acknowledge
and agree that certain obligations of ABBOTT
under this Agreement shall be delegated to
United Biosource Corporation, Robert-Perthel-
Str.77a, 50739, Cologne, Germany (“CRQO”).

INSTITUTION and INVESTIGATOR shall use its
best efforts to complete enrollment of all subjects
within | I of Study initiation.
ABBOTT may terminate this Agreement
consistent with the terms set forth herein, if
neither INSTITUTION nor INVESTIGATOR enroll
at least two (2) subject(s) within six (6) months of
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stanovenymi v této smlouvé, vypovédét tuto
smlouvu v pfipadé, e ZDRAVOTNICKE ZARIZENI
a(nebo) ZKOUSEJICI neziska pro hodnoceni
minimalné dva (2) subjekty do Sesti (6) mésicu od
iniciaéni vizity. ZDRAVOTNICKE ZARIZENI a
ZKOUSEJICI bude hodnoceni provadét svédomité
a profesionalné.

Kontaktni osoby ZKOUSEJICIHO u spole¢nosti

the initiation  visit. INSTITUTION and
INVESTIGATOR shall conduct the Study in a
diligent and professional manner.

. INVESTIGATOR; ABBOTT Contacts. ABBOTT is

ABBOTT. Spoleénost ABBOTT uzavira tuto
smlouvu se ZDRAVOTNICKYM  ZARIZENIM
s védomim, Ze ZKOUSEJICI zodpovida za Fizeni a
provadéni hodnoceni. Pokud tyto sluzby nebudou
ze strany ZKOUSEJICIHO z jakéhokoli diivodu
zajistovany, spole¢énost ABBOTT muze tuto
smlouvu s okamzitou platnosti  vypovédét.
Kontaktni osobou/kontaktnimi osobami
ZDRAVOTNICKEHO ZARIZENI u spolegnosti
ABBOTT bude/budou MUDr. Josef Svoboda, Ph.D.,
Abbott Laboratories, s.r.o., Hadovka Office Park,
Evropska 2591/33d, 160 00 Praha 6, tel: 267 292
186, fax: 267 292 141, pfipadné kdokoli, koho
spole¢nost ABBOTT pisemné uréi.

DodrZovéni_pravnich pfedpisti. . ZDRAVOTNICKE
ZARIZENI a ZKOUSEUJICI prohladuji, ze kazdy
zvlast budou pfi pInéni svych povinnosti
stanovenych touto smlouvou dodrzovat vsechny
pfisluSsné zakony, vyhlasky, smérnice a pravidla, to
vSe ve znéni pozdéjSich predpisu.

ZDRAVOTNICKE ZARIZENi a ZKOUSEJICIi zahaji
hodnoceni az poté, co k provadéni hodnoceni
obdrzi veSkera potfebna povoleni pfislusnych
organu a zaroven jej mohou provadét pouze do té
doby a tak dlouho, jak je uvedeno v pfislusnych
vydanych povolenich.. ZKOUSEJICI je povinen
dodrzovat postupy stanovené pro evidenci a
predavani dat dle platnych pFedpisu. Jesté pred
zahajenim hodnoceni musi ZKOUSEJICIi rovnéz
ziskat od kaZdého subjektu u€astniciho se
hodnoceni podepsany informovany souhlas
doprovazeny nalezZitou dokumentaci, vie ve formé
poZadované pfislusnymi zakony a ve shodé s
predpisy firmy Abbott vysvétlené z tohoto divodu
v Protokolu (,informovany souhlas®).

Materialni _ zajisténi _hodnoceni. Spoleénost
ABBOTT nebo CRO poskytne ZDRAVOTNICKEMU
ZARIZENI a ZKOUSEJICIMU dostatedné mnozstvi
studijniho materidlu a informaci vcetné formulari
zaznamu subjektd hodnoceni (dale jen ,FZSH")
k provadéni hodnoceni, jakoZz i jakékoli dalSi
materialy a informace, které ma podle protokolu
spoleCnost ABBOTT dodat nebo které ABBOTT

3. Compliance with Law.

entering into this Agreement with INSTITUTION
with the understanding that INVESTIGATOR shall
be responsible for directing and conducting the
Study. If such INVESTIGATOR’s services are not
available for any reason, ABBOTT may terminate
this Agreement immediately. INSTITUTION'’s
contact(s) at ABBOTT will be Josef Svoboda,M.D.
Ph.D., Abbott Laboratories, s.r.0., Hadovka Office
Park, Evropska 2591/33d, 160 00 Praha 6, tel:
267 292 186, fax: 267 292 141 or whomever
ABBOTT may designate in writing.

INSTITUTION and
INVESTIGATOR represent that each shall comply
with all applicable laws, regulations, guidelines and
rules in performing its obligations under this
Agreement, as the same may be amended from
time to time.

INSTITUTION and INVESTIGATOR shall not
begin and shall only continue the Study until and
for as long as all of the required approvals of the
competent authorities, for conducting the Study
have been obtained. INVESTIGATOR shall
observe the procedures set forth for recording and
reporting data as required by applicable
regulations. INVESTIGATOR shall further obtain
from each subject, prior to the subject's
participation in the Study, a signed informed
consent acompanied by appropriate
documentation, all in a form required by
applicable law and in conformity with ABBOTT's
guidelines terefore set forth in the Protocol
(,Informed Consent).

4. Study Supplies. ABBOTT or CRO shall provide

INSTITUTION and INVESTIGATOR with a
sufficient quantity of Study materials and
information, including case report forms (“CRFs”)
to conduct the Study, as well as any other
materials and information, which the Protocol
specifies ABBOTT shall deliver or which ABBOTT
or CRO deems necessary to conduct the Study.
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nebo CRO povazuje k provadéni hodnoceni za
nezbytné. VSechny tyto studijni materialy, FZSH
(az jiz v papirové nebo elektronické formeé),
materialy a ostatni informace jsou a zustanou
vyhradnim vlastnictvim spole&nosti ABBOTT:
ZKOUSEUJICI zajisti, aby byl material pro klinické
hodnoceni dostacujici. Dale po dokonceni nebo
pfed€asném ukonceni klinického hodnoceni musi
byt tento material vracen nebo zlikvidovan dle
postupu stanoveného v Protokolu.

Podavani priibéZnych zprav apod. ZKOUSEJICI
poskytne spoleénosti ABBOTT nebo CRO, jak bude
stanovenu spole¢nosti ABBOTT, v8echny nezbytné
dokumenty nejpozdéji do 4 tydnd od doby, kdy
ZKOUSEJiCI obdrzi pisemné souhlasy
s provadénim studie. Na zadost spolecnosti
ABBOTT nebo CRO bude ZDRAVOTNICKE
ZARIZENI podavat ustni a/nebo pisemné zpravy o
dosavadnim pribéhu hodnoceni. Do d&tyficeti péti
(45) dni od dokonéeni nebo pred€asného ukonc&eni
hodnoceni vydaji ZDRAVOTNICKE ZARIZENI a
ZKOUSEUJICI spole¢nosti ABBOTT nebo CRO, jak
bude stanoveno sple¢nosti ABBOTT, vSechny
vyplnéné, pouzité i nepouzité ZSH (zaznamy
subjektl hodnoceni), které jesté nebyly spole¢nosti
ABBOTT nebo CRO doruceny, spolu s veskerymi
udaiji, zpravami a dal$imi informacemi vzniklymi v
souvislosti se studii , jakoz i jiné materidly a
informace poskytnuté ze strany spole¢nosti
ABBOTT nebo CRO, pokud spole¢nost ABBOTT
pisemné neurdi jinak.

Monitorovani hodnoceni; audity, uchovavani

. Delivery of

zaznamdu.

(a) ZDRAVOTNICKE ZARIZENI a/nebo
ZKOUSEJICI umozni spole¢nosti ABBOTT a
CRO a ur¢enému zastupci/uréenym
zastupcim pfistup na pracovisté, kde se
hodnoceni realizuje, za u€elem monitorovani
pribéhu hodnoceni, jakoz i za u€elem auditu
zaznamu, FZSH, zdrojovych dokumentd a
dalSich udajl vztahujicich se k hodnoceni, aby
se tak ovéfilo, Ze ZDRAVOTNICKE ZARIZENi
a ZKOUSEJICI pIni své povinnosti stanovené
touto smlouvou. Pravo spole¢nosti ABBOTT
na provedeni auditu zlstava v platnosti i po
zaniku této smlouvy. Pokud bude spolec¢nost
ABBOTT na zakladé provedené kontroly
klinického  hodnoceni  poZadovat pfijeti
napravnych a/nebo preventivnich opatfeni, je
ZDRAVOTNICKE ZARIZENIi povinno véas
zpracovat a zrealizovat plan napravnych
a/nebo preventivnich opatfeni.

All such Study supplies, CRFs (whether paper or
electronic), materials and other information are
and shall remain the sole property of ABBOTT.
INVESTIGATOR shall ensure that the Study
supplies are adequate. In addition, upon
completion or premature termination of the Study,
such supplies shall be returned or destroyed
pursuant to the procedure set forth in the Protocol.

Progress Reports, Etc.
INVESTIGATOR shall provide to ABBOTT or
CRO, as determined by ABBOTT, all essential
documents  within  four (4) weeks of
INVESTIGATOR’s receipt of all written approvals.
Upon the request of ABBOTT or CRO, as
determined by ABBOTT, INSTITUTION shall
submit oral and/or written reports on the progress
of the Study. Within forty-five (45) days following
the completion or premature termination of the
Study, INSTITUTION and INVESTIGATOR shall
furnish ABBOTT or CRO, as determined by
ABBOTT, with all completed, used and unused
CRFs not already delivered to ABBOTT or CRO,
and all data, reports and other information
generated in relation to the Study, as well as all
other materials and information provided by
ABBOTT or CRO, unless ABBOTT directs
otherwise in writing.

6. Monitoring of  Study; Audits; Record
Retention.

(@) INSTITUTION and/or INVESTIGATOR shall
permit ABBOTT and CRO and their
designees access to Study site(s) to monitor
the conduct of the Study as well as to audit
records, CRFs, source documents, and other
data relating to the Study, in order to verify
INSTITUTION’s  and INVESTIGATOR’s
compliance with their obligations herein.
ABBOTT’s right to audit shall survive the
expiration of this Agreement. If, as a result of
Study  monitoring, ABBOTT  requests
corrective and/or preventive action,
INSTITUTION shall comply with the timely
creation and implementation of a corrective
and/or preventive action plan.
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(b) Na zadost kteréhokoli Ffadné povéfeného
Ufednika nebo zaméstnance jakéhokoli
kontrolniho organu umozni ZDRAVOTNICKE
ZARIZENi a/nebo ZKOUSEJICIi takovému
Ufednikovi nebo zaméstnanci  provést
inspekci prabéhu hodnoceni, jakoZ i pohovofit
s personalem, nahlédnout do dokumentu
tykajicich se hodnoceni, pofizovat jejich kopii
nebo je oveéfovat. ZDRAVOTNICKE
ZARIZENI a/nebo ZKOUSEJICI na vyzadani
predlozi takové dokumenty (pfipadné jejich
kopie) témto kontrolnim organum.
ZDRAVOTNICKE ZARIZENI a/nebo
ZKOUSEJICI vyrozumi spoleénost ABBOTT
o jakékoli nadchazejici inspekci do tfi (3)
pracovnich dnu od data obdrzeni oznameni o
takové chystané inspekci. Po provedeni
inspekce, jez se vztahuje k hodnoceni,
poskytne ZDRAVOTNICKE ZARIZENI a/nebo
ZKOUSEJICI spole¢nosti ABBOTT  kopii
zpravy o auditu vydané kontrolnim organem
do tfi (3) pracovnich dnl od doruceni této
zpravy o auditu.

(c) ZDRAVOTNICKE ZARIZENI a ZKOUSEJiCi
budou uchovavat dokumentaci tykajici se
hodnoceni v souladu s pfisluSnou legislativou
a predpisy, pfipadné Protokolem, podle toho,
kde se stanovi delSi doba uchovavani
takovych materidll. Na Zzadost a naklady
spole¢nosti ABBOTT bude ZDRAVOTNICKE
ZARIZENI uchovavat dokumentaci tykajici se
hodnoceni po jesté delsi dobu, nez jak se
uvadi  vySe. Z toho ddvodu bude
ZDRAVOTNICKE  ZARIZENi  spole¢nost
ABBOTT nejméné Sedesat (60) dni pfedem
pisemné informovat o tom, Ze hodla ukoncit
archivaci jakychkoli dokumentd tykajicich se
hodnoceni.

Odména.

Uhradou za sluzby poskytované
ZDRAVOTNICKYM ZARIZENIM a ZKOUSEJICIM
na zakladé této smlouvy bude spole¢nost ABBOTT
vyplacet ZDRAVOTNICKEMU  ZARIZENi a
ZKOUSEJiCIMU finan&ni odménu dle rozpo&tového
souhrnu a platebniho pfehledu (dale jen
.rozpocet”), ktery je soucasti této smlouvy jako
Pfiloha A. Smluvni strany se dohodly, ze vyse
uhrad vymezenych v rozpo¢tu, o nichz je pojednano
vtéto smlouvé, predstavuje skuteénou trzni
hodnotu sluZeb, které se ZDRAVOTNICKE
ZARIZENI a ZKOUSEJICIi zavéazali poskytovat, a
nebyla urena jakymkoli zplGsobem, ktery

7.

(b) Upon request by any properly authorized
officer or employee of any regulatory
authority, INSTITUTION and/or
INVESTIGATOR shall permit such officer or
employee to inspect the conduct of the
Study as well as to interview personnel,
have access to, copy and verify documents
relating to the Study, and shall submit such
documents (or copies thereof) to such
regulatory authorities when it is required.
INSTITUTION and/or INVESTIGATOR shall
inform ABBOTT of any impending inspection
within three (3) business days of receipt of a
notification of such impending inspection.
Upon the conduct of an inspection which
relates to the Study, INSTITUTION and/or
INVESTIGATOR shall provide ABBOTT with
a copy of the audit report issued by a
regulatory authority within three (3) business
days of receipt of such audit report.

(c) INSTITUTION and INVESTIGATOR shall
retain the Study documents in accordance
with the applicable laws and regulations or
the Protocol, whichever retention period is
longer. At ABBOTT’s request and expense,
INSTITUTION shall retain the Study
documents for an even longer period than
the retention period described above. For
these purposes, INSTITUTION shall provide
ABBOTT at least sixty (60) days’ written
notice before deleting any Study documents
from its files.

Compensation.

In  consideration for INSTITUTION’s and
INVESTIGATOR'’s services hereunder, ABBOTT
shall pay INSTITUTION and INVESTIGATOR as
per the Budget Summary and Payment Schedule
(“Budget”) attached hereto as Exhibit A. The
parties agree that the amount for payments set
forth in the Budget and discussed hereunder
represents the fair market value for the services
that INSTITUTION and INVESTIGATOR have
agreed to render and has not been determined in
any manner that takes into account the volume or
value of any referrals or business otherwise
generated between the parties.
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zohledriuje objem nebo hodnotu jakychkoli
pfedchozich transakci nebo jakychkoli jinych
podnikatelskych  aktivit  realizovanych mezi

jednotlivymi stranami. ZDRAVOTNICKE ZARIZENI

bude zodpovédné za vyplaceni odmény
ZKOUSEJICIMU v souladu se svou vnitini
smérnici, za praci spojenou s timto Kklinickym
hodnocenim.

ZKOUSEUJICI rozumi a souhlasi se skute¢nosti, ze
ani ZKOUSEJICI ani zadny spoluzkousejici nebudou
pfijimat zadné jiné odmény nez platby, které bude
ABBOTT vyplacet ZDRAVOTNICKEMU ZARIZENI
podle rozpoctu, pro jakoukoli ¢innost ve vztahu ke
klinickému hodnoceni.

(b) Platebni pFehled uvedeny v rozpoctu

(©

uvadi
platby, které budou hrazeny po pfedani vsech
fadné vyplnénych elektronickych  zaznam(
subjektll  hodnoceni  (“e-ZSH")  spole¢nosti
ABBOTT nebo CRO, a po proplaceni priibéznych
vydaju, jak jsou stanoveny v rozpocdtu.
“Vyplnénym e-ZSH se rozumi e-ZSH vyplnény
pro subjekt , ktery (i) splinil kritéria pro zafazeni do
klinického hodnoceni a dalSi u€ast v ném, jak
jsou stanovena v Protokolu, (i) podepsal
informovany souhlas a veSkera dalSi svoleni
nezbytna k pfedavani zdravotnich informaci
spoleCnosti  ABBOTT a CRO, (i) proSel
hodnocenimi, ktera pro kazdou navstévu stanovi
Rozpocet klinického hodnoceni, a (iv) na zakladé
dodrzeni protokolu a uUplnosti a spravnosti udajd

obsaZenych ve-ZSH pro tento subjekt
vyplnénych muaze byt zahrnut do mnoziny
pfipadli, které bude spoleénost ABBOTT
vyhodnocovat.

Za jakékoli subjekty zafazené do hodnoceni
v rozporu s Protokolem se zadné uhrady vyplacet
nebudou.

(d) V pfipadé pfed&asného ukonceni této smlouvy ze

strany spole€nosti ABBOTT z jakéhokoli jiného
ddvodu, nez jakym je poruSeni smlouvy ze strany
ZDRAVOTNICKEHO ZARIZENI nebo
ZKOUSEJICIHO, vyplati spole¢nost ABBOTT
ZDRAVOTNICKEMU ZARIZENI a
ZKOUSEJICIMU finanéni odménu odpovidajici
rozsahu poskytnutych sluzeb a vynalozenych
nakladd, a to vsouladu s rozpoctovanymi
Castkami uvedenymi v rozpoctu.

(e) Veskeré platby budou uhrazeny do &tyficeti péti

INSTITUTION shall be responsible  for
compensating INVESTIGATOR for his work related
to this Study in accordance with INSTITUTION'’s
internal procedures.

INVESTIGATOR understands and agrees that
neither INVESTIGATOR nor any subinvestigator
shall receive any additional funds from ABBOTT
other than the funds paid to INSTITUTION set forth
in the Budget, for any of their work relating to this
Study.

(b) The payment schedule set forth in the Budget
specifies payments that shall be made for the
delivery of all properly completed electronic
case report forms (“e-CRF”) to ABBOTT or
CRO and the reimbursement of the pass-
through expenses as outlined in the Budget.
“Completed e-CRF” shall mean an e-CRF
completed for a subject which (i) has met the
Study entry and continuing participation criteria
set forth in the Protocol, (i) has signed an
Informed Consent and any other authorization
necessary to disclose health information to
ABBOTT and CRO, (iii) has completed the
assessments as outlined in the Study Budget
for each visit, and (iv) by reason of Protocol
adherence and the completeness and
accuracy of the data contained in the e-CRFs
completed for such subject, can be included in
the pool of cases assessed by ABBOTT.

(c) No payments shall be due for any subject
entered in violation of the Protocol.

(d) In the event of premature termination of this
Agreement by ABBOTT for any reason other
than for INSTITUTION’s or
INVESTIGATOR’s breach, ABBOTT shall
pay INSTITUTION and INVESTIGATOR
according to the extent of services
performed and expenses incurred in
accordance with the budgeted amounts set
forth in the Budget.
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(®

(9

(h)

(45) dna poté, co spolecnost ABBOTT odsouhlasi
pfislusnou fakturu, na jejiz pfiloze budou
podrobné rozepsany sluzby ZDRAVOTNICKEHO
ZARIZENI a ZKOUSEJICIHO na zakladé této
smlouvy nebo vynaloZeni prabéznych vydaju, a to
az po kompletnim vyhotoveni této smlouvy.

ZDRAVOTNICKE ZARIZENi a ZKOUSEJICI
souhlasi s tim, Ze pokud by ze strany spole¢nosti
ABBOTT doslo k rozporovani dokladu
dokumentujicich naklady vynalozené na zakladé
teto smlouvy, nelze ze strany
ZDRAVOTNICKEHO ZARIZENI nebo
ZKOUSEUJICIHO zadrzovat do vyfeSeni takového
sporu data nebo informace, nebot' zadrzovani dat
by mohlo zplsobit klinickému hodnoceni
nenapravitelné Skody.

Pokud bude k datu ukon&eni této smlouvy nebo
hodnoceni celkova ¢astka vyplacena spoleénosti
ABBOTT mensi nez d¢&astka, na niz ma
ZDRAVOTNICKE ZARIZENI nebo ZKOUSEJICI
narok na zakladé této smlouvy, vyplati spole¢nost
ABBOTT ZDRAVOTNICKEMU ZARIZENI nebo
ZKOUSEJICIMU tuto splatnou &astku u
prilezitosti provedeni posledni platby uvedené v
rozpoctu. Jakykoli pfeplatek ve prospéch
spole¢nosti ABBOTT dle této smlouvy a uréeny v
ramci konecného vyrovnani bude spoleCnosti
ABBOTT uhrazen do cétyficeti péti (45) dnl od
data, kdy o tom bude ZDRAVOTNICKE
ZARIZENi nebo ZKOUSEJICi  spolegnosti
ABBOTT vyrozumén, a zaslan na adresu: Abbott
Laboratories, s.r.o., Hadovka Office Park,
Evropska 2591/33d, 160 00 Praha 6, spole¢né
s doprovodnymi podklady pro thradu s pisemnym
vyrozuménim o takovém pfeplatku, odeslanym na
kontaktni osobu spole€nosti ABBOTT uréenou
pro ucely klinického hodnoceni v oddile 2.

Kone€na uhrada bude provedena po dokonc&eni
klinického hodnoceni, zavérecné kontrole a
schvaleni zbyvajicich ZSH a vraceni veskeré
dokumentace klinického hodnoceni, vdetné
vySetfeni vSech zbyvajicich dotazd, a po
kone¢ném vyuctovani veSkerych castek, které
zbyvaji kuhradé, a vraceni vSech polozek
uvedenych v ¢&l. 4 této smlouvy spole€nosti
ABBOTT.

Po pisemném oznameni ZDRAVOTNICKEMU
ZARIZENi a ZKOUSEJICIMU m(ze byt platba
dohodnutd touto smlouvou zaslana na CRO.
ZDRAVOTNICKE ZARIZENi a ZKOUSEJiCi
souhlasi, Zze platby budou zasildny spoleCnosti

(e) All payments shall be made within forty-five
(45) days of ABBOTT's approval of an
invoice.  and annex with  detailing
INSTITUTION’s or INVESTIGATOR'’s
services under this Agreement or incurrence
of pass-through expenses, and only after full
execution of this Agreement.

INSTITUTION and INVESTIGATOR agree
that in the event of a dispute regarding

ABBOTT's approval of documentation
supporting costs incurred under this
Agreement, data and information from

INSTITUTION or INVESTIGATOR cannot be
withheld pending resolution of the dispute
because withholding of data may cause
irreparable harm to the Study.

(H If, at the date of termination of this
Agreement or the Study, the total amount
ABBOTT has paid is less than the amount to
which INSTITUTION or INVESTIGATOR is
entitled hereunder, ABBOTT shall pay the
amount due INSTITUTION or
INVESTIGATOR at the time of the final
payment described in the Budget. Any
overpayment due ABBOTT pursuant to this
Agreement, as determined at the time of
final reconciliation, shall be made payable to
ABBOTT within forty-five (45) days of
INSTITUTION’s or INVESTIGATOR’s
notification by ABBOTT and sent to: Abbott
Laboratories, s.r.o., Hadovka Office Park,
Evropska 2591/33d, 160 00 Praha 6, along
with accompanying support documentation
for the remittance with written notification of
such overpayment sent to the ABBOTT
contact as set forth in Section 2 for the
Study.

(g) The final payment shall be made following
termination of the Study, final review and
acceptance of remaining CRFs and return of
all Study documents, including resolution of
all outstanding queries, and final
reconciliation of any remaining amounts due,
and the return to ABBOTT of all items
described in Section 4 of this Agreement.

(h) Upon written notice to INSTITUTION and
INVESTIGATOR, certain payment
obligations under this Agreement may be
delegated to CRO. INSTITUTION and
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ABBOTT na CRO, ZDRAVOTNICKE ZARIZENI a
ZKOUSEJICI budou napomocni pfi vyrovnani
kompenzaci od CRO.

8. Dulvérnost informaci.

(@)

Bé&hem trvani této smlouvy ani poté nesmi
ZDRAVOTNICKE ZARIZENI, ZKOUSEJICI,
jejich zaméstnanci, zastupci, subdodavatelé
nebo pfidruzené osoby zpfistupnit davérné
informace (s vyjimkou spole¢nosti ABBOTT
nebo CRO nebo stran uréenych ktomu
spole¢nosti ABBOTT nebo CRO) bez
pfedchoziho pisemného souhlasu spole¢nosti
ABBOTT. Mezi ,davérné informace“ patfi
Protokol, ZSH, informace o hodnocném
produktu a veSkeré materialy a informace
tykajici se spole¢nosti ABBOTT a klinického
hodnoceni, které spoleCnost ABBOTT
ZDRAVOTNICKEMU ZARIZENI poskytla
nebo k nimz se dospélo v dusledku provadéni
klinického hodnoceni, vyjma téch ¢asti, které:

() byly ZDRAVOTNICKEMU  ZARIZENI,
ZKOUSEJICIMU, jejich zaméstnancim,
zastupclm, subdodavatellim nebo
pfidruzenym osobam znamy a pisemné
evidovany pred jejich obdrzenim na
zakladé této smlouvy;

(i) byly ZDRAVOTNICKEMU  ZARIZENI,
ZKOUSEJICIMU, jejich zaméstnanctim,
zastupclm, subdodavatellim nebo
pfidruzenym osobam zpfistupnény pied
pfijetim této smlouvy tfeti stranou, ktera
neni pfi sdélovani takovych skuteénosti
vazana micenlivosti;

(i) jsou nebo se stanou vefejné dostupnymi,
aniz by se tak stalo pochybenim ze
strany ZDRAVOTNICKEHO ZARIZENI,
ZKOUSEJICIHO, jejich zaméstnancu,
zastupcl, subdodavateld
nebopfidruzenych osob; nebo

(iv) jsou vysledkem nezavislych vyvojovych
aktivit ZDRAVOTNICKEHO ZARIZENI,
ZKOUSEJICIHO, jejich zaméstnancu,

8.

INVESTIGATOR agree that as to any
payments delegated by ABBOTT to a CRO,
INSTITUTION’s and INVESTIGATOR’s
recourse shall be to seek redress from the
CRO for compensation.

Confidentiality.

(@)

During the term of this Agreement and
thereafter, INSTITUTION,
INVESTIGATOR, their employees, agents,
subcontractors or affiliates shall not
disclose Confidential Information (other
than to ABBOTT or CRO or their
designated parties) without ABBOTT’s
prior written consent. “Confidential
Information” shall include the Protocol,
CRFs, information concerning the Study
Product and all materials and information
concerning ABBOTT and the Study
disclosed to INSTITUTION by ABBOTT or
developed as a result of conducting the
Study, except any portion thereof which:

@ is known to INSTITUTION,
INVESTIGATOR, their employees,
agents, subcontractors or affiliates
before receipt thereof wunder this
Agreement, as evidenced by their
written records;

(i) is disclosed to INSTITUTION,
INVESTIGATOR, their employees,
agents, subcontractors or affiliates
after acceptance of this Agreement by
a third party who has a right to make
such disclosure in a non-confidential
manner;

(i) is or becomes part of the public

domain  through no fault of

INSTITUTION, INVESTIGATOR, their

employees, agents, subcontractors or

affiliates; or

(iv) is independently developed by or for

INSTITUTION, INVESTIGATOR, their

employees, agents, subcontractors, or
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zastupcl, subdodavatelt
nebopfidruzenych osob, k némuz
divérné informace spole¢nosti ABBOTT
nijak nepfispély, coz je dolozeno
pisemnymi zaznamy.

Zadna zustanoveni této smlouvy nelze
vykladat tak, Ze by znemoZhovala
ZDRAVOTNICKEMU ZARIZENi  nebo
ZKOUSEJICIMU  zpfistupfiovat  divérné
informace, je-li to vyzadovano ze zakona, na
zakladé soudniho rozhodnuti nebo rozhodnuti
Ci zadosti jiného statniho organu, a to za
predpokladu, Ze ZDRAVOTNICKE ZARIZENI
&i ZKOUSEJICI, bude o tom vkazdém
takovém pfipadé v&as informovat spole¢nost
ABBOTT a vyvine veskeré pfiméfené usili,
aby k zpfistupnéni informaci doslo
v omezené mife a aby byla mi€enlivost o
takovych duvérnych informacich zachovana
V CO mozna nejvétsim rozsahu.
ZDRAVOTNICKE ZARIZENi  nebo
ZKOUSEJICI navic spoleénosti ABBOTT
povoluje, aby se pokusila takové zpfistupnéni
informaci omezit za vyuziti odpovidajicich
pravnich prostfedka.

Bé&hem trvani této smlouvy ani poté nesmi
zarovei ZDRAVOTNICKE ZARIZENI, jeho
zameéstnanci, zastupci, subdodavatelé nebo
pfidruzené osoby vyuzivat davérné informace
za jakymkoli jinym ucelem, nez jak je
stanoveno v této smlouvé, bez pFedchoziho
pisemného souhlasu spole€nosti ABBOTT.

(d) ZDRAVOTNICKE ZARIZENIi, ZKOUSEJICI,
jejich zaméstnanci, zastupci, subdodavatelé
nebo spolupracovnici nesmi spolecnosti
ABBOTT zpfistupfiovat zadné informace,
které jsou duvérné nebo majetkem néjaké
tfeti strany, aniz by k tomu ZDRAVOTNICKE
ZARIZENI nebo ZKOUSEJICI nejdfive ziskali
pfedchozi pisemny souhlas jak této treti
strany, tak spole¢nosti ABBOTT.

Ochrana dat. Smluvni strany se dohodly, Ze
budou dodrZzovat vSechny zakony a pfedpisy
tykajici se mi€enlivosti o subjektech hodnoceni a
osobnich udaja (dale jen ,sobni udaje”), a to
zejména podminky, jez spravclim osobnich udajl
uklada zakon ¢&. 101/2000 Sb., o ochrané
osobnich udaju. ,Osobni udaje“ znamenaji
informace tykajici se uréeného nebo v kombinaci
s dalSimi informacemi urcitelného subjektu udaja,
vCetné ucastniki hodnoceni a ostatnich osob
podilejicich se na hodnoceni nebo spojenych

affiliates without benefit of ABBOTT'’s
Confidential Information as evidenced
by its written records.

Nothing in this Agreement shall be construed
to restrict INSTITUTION or INVESTIGATOR
from disclosing Confidential Information as
required by law or court order or other
governmental order or request, provided in
each case INSTITUTION or
INVESTIGATOR, as applicable, shall timely
inform ABBOTT and use all reasonable
efforts to limit the disclosure and maintain the
confidentiality of such Confidential
Information to the extent possible. In
addition, INSTITUTION or INVESTIGATOR,
as applicable, shall permit ABBOTT to
attempt to limit such disclosure by
appropriate legal means.

Further, during the term of this Agreement
and thereafter, INSTITUTION, its employees,
agents, subcontractors or affiliates shall not
use Confidential Information for any purpose
other than that indicated in this Agreement
without ABBOTT’s prior written approval.

(d) INSTITUTION, INVESTIGATOR, their
employees, agents, subcontractors or
affiliates shall not disclose to ABBOTT any
information  which is  confidential or
proprietary to a third party unless
INSTITUTION or INVESTIGATOR have first
obtained the prior written approval of both
such third party and ABBOTT.

Data Protection. The parties agree to abide by
all laws and regulations regarding subject
confidentiality and personal data (“Personal
Data”), including, without limitation, those
imposed on Data Controllers by Act No.
101/2000 Coll. on Protection of Personal Data.
“Personal Data” shall mean information
identifying or, in combination with other
information, identifiable to a living individual,
including trial subjects and other individuals
participating in or associated with the Study, and
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s hodnocenim, a jakékoliv jiné informace
definované jako osobni Udaje nebo udaje
chranéné pravnimi predpisy o ochrané udaja.
ZKOUSEJiCI zodpovida jménem
ZDRAVOTNICKEHO ZARIZENIi za to, Z?e od
kazdého subjektu pfed ucasti tohoto subjektu
v klinickém hodnoceni  ziska podepsany
Informovany souhlas. Neobsahuje-li informovany
souhlas formulace stanovené v pravidlech
spole¢nosti  ABBOTT, je ZKOUSEJICi dale
povinen ziskat svoleni k tomu, aby spoleCnost
ABBOTT, jeji zastupci a dalSi tfeti osoby
podilejici se na vyhodnoceni klinického
hodnoceni méli pfistup k Udajim klinického
hodnoceni a mohli je kopirovat, a aby byly udaje
klinického hodnoceni vzdy predavany ve formé,
ktera je v souladu se zdkonem ¢&. 378/2007] ve
znéni pozdéjSich predpist, pokyny spolecnosti
ABBOTT a dal$imi platnymi predpisy. U&ast
v klinickém hodnoceni musi byt podminéna
pisemnym  poskytnutim  vySe  uvedeného
souhlasu.

Jednotlivé smluvni strany budou odpovidat za
vyfizovani a spravu veskerych registraCnich
Ukond, jez jsou podle pfislusné legislativy nutné
pro zpracovavani osobnich udajd. V pfipadech,
kdy = ZDRAVOTNICKE  ZARIZENi  anebo
ZKOUSEJICI bude v ramci pInéni povinnosti dle
této smlouvy shromazdovat, vést, zpracovavat
nebo zverejhovat osobni Udaje, bude tak Ccinit
pouze v souladu s touto  smlouvou.
ZDRAVOTNICKE ZARIZENi a ZKOUSEJICi
pfijmou technicka a organizacni opatfeni vhodna
k ochrané pfed jakymkoliv neopravnénym d&i
nahodilym uZitim, pfistupem ¢&i zpracovanim
osobnich udaju a okamzité budou spole¢nost
ABBOTT informovat o jakémkoliv neopravnéném
pfistupu ¢i sdéleni osobnich udaju (dale jen
sporuseni bezpe€nosti’) a spoleCnosti ABBOTT
poskytnou pfiméfenou spolupraci k napravé
poruseni bezpec€nosti. V pfipadech, kdy pravni
predpisy o ochrané (daju vyzaduji dodateCné
smlouvy &i zavazky, v€etné smluv o pfedavani
mezinarodnich  udaji, se ZDRAVOTNICKE
ZARIZENI a ZKOUSEJICi zavazuji zajistit, aby
byly realizovany veSkeré nezbytné smlouvy a aby
tyto existovaly po dobu platnosti této Smlouvy.

ZKOUSEJICI timto souhlasi anebo zajisti souhlas
pfislusné osoby (pfisluSnych osob) k tomu, aby
spole¢nost ABBOTT a jeji pfidruzené spolecnosti
shromazdovaly a/nebo jinak zpracovavaly osobni
Udaje poskytované ZKOUSEJICIM, nebo se ho
tykajici, za ucCelem jejich pfipadného sdileni
s kontrolnimi organy a jejich pfipadného vyuziti

any other information defined as personal data in
or protected otherwise by the applicable data
protection laws. INVESTIGATOR shall be
responsible on behalf of the INSTITUTION for
obtaining from each subject, prior to the
subject’s participation in the Study, a signed
Informed Consent. If the Informed Consent does
not include language required as set forth in
ABBOTT’s guidelines, INVESTIGATOR shall
also obtain an authorization for ABBOTT and its
representatives and other third parties involved
with or evaluating the Study to access and
obtain copies of Study data, and for Study Data
to be transferred in each case in a form which is
compliant with act No 378/2007 and their
modifications, ABBOTT’s guidelines and all other
applicable laws. Participation in the Study shall
be contingent upon execution of the
aforementioned authorization.

It shall be the responsibility of each party to
effect and maintain all registrations for the
processing of personal data that are required by
applicable law.  Where INSTITUTION and/or
INVESTIGATOR collects, retains, processes or
discloses Personal Data in performing
obligations under this Agreement, INSTITUTION
and INVESTIGATOR shall only do so in
accordance with this Agreement. INSTITUTION
and INVESTIGATOR shall adopt technical and
organizational measures appropriate to prevent
any unauthorized or accidental use, access or
processing of Personal Data, and promptly
inform ABBOTT of any unauthorized access to
or disclosure of Personal Data (“Security
Breach”) and provide ABBOTT with all
reasonable assistance to remedy the Security
Breach. Where applicable data protection laws
require additional agreements or undertakings,
including international data transfer agreements,
INSTITUTION and/or INVESTIGATOR will
undertake to ensure that all necessary
agreements are implemented and are in place
during the entire term of this Agreement.

INVESTIGATOR hereby consents and/or seeks
the consent of the relevant individual(s) for
ABBOTT and its related companies to collect
and/or otherwise process Personal Data provided
by or relating to INVESTIGATOR for purposes of
any necessary sharing with regulatory authorities
and for any use by ABBOTT and its related
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10.

11.

12.

(@)

ze strany spoleCnosti ABBOTT a jejich
pridruzenych spoleénosti. ZKOUSEJICI souhlasi
a bere na védomi, Ze spole¢nost ABBOTT a jeji
pfidruzené spole€nosti mohou predavat takové
osobni Udaje jednotlivym oddélenim spolecnosti
ABBOTT, pfidruzenym spole¢nostem ABBOTTu,
kontrolnim organdm a jakymkoli prodejcim z fad
tfetich stran, jez mohou kontrolni organy za timto
ucelem vyuzivat v jinych zemich, napfiklad ve
Spojenych statech, a bere zaroveri na védomi, ze
tyto jiné zemé& nemusi zajisStovat tutéz uroven
ochrany dat, kterou vtomto smeéru poskytuje
legislativa Ceské republiky.

Publicita. Bez pfedchoziho pisemného souhlasu
druhé strany nesmi zadna ze smluvnich stran
zpristupnit informace o existenci a podminkach
této smlouvy ani vyuzivat jméno druhé strany
k propagacénim, reklamnim nebo inzertnim
ucelim.

Vynalezy a daldi prdva duSevniho vlastnictvi.
S veSkerymi informacemi, vynalezy, daty nebo
objevy (at uz patentovatelnymi, resp. zpUsobilymi
k zapisu autorského prava, &i nikoli), inovacemi,
sdélenimi a zpravami, koncipovanymi, uvedenymi
do praxe, vytvofenymi Ci vyvinutymi
ZDRAVOTNICKYM ZARIZENIM nebo
ZKOUSEUJICIM v duasledku provadéni klinického
hodnoceni bude spole¢nost ABBOTT neprodlené
seznamena a stanou se vyhradnim vlastnictvim
spolecnosti ABBOTT. ZDRAVOTNICKE
ZARIZENi a ZKOUSEJICI souhlasi s tim, Ze na
zadost a naklady spole¢nosti ABBOTT vyhotovi
takové dokumenty a podniknou takové dalsi
kroky, které spoleCnost ABBOTT povazuje za
nezbytné nebo vhodné k ziskani patentu nebo
jiné formy ochrany vlastnictvi jménem spole¢nosti
ABBOTT, jez by se vztahovala na cokoli z vySe
uvedeného. ZKOUSEJICi jako autor timto
zaroven souhlasi stim, Ze udé&luje spole€nosti
ABBOTT vyslovné, vyhradni, neodvolatelné a
honorafe zbavené opravnéni Kkuzivani a
uplatfiovani  jakychkoli a ve3kerych prav
dudevniho vlastnictvi vzniklych v souvislosti
stimto hodnocenim a touto smlouvou, a to
vrozsahu umoznéném platnou legislativou.
ZDRAVOTNICKE ZARIZENI jako zaméstnavatel
ZKOUSEJICIHO uplatfiujici  vlastnicka prava
ZKOUSEJICIHO jako autora se zavazuje pfiznat
spole¢nosti ABBOTT totéZ opravnéni ve vySe
uvedeném rozsahu.

Publikace a prezentace.

PoZadavky na publikaci. S cilem zajistit

10.

11.

12

companies. INVESTIGATOR agrees and
acknowledges that ABBOTT and its related
companies may transfer such Personal Data to
ABBOTT facilities, ABBOTT related companies,
regulatory authorities, and any third party vendors
that may be utilized by regulatory authorities in
other countries, including the United States, for
such purposes, and acknowledges that such
other countries may not provide the same level of
data protection as the laws in the Czech Republic.

Publicity. Neither party shall disclose the
existence or terms 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.

Inventions and Other Intellectual Property
Rights. Any information, inventions, data or
discoveries (whether patentable or copyrightable
or not), innovations, communications and
reports, conceived, reduced to practice, made or
developed by INSTITUTION or INVESTIGATOR
as a result of conducting the Study shall be
promptly disclosed to ABBOTT and shall be the
sole property of ABBOTT. INSTITUTION and
INVESTIGATOR agree, upon ABBOTT’s request
and at ABBOTT’s expense, to execute such
documents and to take such other actions as
ABBOTT deems necessary or appropriate to
obtain patent or other proprietary protection in
ABBOTT'’s name covering any of the foregoing.
In addition, INVESTIGATOR as the author
hereby agrees and INSTITUTION, as the
employer of INVESTIGATOR exercising
proprietary rights of INVESTIGATOR as the
author, undertakes to grant ABBOTT an
express, exclusive, irrevocable and royalty-free
license for use and exercise, to the extent
permitted by applicable law, of any and all
intellectual property rights created in connection
with the Study and this Agreement.

. Publications and Presentations.

(a) Publication Requirements. To foster the
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maximalni standard chovani ve vztahu
k védeckym publikacim, véetné rukopisQ,

(b)

abstraktll a prezentaci na plakatech &i Ustnich
(souhrnné oznacovanych jako "Publikace") se
ABBOTT zaméfuje na pruhlednost a etické
publikaéni postupy. Vystupuje-li ZKOUSEJICI
jako autor nékteré publikace zaloZzené na
klinickém hodnoceni, musi ZKOUSEJICI
dodrzovat Pozadavky na védecké publikace,
které tvofi Prilohu B této smlouvy.

Obecné postupy. Pfipravi-i ZDRAVOTNICKE

ZARIZENI nebo ZKOUSEJICI publikaci nebo
jiné zverfejnéni vysledku klinického hodnoceni
(souhrnné oznaCované jako "zvefejnéni
vysledk( klinického hodnoceni") tykajici se
tohoto klinického hodnoceni, je
ZDRAVOTNICKE ZARIZENI nebo
ZKOUSEJICI  povinno/povinen  predlozit
spole¢nosti ABBOTT alesponn Sedesat (60)
dnll pred zvefejnénim vysledk(d Kklinického
hodnoceni jeho koncept ke kontrole a
pfipominkovani, aby se uijistil, zda v tomto
zvefejnéni neni uveden obsah, ktery muze byt
predmétem patentu, nebo divérné informace
spole¢nosti  ABBOTT  (kromé  vysledku
klinického hodnoceni vytvofenych na zakladé
této smlouvy). ABBOTT odevzda
ZDRAVOTNICKEMU ZARIZENI nebo
ZKOUSEJICIMU pfipominky do $edesati (60)
dnd od obdrzeni predbézného znéni
zverejnéni vysledkd klinického hodnoceni
(dale jen »pFipominkova lhata”).
ZDRAVOTNICKE ZARIZENI nebo
ZKOUSEJiCi  zaroven  odlozi  jakékoliv
planované zvefejnéni vysledkd klinického
hodnoceni o dalSich Sedesat (60) dni, o néz
bude rozSifena ,pfipominkova Ihdta“ v
pfipadé, Ze o to spoleCnost ABBOTT pozada,
aby si byla schopna obstarat patent nebo jinou
formu ochrany vlastnictvi (dale jen ,odklad”).
ZDRAVOTNICKE ZARIZENi a ZKOUSEJICI
souhlasi stim, Zze budou o planovaném
zverejnéni vysledk( klinického hodnoceni
zachovavat mi€enlivost az do pfipominkové
Ihaty, pfipadné az do vyprSeni odkladu, pokud
se tak ABBOTT rozhodne. ZDRAVOTNICKE
ZARIZENI a ZKOUSEUJICI souhlasi s tim, ze
pfipominky spolecnosti ABBOTT budou fadné
zohlednény a duvérné informace tykajici se
spole€nosti ABBOTT (s vyjimkou vysledku
klinického hodnoceni, k nimz se dospélo na

zakladé této smlouvy) budou =z daného
zvefejnéni  vysledkd klinického hodnoceni
odstranény. Pokud se ZDRAVOTNICKE

(b)

highest standards of conduct related to
scientific publications, including manuscripts,
abstracts, and poster/oral presentations
(collectively, "Publications"), ABBOTT is
committed to transparency and ethical
publication practices. If INVESTIGATOR
serves as an author on any Publication
emanating from the Study, INVESTIGATOR
must comply with the Requirements for
Scientific Publications attached hereto as
Exhibit B.

General Procedures. If INSTITUTION or
INVESTIGATOR prepares a - Publication or
any other public disclosure of results of the

Study (collectively, a "Study Results
Disclosure"), regarding this Study,
INSTITUTION or INVESTIGATOR shall

provide ABBOTT at least sixty (60) days prior
to Study Results Disclosure, with a draft of the
same for ABBOTT’s review and comment, to
ascertain whether any patentable subject
matter or ABBOTT Confidential Information
(other than the results of the Study generated
hereunder) are disclosed therein. ABBOTT
shall return comments to INSTITUTION or
INVESTIGATOR within sixty (60) days after
receipt of the draft Study Results Disclosure
(“Review Period”). In addition, INSTITUTION
or INVESTIGATOR shall delay any proposed
Study Results Disclosurean additional sixty
(60) days in addition to the Review Period in
the event ABBOTT so requests to enable
ABBOTT to secure patent or other proprietary
protection (“Delay Period”). INSTITUTION and
INVESTIGATOR agree to keep the proposed
Study Results Disclosure confidential until the
Review Period and, if elected by ABBOTT, the
Delay Period has expired. INSTITUTION and
INVESTIGATOR agree that due consideration
will be given to ABBOTT comments and
ABBOTT Confidential Information (other than
the results of the Study generated hereunder)
shall be deleted from any Study Results
Disclosure. In the event that INSTITUTION or
INVESTIGATOR and ABBOTT differ in their
opinion or interpretation of data in the Study
Results Disclosure, the parties shall resolve
such differences in good faith through
appropriate scientific debate.
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ZARIZENI nebo ZKOUSEJICI a spoleénost
ABBOTT budou ve svych nazorech nebo
interpretacich udaju obsazenych ve zvefejnéni
vysledk klinického hodnoceni rozchazet,
smluvni strany tyto rozdily vyfeSi v dobré vife
prostfednictvim odpovidajici védecké debaty.

Multicentricka klinicka hodnoceni.

(©)

ZDRAVOTNICKE ZARIZENI a ZKOUSEJICI
souhlasi a jsou srozuméni stim, Ze toto
klinické hodnoceni muize byt soucasti
multicentrického klinického hodnoceni. Pokud
bude klinické hodnoceni soucasti
multicentrického klinického hodnoceni,
ZDRAVOTNICKE ZARIZENi a ZKOUSEJICi
timto berou na védomi, Ze ma vzniknout
samostatné, spole¢né zverejnéni vysledku
zkouSejicich podilejicich se na takovém
multicentrickém hodnoceni, vCetné
ZDRAVOTNICKEHO ZARIZENI a
ZKOUSEJICIHO. ZDRAVOTNICKE
ZARIZENI a ZKOUSEJICi proto souhlasi
stim, ze vysledky pfislusného hodnoceni
nebudou publikovat ani prezentovat pred
zvefejnénim multicentrické vyzkumné zpravy.
Toto omezeni pro ZDRAVOTNICKE
ZARIZENI nebo ZKOUSEJICIHO v$ak vyprsi
po uplynuti dvanacti (12) mésicd od
dokonc&eni pfislusného klinického hodnoceni
na vSech pracovistich. V zajmu vylouceni
pochyb se prvni a druhy odstavec tohoto
oddilu 12 vztahuji na klinické hodnoceni
provadéné jak na jednotlivém pracovisti, tak v
ramci multicentrického hodnoceni.

13. Zavazné povinnosti. ZDRAVOTNICKE ZARIZENI a

ZKOUSEJICI zavazné prohladuji, Ze povinnosti
vyplyvajici  z podminek této smlouvy jsou pro
ZDRAVOTNICKE ZARIZENIi a ZKOUSEJICIHO
platné a zavazné a Ze nejsou v rozporu s Zadnymi
jinymi smluvnimi a/nebo pravnimi zavazky, jimiz by
mohli byt ZDRAVOTNICKE ZARIZENi a
ZKOUSEJiCi  povinovani, ani s politikami
ZDRAVOTNICKEHO ZARIZENi a ZKOUSEJICIHO
nebo politikami jakékoli instituce nebo spolenosti,
kniz jsou ZDRAVOTNICKE ZARIZENI nebo
ZKOUSEJICI pridruzeni.

ZDRAVOTNICKE ZARIZENI dale prohlasuje, Ze (a)
plnéni povinnosti ZDRAVOTNICKEHO ZARIZENI
dle této smlouvy a pfijeti odmény, vcetné pfijeti
jakychkoliv prostfedkd a/nebo Uhrady pfimérenych
nakladd, které mohou byt ZKOUSEJICIMU nebo
ZDRAVOTNICKEMU ZARIZENi (v&etng jejich
zaméstnancu a zastupcu) poskytnuty, je v souladu
se v8emi pravidly a postupy ZDRAVOTNICKEHO
ZARIZENi, a (b) ZKOUSEJICi ziskal od

13.

(c) Multi-Center Studies. It is agreed and
understood by INSTITUTION and
INVESTIGATOR that this Study may be part
of a multi-center study. If a Study is part of a
multi-center  study  INSTITUTION  and
INVESTIGATOR hereby acknowledge that an
independent, joint Publication, is anticipated to
be authored by investigators in the multi-
center study, including INSTITUTION and
INVESTIGATOR. Therefore, INSTITUTION
and INVESTIGATOR agree not to publish or
present the results of the applicable Study
before the publication of the multi-center
investigator paper, but in no event shall
INSTITUTION or INVESTIGATOR be so
restricted after the expiration of twelve (12)
months from completion of the applicable
Study at all sites. For the avoidance of doubt,
the first and second paragraph of this Section
12 apply to Studies at both a single site and a
multi-center study.

Binding  Obligations. INSTITUTION  and
INVESTIGATOR represent and warrant that the
terms of this Agreement are valid and binding
obligations of INSTITUTION and
INVESTIGATOR, and are not inconsistent with
any other contractual and/or legal obligations
INSTITUTION or INVESTIGATOR may have, or
with INSTITUTION’s and INVESTIGATOR’s
policies or the policies of any institution or
company with  which  INSTITUTION or
INVESTIGATOR is  associated.  Further,
INSTITUTION represents and warrants that (a)
INSTITUTION’s performance of its obligations
hereunder and acceptance of compensation,
including the acceptance of any meals and/or
reimbursement of reasonable expenses which
may be provided to INVESTIGATOR or
INSTITUTION (including its employees and
agents) hereunder, is in compliance with all
policies and procedures of INSTITUTION, and
that INVESTIGATOR’s performance of such
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14.

ZDRAVOTNICKEHO ZARIZENI veskera povoleni,
at uz pisemna nebo jina, kplnéni uvedenych
zavazkl a prijeti veSkerych prostfedkll a/nebo
Uhrady pfiméfenych nakladd, které mohou byt
ZKOUSEJICIMU na zakladé této smlouvy
poskytnuty. Dojde-li v pribéhu platnosti této
smlouvy k vyznamnym zmé&nam okolnosti tykajicich
se této smlouvy (napf. ke zménam pravidel nebo
postupli, o niz se lze pfiméfené domnivat, Ze
nepfiznivé ovlivni vhodnost tohoto
ZDRAVOTNICKEHO ZARIZENI nebo
ZKOUSEJICIHO na této smlouvé), zavazuje se
ZDRAVOTNICKE ZARIZENi o téchto zménach
spole¢nost ABBOTT neprodlené vyrozumét.

Platnost smlouvy a jeji ukonéeni.

(@) Tato smlouva nabyva ucinnosti po fadném
uzavfeni smluvnimi stranami (dale jen ,Datum
ucinnosti“); s vyhradou spole¢nosti ABBOTT od
smlouvy odstoupit tak, jak je stanoveno v ¢l.1
této smlouvy a v odst. (b) , (c) a (d) tohoto
Clanku, skonc&i platnost této smlouvy tou
z nasledujicich udalosti, ktera nastane jako
posledni: (i) uplynutim jednoho roku od Data
ucinnosti, pokud do uvedeného data nebude do
klinického hodnoceni na zakladé této smlouvy
zafazen zadny subjekt, (i) dnem uzavfeni
databaze Kklinického hodnoceni, pokud do
klinického hodnoceni na zakladé této smlouvy
bude zafazen alespon jeden subjekt, nebo (iii)
dnem spInéni vSech zavazkl smluvnich stran
vyplyvajicich ztéto smlouvy. Platnost této
smlouvy mize byt prodlouzena pisemnou
dohodou podepsanou smluvnimi stranami.
Vypovézenim nebo vyprSenim platnosti této
smlouvy nejsou nijak dotena prava nebo
povinnosti vzniklé pfedtim. V pfipadé
pfedCasného ukonceni této smlouvy
ZDRAVOTNICKE ZARIZENi a ZKOUSEJICI
dokon¢i klinické hodnoceni u subjektd, ktefi
jsou v té dobé do hodnoceni zafazeni, pokud to
vyZaduje pfijata Iékafska praxe.

Kterakoli strana muaze tuto smlouvu s okamzitou
platnosti vypovédét v pfipadé, ze se jina strana
dopusti poruseni nékterého ze zasadnich
ustanoveni této smlouvy, nebo v pfipadé, ze
hodnoceni nebude povoleno nebo bude
zastaveno ze strany kteréhokoli statniho nebo
kontrolniho organu.

(b)

14.

obligations does not present a conflict of interest
with INVESTIGATOR’s official duties, and (b)

INVESTIGATOR has received any required
authorization, written or otherwise, from
INSTITUTION for INVESTIGATOR’s

performance of said obligations and acceptance
of any mean and/or reimbursement of
reasonable expenses, which may be provided to
INVESTIGATOR hereunder. During the term of
this Agreement, if any significant changes occur
with regard to the circumstances surrounding
this Agreement (e.g., there is a change in a
policy or procedure that could reasonably be
interpreted to affect the propriety of
INSTITUTION or INVESTIGATOR's involvement
in this Agreement), INSTITUTION agrees to
immediately notify ABBOTT of any such
changes.

Term and Termination.

(@) This Agreement shall be effective upon full
execution by the parties (the “Effective
Date”), and subject to ABBOTT’s termination
rights set forth in Section 1 above and in
subsections (b), (c) and (d) below, this
Agreement shall terminate on the later of (i)
the first anniversary of the Effective Date if
there is no subject enrollment under this
Agreement in the Study before such date, (ii)
the date of Study database lock if there is
subject enroliment under this Agreement in
the Study, or (iii) the date of completion of all
of the obligations of the parties hereunder.
This Agreement may be extended upon
written agreement signed by the parties.
Termination or expiration of this Agreement
shall not affect any rights or obligations
which have accrued prior thereto. In the
event of premature termination of this
Agreement, INSTITUTION and
INVESTIGATOR shall complete the Study
for then-enrolled subjects where required by
accepted medical practice.

(b) Either party may terminate this Agreement
immediately upon the breach by an other
party of a material provision of this
Agreement, or in the event of non-approval
or termination of the Study by any

governmental or regulatory authority.
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(c) Spolec¢nost ABBOTT muze smlouvu ukongit
s okamzitou platnosti na zakladé pisemného

oznvé,menl'l doru¢eného . ZDRAVOTNICKEMU
ZARIZENI a ZKOUSEJICIMU, a to za
predpokladu, Ze kdykoli v pribé&hu tohoto

klinického hodnoceni:

() ZKOUSEUJICI neposkytuje své sluzby dle
ustanoveni oddilu 2 vySe; nebo

(i) ZDRAVOTNICKE ZARIZENI nebo
ZKOUSEJICI  nebo  kdokoli  zjejich
zameéstnancu se stane vyfazenou fyzickou
osobou, pfipadné vyfazenou pravnickou
osobou, dle ustanoveni oddilu 15 niZze nebo
je predmétem fizeni, na jehoz zakladé mu
muZze byt takovy statut pfidélen; nebo

(i) dle minéni spoleCnosti ABBOTT je
vzhedem k problému bezpelnosti
hodnoceného |éCiva nevhodné v provadéni
klinického hodnoceni pokracovat.

(d) Spolec¢nost ABBOTT muze rovnéz vypovédét
tuto smlouvu bez udani divodu na zakladé

pisemného _oznameni  doruceného
ZDRAVOTNICKEMU ZARIZENI a
ZKOUSEJICIMU nejméné tficet (30) dni

predem.

15.ProhldSeni o zpUsobilosti a neuplatnéni sankci.

ZDRAVOTNICKE ZARIZENi a ZKOUSEJICI
zavazné prohlasuji, ze jako takovi ani jejich
zameéstnanci nebo zastupci zajistujici sluzby dle
této smlouvy nikdy nebyli a v souCasnosti nejsou
vyfazenou fyzickou nebo pravnickou osobou a neni
proti nim rovnéz vedeno fizeni, v jehoz dasledku by
takovy statut mohli ziskat. ,Vyfazenou fyzickou
osobou” je fyzicka osoba, jez je v souladu s hlavou
21, § 335a (a) nebo (b) zakoniku USA vyfazena
americkym Ufadem pro kontrolu potravin a Iékd
(Food and Drug Administration, ,FDA”), pfipadné
kterymkoli jinym kompetentnim organem, napfiklad
mistnim  kompetentnim organem, z moznosti
poskytovat jakékoli sluzby osobé, jejiz zadost o
registraci farmaceutického produktu byla kladné
vyfizena, pfipadné je stale v jednani. ,Vyfazenou
pravnickou osobou” je korporace, sdruZeni nebo
spole¢nost, jez je v souladu s hlavou 21, §335a (a)
nebo (b) zakoniku USA vyfazena FDA, pfipadné
kterymkoli jinym kompetentnim orgdnem, napfiklad
mistnim  kompetentnim organem, z moZnosti

15.

(c) ABBOTT may immediately terminate this
Agreement upon delivering written notice to
INSTITUTION and INVESTIGATOR if, at
any time during this Agreement:

(i) the personal services of
INVESTIGATOR are not available, as
provided in Section 2 above; or

(i) INSTITUTION or INVESTIGATOR or
any of their employees or agents
becomes or is the subject of a
proceeding that could lead to that party
becoming, as applicable, a Debarred
Individual or Debarred Entity, as
provided in Section 15 below; or

(i) in ABBOTT's judgment, an adverse
safety concern with respect to Study
Product makes the continuation of the
Study unadvisable.

(d) ABBOTT may also terminate this Agreement
without cause upon delivering at least thirty
(30) days prior written notice to
INSTITUTION and INVESTIGATOR.

Debarment and Exclusion. INSTITUTION and
INVESTIGATOR represent and warrant, that
neither they, nor any of their employees or
agents providing services under this Agreement,
has ever been, is currently, or is the subject of a
proceeding that could lead to that party
becoming, as applicable, a Debarred Individual
or Debarred Entity. A “Debarred Individual” is an
individual who has been debarred by the U.S.
Food and Drug Administration (“FDA”) pursuant
to Title 21 United States Code § 335a (a) or (b),
or by any other competent authority, including,
without limitation, any local competent authority,
from providing services in any capacity to a
person that has an approved or pending drug
product application. A “Debarred Entity” is a
corporation, partnership or association that has
been debarred by FDA pursuant to Title 21
United States Code § 335a (a) or (b), or by any
other competent authority, including, without
limitation, any local competent authority, from
submitting or assisting in the submission of any
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16.

17.

18.

podavat jakoukoli Zadost o registraci IéCiv ve
zkracené formé nebo pomahat pfi podavani takové

zadosti, pfipadné pfidruzena nebo dcefina
organizace takové Kkorporace, sdruzeni nebo
spole¢nosti. Aktudlni pfehled soukromych a

pravnickych osob vyfazenych organizaci FDA je k
dispozici na adrese www.fda.gov/ora/compliance-
_ref/debar/default.htm.

ZDRAVOTNICKE ZARIZENi a ZKOUSEJICI dale
zavazné prohlasuji, ze pokud se v priibéhu trvani
této smlouvy jako takovi nebo jejich zaméstnanci ¢i
zastupci zajistujici sluzby dle této smlouvy, stanou
vyfazenou fyzickou nebo pravnickou osobou nebo
budou pfedmétem Fizeni, vjehoz dlsledku by
takovy statut mohli ziskat, ZDRAVOTNICKE
ZARIZENI a ZKOUSEJICI o tom neprodlené
vyrozumi spole¢nost ABBOTT, pfi€emz spole¢nost
ABBOTT bude mit pravo okamzité tuto smlouvu
ukongit. Toto ustanoveni zUstava v platnosti i po
vypovézeni nebo fadném ukonceni této smlouvy.

Nezavislé postaveni smluvniho partnera.
ZDRAVOTNICKE ZARIZENI a ZKOUSEJICI jednaji
ve vztahu ke spoleCnosti ABBOTT v ramci této
smlouvy jako nezavisli smluvni partnefi, pficemz
ZDRAVOTNICKE ZARIZENi ani ZKOUSEJICi
nejsou opravnéni spole¢nost ABBOTT k ¢emukoli
zavazovat nebo jednat jejim jménem. Co se tyCe
vzdjemného vztahu mezi ZDRAVOTNICKYM
ZARIZENIM a ZKOUSEJICiM, ZDRAVOTNICKE
ZARIZENI prohladuje, ze ZKOUSEJICI je jeho
zaméstnancem.

Postoupeni prav_a povinnosti. ZDRAVOTNICKE
ZARIZENI ani ZKOUSEJICI nemuze postoupit tuto
smlouvu zadné jiné strané ani ucinit jeho sluzby dle
této smlouvy predmétem subdodavatelské smlouvy
bez prfedchoziho pisemného souhlasu spole¢nosti
ABBOTT. Jakykoli pokus o takové postoupeni prav
a povinnosti ucinény bez predchoziho pisemného
souhlasu spole€nosti ABBOTT je neucinny a
neplatny a predstavuje zavazné porudeni této
smiouvy.

Spoluzkousejici. ZDRAVOTNICKE ZARIZENi a
ZKOUSEJICI se timto zavazuji, Ze v souvislosti se
spoluzkousejicimi  podilejicimi se na klinickém
hodnoceni zajisti, aby tyto osoby dodrzovaly
podminky stanovené vtéto smlouvé. U vSech
takovych spoluzkousejicich, ktefi nejsou
organizaéné provazani se ZDRAVOTNICKYM
ZARIZENIM nebo ZKOUSEJICIM nebo nejsou jeho
zaméstnanci, podepisi ZDRAVOTNICKE ZARIZENI

16.

17.

18.

abbreviated drug application, or a subsidiary or
affiliate of such a corporation, partnership or
association.

The current overview of private and legal
persons debarred by FDA is available on
www.fda.gov/ora/compliance_ref/debar/default.h
tm.

INSTITUTION and INVESTIGATOR further
covenant, represent and warrant that if, during
the term of this Agreement, they, or any of their
employees or agents providing services under
this Agreement, becomes or is the subject of a
proceeding that could lead to that party
becoming, as applicable, a Debarred Individual
or Debarred Entity, INSTITUTION and
INVESTIGATOR shall immediately notify
ABBOTT, and ABBOTT shall have the right to
immediately terminate this Agreement. This
provision shall survive termination or expiration
of this Agreement.

Independent Contractor. INSTITUTION’s and
INVESTIGATOR’s relationship to ABBOTT
under this Agreement is that of an independent
contractor, and neither INSTITUTION nor
INVESTIGATOR have the authority to bind or
act on behalf of ABBOTT. INSTITUTION
represents that INVESTIGATOR’s relationship to
INSTITUTION is that of an employee.

Assignment. Neither INSTITUTION nor
INVESTIGATOR may assign this Agreement to
any other party, nor may it subcontract any of its
services hereunder, without ABBOTT's prior
written consent. Any attempted assignment
without ABBOTT’s prior written consent shall be
null and void and shall constitute a material
breach of this Agreement.

Subinvestigators. INSTITUTION and
INVESTIGATOR hereby agree that as to any
subinvestigators for the Study, INSTITUTION
and INVESTIGATOR shall ensure such
individuals’ compliance with the terms and
conditions hereof. In addition, as to any such
subinvestigator not affiliated with or employed by
INSTITUTION or INVESTIGATOR,
INSTITUTION and INVESTIGATOR shall have
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ZKOUSEJICI s takovymi  spoluzkousejicimi
smlouvu, jejiz forma bude pro spolec¢nost ABBOTT
akceptovatelna a na jejimz zakladé bude takovy
spoluzkous$ejici povinen Fidit se podminkami této
smlouvy o klinickém hodnoceni.

Q

19. Sdéleni. Jakakoli sdéleni vyzadovana nebo jakkoli
jinak realizovana na zakladé této smlouvy budou
vyhotovena v pisemné formé&, Fadné opatfena
adresou a doruovana druhé strané na nize
uvedenou adresu osobné nebo jako doporucena
listovni zasilka, pfipadné prostfednictvim oficialné
uznané kuryrni sluzby nebo faxem.

Veskera uvedena sdéleni se povazuji za ucinna
dnem doru€eni, pokud byla zasldna Kkuryrni
sluzbou, anebo, v pfipadé zaslani doporucenym
dopisem, C&tvrtym (4.) dnem po dni pfedani posté
k dodani druhé smluvni strané; v pfipadé zaslani
faxem dnem zaslani faxu.

20. PIna zavaznost smlouvy. Tato smlouva pfedstavuje
plné zavazné ujednani smluvnich stran ve vztahu
k predmétu této smlouvy a nahrazuje veskeré
pfedchozi dohody a zavazky vztahujici se k témuz.
V pfipadé konfliktu mezi podminkami této smlouvy
a Protokolem rozhoduji podminky stanovené v této
smlouvé. Ceska i anglicka verze této smlouvy maji
stejnou pravni vahu. Tuto smlouvu je mozné ménit
pouze na zakladé pisemného ujednani
podepsaného smluvnimi stranami.

19.

20.

such subinvestigator execute an agreement in a
form acceptable to ABBOTT obligating such
subinvestigator to comply with the terms and
conditions hereof.

Notices. Any notice required or otherwise made
pursuant to this Agreement shall be in writing,
personally delivered or sent by certified mail or
recognized courier service, properly addressed,
or by facsimile, to the other party at the address
set forth below.

Fax: 00420 267 292 141

All such communications shall be deemed to be
effective on the day on which served if sent by
courier service, or, if sent by certified mail, on
the fourth (4) day following the date presented
to the postal authorities for delivery to the other
party, or if by facsimile, on the facsimile date.

Entire Agreement. This Agreement contains the
entire understanding of the parties with respect
to the subject matter herein and supersedes all
previous agreements and undertakings with
respect thereto. In the event of a conflict
between the terms and conditions of this
Agreement and those of the Protocol, the terms
and conditions of this Agreement shall control.
The English and Czech language versions of
this Agreement shall have equal legal effect.
This Agreement may be modified only by written
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21.

22.

23.

24,

Pretrvavani platnosti smluvnich prav a povinnosti.
Bez ohledu na ukonCeni platnosti této smlouvy
z jakéhokoli dGvodu zlstavaji prava a povinnosti,
jez na zakladé této smlouvy nejsou dotlena jejim
ukon&enim, plné platna a uc€inna.

Oddélitelnost jednotlivych ustanoveni. Pokud soud
disponujici pfislusnou jurisdikci shleda kterékoli
z ustanoveni této smlouvy nebo jeho cast
nevymahatelnou nebo neplatnou, platnost nebo
vymahatelnost dalSi Casti kteréhokoli takového
ustanoveni a/nebo zbyvajicich ustanoveni tim neni
dotcena.

Rozhodné pravo. Tato smlouva se Fidi a je
vykladana v souladu s pravnimi predpisy Ceské
republiky.

Rozhod¢i fizeni. Jakékoli spory, neshody nebo
naroky vzniklé na zakladé této smlouvy nebo ve
spojitosti s ni, které neni béhem ftficeti (30) dnd
mozné urovnat vzajemnou dohodou smluvnich
stran, budou pfedloZeny k rozhodnuti pfislusnému
soudu Ceské republiky, do jehoZz pusobnosti ptipad
spada.

21.

22,

23.

24,

agreement signed by the parties.

Survival. Notwithstanding termination of this
Agreement for any reason, rights and
obligations, which by the terms of this
Agreement  survive termination of the

Agreement, shall remain in full force and effect.

Severability. If any of the provisions, or a portion
of any provision, of this Agreement is held to be
unenforceable or invalid by a court of competent
jurisdiction, the validity and enforceability of the
other portion of any such provision and/or the
remaining provisions shall not be affected
thereby.

Governing Law. This Agreement shall be
governed by and construed in accordance with
the laws of the Czech Republic.

Arbitration. Any dispute, controversy or claim
arising out of or relating to this Agreement which
cannot be resolved within thirty (30) days by
mutual consent of the parties, shall be submitted
for decision to the competent court in the Czech
Republic having jurisdiction over subject matter.
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IN WITNESS WHEREOF, the parties hereto have hereunto set their hands as of the last date set forth
below the signatures of the parties hereto. / NA ZNAMENI SOUHLASU se znénim vySe uvedenych
ustanoveni smluvni strany stvrzuji tuto smlouvu svymi podpisy k nize uvedenému datu.

ABBOTT LABORATORIES, s.r. 0. FAKULTNI NEMOCNICE BRNO
By / podpis: By / podpis:
Name / jméno: _MUDr. Branislav Trutz Name / jméno: MUDr. Roman Kraus, MBA
Title / funkce:__Jednatel/Executive Title / funkce: _Reditel/Director
Date / datum: Date / datum:
By / podpis:

Name /jméno: N

Title / funkce:__ Principal investigator / zkouSejici

Date / datum:
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EXHIBIT B

REQUIREMENTS FOR SCIENTIFIC PUBLICATIONS

1. Criteria for Authorship. Based on the October 2007 guidelines of the International Committee of
Medical Journal Editors (ICMJE), authorship credit must be based on:

(@) Substantial contributions to conception and design, or acquisition of data, or analysis and
interpretation of data; and

(b) Drafting or revising the article for important intellectual content; and
(c) Final approval of the version to be published.
A person must meet all three of the above criteria to warrant authorship.

2. Acknowledgement of Medical Writers and Other Contributors. Those individuals who have made a
significant contribution to the Study or Publication, but do not meet the criteria for authorship noted
above, must be listed in an acknowledgments section, including disclosure of the source of any
financial support given to such contributors. All persons must give written permission to be
acknowledged.

3. Conflict of Interest. In the interest of transparency and maintaining the highest possible standards of
conduct, authors will comply with each journal’s or congress’s requirements for conflict of interest
disclosure in the Publication. Such conflict of interest disclosure requirements may include, but are
not limited to, disclosure of an author’s receipt of research grants, author’s receipt of payments for
consultant or speaker services, and/or author’s ownership of stock.

4. Sponsorship. Authors must acknowledge ABBOTT as the funding source of a Study, and must also
comply with additional sponsorship-related disclosures required by the journal or congress.

5. Access to Data. ABBOTT will provide all authors with the final Protocol, statistical analysis plan,
relevant statistical tables generated from the plan, figures, and reports needed to prepare the planned
Publication. ABBOTT will provide a copy of the clinical trial Protocol and plan for statistical analysis
when requested by a medical journal considering a submitted manuscript for publication, with the
understanding that the documents are confidential, the property of ABBOTT, and should not be
disclosed to any third party without ABBOTT's prior written permission.

6. Redundant Publication. Duplicate or redundant publication of the Study results in peer-reviewed
journals is not permitted. Secondary Publications that present significant and scientifically sound
additional analyses or groupings of data are permitted. Publication of foreign language translations of
the original manuscript, in accordance with the policies of the journals involved is permitted. Encore
presentation of data, when permitted by scientific congress policy, is permitted.
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PRILOHA B

POZADAVKY NA VEDECKE PUBLIKACE

1. Kritéria autorstvi. Na zakladé pokynu Mezinarodniho vyboru $éfredaktort lékafskych casopisl
(ICMJE) z fijna 2007 musi byt uvadéni autorstvi zaloZeno na:

(@) podstatném prispévku ke koncepci a usporadani hodnoceni nebo k ziskavani &i analyze a
interpretaci dat a

(b) sepsani konceptu ¢lanku nebo jeho revizi z hlediska podstatného intelektualniho obsahu a
(c) konecném schvaleni verze uréené k publikaci.

Aby mohla byt urcitad osoba prohlaSena za autora, musi splfiovat vSechna tfi vySe uvedena kritéria
zaroven.

2. Uvadéni osob sepisujicich ¢lanek (Medical Writers) a dalSich osob podilejicich se na ném
(Contributors). Osoby, které podstatnym zplsobem prispély k danému hodnoceni nebo publikaci,
nesplfiuji vS8ak vySe uvedena kritéria autorstvi, musi byt uvedeny v seznamu ve zvlastni kapitole
(Acknowledgements), v€etné uvedeni zdroje pfipadné finanéni odmény, ktera byla témto osobam
poskytnuta. VSechny tyto osoby musi ke svému uvedeni poskytnout pisemny souhlas.

3. Stfet zajmd. V zajmu prihlednosti a zachovani nejvyssiho mozného standardu chovani budou autofi
dodrzovat pozadavky kazdého ¢asopisu nebo konference pokud jde o uvadéni pfipadného stietu
zajma v publikaci. Mezi tyto pozadavky na uvedeni stfetu zajm( muize patfit zejména skute¢nost, ze
autor obdrzel vyzkumné granty ¢i odmény za sluzby konzultanta nebo mluv¢iho, a/nebo skute€nost,
Ze autor vlastni akcie zainteresované firmy.

4. Zadavatel. Autofi jsou povinni uvést spoleCnost ABBOTT jako zdroj financovani klinického
hodnoceni a musi také splinit dalSi povinnosti pfedlozeni udaju souvisejicich se zadavatelem, které
Casopis nebo konference vyZaduje.

5. Pfistup k udajum. ABBOTT poskytne vSem autorim zavérecny protokol, plan statistické analyzy,
pfislusné statistické tabulky vytvofené z tohoto planu, Ciselné udaje a zpravy potfebné k pfipravé
planované publikace. ABBOTT poskytne jedno vyhotoveni protokolu klinického hodnoceni a planu
ke statistické analyze pokud to bude poZadovat odborny €asopis posuzujici rukopis pfedloZeny k
publikaci s tim, ze tyto dokumenty jsou divérné, jsou vlastnictvim spolec¢nosti ABBOTT a nesmi byt
vyzrazeny zadné tfeti osobé bez prfedchoziho pisemného souhlasu spole¢nosti ABBOTT.

6. Redundantni publikace. Dvoji nebo redundantni publikace vysledkd klinického hodnoceni v
odbornych €asopisech vyuzivajicich jako lektorl externich odbornikl (peer review) neni dovolena.
Sekundarni publikace uvadgjici vyznamné a védecky podlozené dalSi analyzy nebo seskupeni dat
jsou povoleny. Publikace pfekladi plUvodniho rukopisu do ciziho jazyka v souladu s pravidly
pFislusnych odbornych €asopisu je povolena. Dodate¢na prezentace dat, pokud ji povoluji pravidla
daného védeckého kongresu, je povolena.
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