except that required to be
retained at the Study site or by

Principal  Investigator by
applicable regulation.
However, - Principal
Investigator and Institution
may each retain a single
archival  copy of  the
Confidential Information to
determine  the scope of

obligations incurred under this
Agreement.

11. Study Data. Biological Samples, and

Study Records

11.1

Study Data. During the course
of the Study, Principal
Investigator will collect certain
data, as specified in the
Protocol, and submit it to CRO,
Pfizer or Pfizer’s agent
(“Study Data”). Study Data
may include Personal Data of
Study  Subjects.  Principal
Investigator will ensure
accurate and timely collection,
recording, and submission of
Study Data, including adhering
to timelines for data entry set
out in the CRF Completion
Requirements document
provided to Principal
Investigator by CRO or Pfizer.

vynimkou informécii, ktorych
uchovanie na pracovisku
klinického skasania vyzaduje
platny predpis. Hlavny
skasajuci a inStiticia si vSak
moéZzu ponechat jednu kopiu
dévernych  informécii  na
archivaciu, aby mohol ur¢it
rozsah povinnosti
vyplyvajucich z tejto zmluvy.

11. Udaje klinického skuiSania, biologické
vzorky a zdznamy klinického skuiSania

11.1

Udaje _ klinického skusania.

Pocas klinického skaSania
zhromazdi hlavny skuasajuci
ur¢ité udaje tak, ako st

$pecifikované¢ v protokole, a
predlozi ich CRO, spolocnosti
Pfizer alebo zastupcovi
spolo¢nosti Pfizer (d’alej len
,udaje klinického skuSania"
). K 1dajom klinického
skisania mozu patrit’ osobné
udaje ucastnikov klinického

skisania. Hlavny skuSajuci
zabezpeCi presné a vcasné
zhromazdenie,

zaznamenavanie a

predkladanie udajov klinického
sktSania vratane dodrziavania
casového harmonogramu
zadavania udajov stanoveného
v dokumente Poziadavky na
vyplnenie zdznamovych
formularov ucastnika
klinického skusania alebo v
inom dokumente, ktory
poskytne hlavnému
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Ownership of Study
Data. Subject to
Principal Investigator’s
right to use Study Data
to publish the results of
the Study (see Section
15, Publications),
Pfizer is the exclusive
owner of all Study Data.

Medical Records. Study
Subject-related medical
records that are not
submitted to CRO or
Pfizer may include
some of the same
information  as s
included in Study Data;
however, neither CRO
nor Pfizer makes any
claim of ownership to
those documents or the
information they
contain.

Data Review by CRO.
CRO and/or Pfizer will
review the Study Data it
receives on an ongoing

Three-Party Template (Slovakia) Template Version:

22

skiiSajicemu  CRO  alebo
spolo¢nost’ Pfizer.

a.

Vlastnictvo udajov
klinického ska$ania. S

vynimkou prava
hlavného skusajuceho
pouzivat’ udaje

klinického sku$ania na
publikovanie vysledkov
klinického sktsania
(pozri Cast’ 15,
Publikacie),
vyhradnym vlastnikom
vietkych udajov
klinického sktsania je
spolo¢nost’ Pfizer.

Lekarske zaznamy.
Lekarske zaznamy
ucastnikov  klinického
skusania, ktoré nebudua
predlozené CRO alebo

spoloc¢nosti Pfizer,
mozu obsahovat’
niektoré informacie,

ktoré st rovnaké ako
informacie zahrnuté v
udajoch klinického
skuSania. CRO ani
spolo¢nost’  Pfizer si
vSak napriek tomu
nerobia ziadny narok na

vlastnictvo tychto
dokumentov ani
informacii, ktoré
obsahuju.

Kontrola tudajov  zo
strany CRO. CRO a
a/alebo spolo¢nost’
Pfizer bude priebezne
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basis. CRO and/or
Pfizer will comply with
applicable regulations
requiring notification of

participating_
investigators of new
safety information

about the Pfizer Drug
(as defined in Section 8
of this Agreement).
CRO and/or Pfizer
further commits to
promptly notify
Principal Investigator
of any other new
information of which
CRO and/or Pfizer
becomes aware that
could affect the safety
of the Study Subjects or
influence the conduct of
the Study.

Study Results. After
analysis of Study Data

from all sites s
complete, CRO or
Pfizer will provide
Principal Investigator
with a summary of the
overall results of the
Study. CRO and Pfizer

encourage Principal
Investigator to
communicate the

results, as appropriate,

Three-Party Template (Slovakia) Template Version:
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kontrolovat’ prijaté
udaje klinického
skuSania. CRO a/alebo
spoloc¢nost’ Pfizer bude
dodrziavat’"  prislusné
predpisy  vyZadujuce,
aby zucastnenych
skusajucich oboznamila
s novymi informaciami
o bezpecnosti lieku
spolo¢nosti  Pfizer (v
stlade s definiciou v
Casti 8 tejto zmluvy).
CRO a/alebo
spolo¢nost’ Pfizer sa
dalej zavdzuje, Ze
bezodkladne  oznami
hlavnému skusajicemu
vietky dalSie nové
informacie, o ktorych sa
CRO a/alebo
spoloc¢nost’ Pfizer
dozvie, a ktoré by mohli
ovplyvnit bezpec¢nost’
Gcastnikov  klinického
sktSania alebo
vykonavanie klinického
skusania.

Vysledky  klinického
skuisania. Po dokonéeni
analyzy udajov

klinického skt3ania zo
vSetkych centier, CRO
alebo spolo¢nost’ Pfizer

poskytne hlavnému
sktiajicemu suhrn
celkovych  vysledkov
klinického  skuasania.
CRO a spolo¢nost’
Pfizer odporuca
hlavnému
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to the Study Subjects. If
within two years after
Study completion
Pfizer identifies results
that could affect Study
Subject safety, CRO or
Pfizer, in consultation
with the SUKL/IEC as

appropriate, will
cooperate with
Principal Investigator

or Institution to ensure
that those results are
appropriately

communicated to the
Study  Subjects by
Principal Investigator
or Institution.

Biological Samples. If so
specified in the Protocol and
the informed consent
document, Principal
Investigator may collect and
provide to CRO, Pfizer or their
designee biological samples
obtained from Study Subjects

(e.g., blood, wurine, tissue,
saliva, etc) for testing that is not
directly related to Study
Subject care or  safety
monitoring, such as
pharmacokinetic,

pharmacogenomic, or

biomarker testing (“Biological
Samples”). Biological

Template Version:
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11.2

skusajicemu, aby
vhodnym  spdsobom
oznamil vysledky

ucastnikom klinického
sktsania. Ak by
vysledky mohli
ovplyvnit' bezpeénost’
ucastnikov  klinického
ski8ania, CRO alebo
spolo¢nost’ Pfizer po

konzultacii SO
SUKL/NEK, ak to bude
pouzitel'né, v
spolupraci s hlavnym
sktsajicim alebo
inStiticiou  zabezpedi,

aby hlavny skuasajtci

alebo inStitGcia tieto
vysledky primerane
oznamili  ucastnikom

klinického skaSania do

dvoch rokov po
ukondeni klinického
sktSania.

Biologické vzorky. Ak je to
uvedené v protokole a v
dokumente informovaného
stihlasu, moze hlavny skusajuci
odoberat’ a poskytovat CRO,
spolocnosti Pfizer alebo nimi
menovanej osobe biologické
vzorky (napr. krv, moc,
tkanivo, sliny atd’.) ziskané od
ucastnika klinického sktisania
na testy, ktoré priamo
nesuvisia so starostlivostou o
ucastnikov alebo sledovanim
bezpecnosti, ako su
farmakokinetické,

farmakogenomické testy alebo
testovanie inych biomarkerov
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Samples may include Personal
Data of Study Subjects.

Use. Neither Principal

Investigator nor
Institution ~ will  use
Biological Samples

collected under the
Protocol in any manner
or for any purpose other
than that described in
the Protocol. CRO and
Pfizer will use
Biological Samples
only in ways permitted
by the informed consent
under which they were
obtained.

Analysis Data. CRO,
Pfizer, or their

designees  will test
Biological Samples as
described in the
Protocol. Unless
otherwise specified in
the Protocol, neither
CRO nor Pfizer plan to
provide the results of
these tests (“Biological
Sample Analysis
Data”) to Principal
Investigator or Study
Subject. If CRO or
Pfizer does provide
Biological Sample
Analysis  Data  to

(dalej ,,biologické vzorky®).
Biologické  vzorky = mozZu
obsahovat  osobné  tudaje

ucastnikov klinického

skusania.

a. Pouzivanie. Hlavny
ska8ajlci ani institacia
nebuda pouzivat’
biologické vzorky

ziskané v sulade s
protokolom  Ziadnym
inym spdsobom ani na
ziadny iny ucel, nez je
popisany v protokole.
CRO a spolocnost’
Pfizer pouziju
biologické vzorky iba
spdsobmi povolenymi v
dokumente
informovaného
sthlasu, na zaklade
ktorého boli ziskané.

b. Udaje z analyzy. CRO,
spolo¢nost’ Pfizer alebo
o0soby menované
spolo¢nostou  Pfizer
budu analyzovat’
biologické vzorky
sposobom opisanym Vv
protokole. Pokial mie je
v protokole uvedené
inak, CRO ani
spolo¢nost’ Pfizer nemé
v plane poskytnat’
vysledky tychto testov
(dalej Ludaje z
analyzy biologickych
vzoriek™) hlavnému
skusajucemu ani
ucastnikom klinického
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Principal Investigator,
that data will be subject
to the provisions of

Section 11.1 (Study
Data) of this
Agreement.

c. Ownership. Pfizer is the
exclusive owner of all
Biological Samples and
Biological Sample
Analysis Data.

Study Records. On behalf of
Principal  Investigator  and
itself, Institution will retain
cach Study Subject’s Study
records, which include the
Principal Investigator’s copies
of all Study Data as well as

relevant source documents
(collectively, “Study
Records”), under storage

conditions conducive to their
stability and protection, for a

period of 15 years after
termination of the Study.
Institution agrees to contact
Pfizer at

InvestigatorRecords@Pfizer.c
om prior to destroying any
Study Records and Principal
Investigator and Institution
further agree to permit Pfizer to

Template Version:
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11.3

skuSania. Ak CRO
alebo spolo¢nost’ Pfizer
poskytne  udaje z
analyzy biologickych
vzoriek hlavnému
skuiSajucemu, budi sa
na tieto udaje
vztahovat'" podmienky
povoleného  pouzitia
uvedené v casti 11.1
(Udaje klinického
sktiSania) tejto zmluvy.

c. Vlastnictvo.
Spolo¢nost’  Pfizer je
vyhradnym vlastnikom
vSetkych biologickych
vzoriek a udajov z
analyzy biologickych
vzoriek.

Zéznamy klinického sktidania.

Intiticia bude v  mene
hlavného skasajiceho a vo
svojom vlastnom mene
uchovavat kazdy zaznam

Ucastnika klinického skusania,
ktory obsahuje kopie vsetkych
udajov  klinického skusania
hlavného skusajuceho, ako aj
relevantné zdrojové dokumenty
(spolu ,,zaznamy klinického
skasSania“), za takych
podmienok uchovania, ktoré
zabezpeCuju stabilitu a ochranu
idajov, po dobu 15 rokov po
ukonceni klinického skuisania.
Institucia suhlasi s tym, ze pred
zni¢enim akychkol'vek
zaznamov bude kontaktovat
spolo¢nost’ Pfizer na adrese
InvestigatorRecords@Pfizer.c
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ensure that the Study Records
are retained for a longer period
if necessary, at Pfizer’s
expense, under an arrangement
that protects the confidentiality
of the records (e.g., secure off-
site storage)..

12. Monitoring, Inspections, and Audits
12.1  Monitoring. CRO intends to

monitor Study conduct. Pfizer,
or an external service provider
acting on its behalf, has the
right, but not the obligation, to
co-monitor the Study. Upon
reasonable notice and during
regular business hours,
Principal  Investigator and
Institution will permit CRO or
Pfizer representatives access to
the premises, facilities, Study
Records, sub-investigators, and
research staff as required to
monitor Study conduct. CRO
or Pfizer will promptly notify
Principal Investigator of any
monitoring findings that could
affect the safety of Study
Subjects or influence the
conduct of the Study. Principal
Investigator will inform Study
Subjects of such findings as
appropriate.

om, a hlavny skaSajici a
institacia sthlasia tiez s tym, ze
umoznia spoloc¢nosti  Pfizer
zaistit’ na naklady spolo¢nosti
Pfizer uchovanie zdznamov po
dlhsiu dobu, priCom musia byt
podniknuté také opatrenia,
ktoré budu chranit dovernu
povahu  zaznamov  (napr.
zabezpecené uchovanie mimo
pracoviska).

12. Monitorovanie, inSpekcie a audity

12.1

Monitorovanie. Klinické
skiiSanie bude monitorovat
CRO. Okrem toho ma
spolo¢nost’ Pfizer  alebo
externy poskytovatel’ sluzieb
konajuci v jej mene pravo, nie
vsak  povinnost,  vykonat
subezny monitoring klinického
sktiSania. Na zéklade
primeraného oznamenia a Vv
beznej pracovnej dobe hlavny
skaSajuci a inStiticia umoznia
CRO alebo zastupcom
spolocnosti  Pfizer vstup do
priestorov, k zariadeniam,
pristup k zdéznamom klinického
sktSania, k spoluskusajucim a
persondlu  skGsania  podla
potreby na  monitorovanie
vykonavania klinického
sktiSania. CRO alebo
spolocnost’ Pfizer bezodkladne
oznami hlavnému skusajucemu
akékol'vek zistené vysledky
monitorovania, ktoré by mohli
ovplyvnit’ bezpecnost’
ucastnikov alebo vykonavanie
klinického skuSania. Hlavny
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12.2 Pfizer Representative Personal

Data. If in the support of a
clinical trial, Pfizer
representatives are required to
submit to Institution or Principal
Investigator any Personal Data,
including but not limited to,
name, address, phone number,
government identifier, or
birthdate (“Pfizer
Representative Personal Data”),
Institution and Principal
Investigator will:

a. protect the
confidentiality of Pfizer
Representative
Personal Data using the
same or similar
standards  Institution
and, if applicable,
Principal Investigator
use for their own
employees;

b. not sell or disclose
Pfizer Representative
Personal Data to any
third party except as
required by law;

c. impose similar
confidentiality and
security obligations, by
contract, on any

Three-Party Template (Slovakia) Template Version:
May 2018
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skasajuci bude podla potreby o
takychto zisteniach informovat’
ucastnikov klinického
sktiSania.

12.2 Osobné udaje zastupcov spolo¢nosti
Pfizer. Ak pre potreby klinického skuSania sa
od zéastupcov spolocnosti Pfizer vyzaduje
poskytnat’  inStitdcii  alebo  hlavnému
skusajucemu akékol'vek osobné udaje vratane
najmd mena, adresy, telefonneho Cisla,
rodného ¢isla alebo datumu narodenia (d’alej
,o0sobné udaje zastupcov spolocnosti
Pfizer®), institicia a hlavny skusajuci

a. bude chranit’ dovernost’ osobnych udajov
zastupcov spolo¢nosti Pfizer prostrednictvom
rovnakych alebo podobnych Standardov, ktoré
inStiticia, a ak je to relevantné, hlavny
skasajuci, uplatiuje pri svojich vlastnych
zamestnancoch;

b. nebude predavat’ ani zverejiiovat osobné
daje zastupcov spolocnosti Pfizer akejkol'vek
tretej strane, pokial si to nevyzaduje zakon;

c. zmluvne ulozi podobné zaviazky tykajtice sa
dbvernosti a bezpe¢nosti kazdému zmluvnému
dodavatelovi sluzieb, ktorému institicia alebo
hlavny skaSajici moéze poskytovat osobné
udaje zastupcov spolocnosti Pfizer;
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12.3

contracted service
providers with whom
Institution or Principal
Investigator may share
Pfizer Representative
Personal Data;
d. take appropriate
measures to protect
against any
unauthorized use or
disclosure of Pfizer
Representative
Personal Data and will
promptly notify Pfizer
of any breach of this

provision.
Inspections and __ Audits.
Principal  Investigator and

Institution acknowledge that

the Study is subject to
inspection by  regulatory
authorities worldwide,

including the United States
FDA, and that such inspections
may occur after completion of
the Study and may include
auditing of Study Records.
CRO or Pfizer may also audit
Study Records during or after
the Study as part of its
monitoring of Study conduct.

a. Notification. Principal
Investigator will notify
CRO as soon as
reasonably possible if

d. prijme primerané opatrenia na ochranu pred

neopravnenym

pouzivanim alebo

zverejiovanim osobnych udajov zéstupcov
spolo¢nosti Pfizer a bezodkladne oznami
spolo¢nosti Pfizer kazdé porusenie tohto

ustanovenia.

12.3

InSpekcie a audity. Hlavny
sktSajuci a inStiticia beri na
vedomie, ze klinické skusSanie
podlieha inspekcii regulacnych
organov. na celom svete,
vratane  amerického  uradu
FDA, a Ze sa takéto inSpekcie
mozu vykonat aj po skonceni
klinického skuSania a ich
sucastou moze byt audit
zaznamov klinického skusania.
CRO alebo spoloc¢nost’ Pfizer
moze tiez vykonat audit
zaznamov klinického skaSania
pocas  klinického  sktsania
alebo po ukonceni klinického
skasania v ramci
monitorovania  vykonavania
klinického skusania.

a. Oznamenia. Hlavny
sk@sajuci Co najskor
oznami CRO, ak na
pracovisku  prebieha
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the Study or site is
inspected or scheduled
to be inspected by a
regulatory authority in
relation to the Study.

Right to be Present. If
not prohibited by law,
Pfizer or CRO will have
the right to be present
during, and participate
in, any such inspection,
audit, investigation, or
regulatory action.

Cooperation. Principal

Investigator and
Institution will
cooperate with

regulatory authority
and CRO or Pfizer
representatives in the
conduct of inspections
and audits and will
ensure  that  Study
Records are maintained
in a way that facilitates
such activities.

Resolution of
Discrepancies.
Principal Investigator
will promptly resolve
any discrepancies that
are identified between
the Study Data and the
Study Subject’s
medical records.

inSpekcia regula¢ného
organu v  suvislosti
s klinickym  ska$anim,
alebo je takato
in§pekcia planovana.

Pravo na pritomnost.
Ak to  nezakazuje
zakon, spolo¢nost’
Pfizer alebo CRO ma
pravo na pritomnost’
alebo ucast’ svojich
zastupcov pri takejto
inSpekeii, audite,
vysetrovani alebo
regula¢nom zéasahu.

Spolupréaca. Hlavny
skSajuci a institacia
budi spolupracovat’ s
regulaénym organom a
zastupcami CRO alebo
spolo¢nosti  Pfizer pri
vykonavani inspekcii a
auditov a zabezpelia,
aby boli zaznamy
klinického sktisania
uchované  spdsobom,
ktory takéto Cinnosti
umoznuje.

VyrieSenie

nezrovnalosti. Hlavny

sktsajuci urychlene
vyriesi akékol'vek
nezrovnalosti  zistené
medzi udajmi
klinického sktsania a
zdravotnymi

zaznamami GcCastnika
klinického sku$ania.
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e Inspection Findings and e. Nélezy inSpekcie a
Responses.  Principal odpovede. Hlavny
Investigator and skSajuci a inStiticia
Institution” will bezodkladne odovzdaju
promptly forward to CRO a spolocnosti
CRO and Pfizer copies Pfizer kopie vsetkych
of any inspection nalezov inSpekcie,
findings that either ktoré obdrzi od
receives from a regulacného organu v

regulatory authority in
relation to the Study.
Whenever feasible and

suvislosti s klinickym
skasanim. Vzdy, ked’ to
bude mozné a povolené

permitted by law, pravnymi  predpismi,
Principal Investigator hlavny skuSajici a
and Institution will also inStiticia umozni CRO
provide CRO and Pfizer a spolocnosti Pfizer
with an opportunity to prilezitost’ skontrolovat’
prospectively  review a pripomienkovat
and comment on any akékol'vek  odpovede
responses to regulatory na inSpekcie

authority inspections in
regard to the Study.

regulaéného organu v
suvislosti s klinickym

skasanim.

12.4  Study Conduct Evaluations. 12.4  Hodnotenia vykondvania
CRO, Pfizer or Pfizer’s klinického  skusania. CRO
external service providers may alebo spolocnost’ Pfizer alebo
document and evaluate the externi poskytovatelia sluzieb
performance of Institution and spoloCnosti ~ Pfizer = modzu
Principal Investigator in the zdokumentovat a vyhodnotit
conduct of the Study. CRO and vykon inStiticie a hlavného
Pfizer =~ will use  these skasajiceho pri  vykonavani
evaluations solely for internal klinického skuSania. CRO a
purposes. spoloCnost’  Pfizer pouziju

vSetky tieto hodnotenia len pre
interné potreby.
13. Remedies for Breach of Certain Study  13. Opravné  prostriedky v pripade

Obligations. In the event Principal poruseni niektorych povinnosti v ramci
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Investigator or Institution fails to
comply with any of its obligations set
out in Sections 3 (Protocol), 7
(Informed Consent and Subject
Recruitment), 11 (Study Data,
Biological ~Samples, and Study
Records) and 12  (Monitoring,
Inspections, and Audits) of this
Agreement, or the requirements of the
Protocol relating to adverse event
reporting, ethical conduct of the Study,
and SUKL/IEC review, in addition to
its right to terminate the Study
immediately under Section 18.1.¢(2),
CRO will have recourse to either or
both of the following alternative

remedies:

a. Suspension of Study
Subject enrollment, if
the Study is not yet
fully enrolled, and

b. Suspension  of  all
payments by CRO

Any suspension of enrollment or payment will
continue until Principal Investigator and
Institution return to compliance with their
Study obligations, as determined by CRO. Use
of either or both of the above remedies does
not preclude CRO or Pfizer from exercising its
right to immediately terminate the Study if
Principal Investigator and Institution do not
become compliant.

14. Inventions

Three-Party Template (Slovakia)
May 2018
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klinického skuSania. V pripade, ze
hlavny skasajuci alebo institucia
nedodrzia niektora zo  svojich
povinnosti uvedenych v castiach 3
(Protokol), 7 (Informovany suhlas a
ndbor  tcastnikov), 11  (Udaje
klinického skusania, biologické vzorky
a zaznamy klinického sktSania) a 12
(Monitorovanie, inSpekcie a audity)

tejto zmluvy alebo poziadavky
protokolu  tykajice sa hlasenia
neziaducich udalosti, vykonavania
klinického sktiSania v sulade
setickymi principmi a kontroly
SUKL/NEK, ma CRO okrem svojho
prava okamzite ukoncCit klinické
sktsanie podla Casti 18.1.c(2) pravo na
jeden alebo obidva nasledujice

alternativne napravné opatrenia:

a. pozastavenie
zarad’ovania
ucCastnikov, ak do
klinického skusania
este nebol zaradeny
plny pocet Gicastnikov a

b. pozastavenie  platieb
hlavnému skasajucemu
zo strany CRO

Akékol'vek pozastavenie zarad’ovania alebo
platieb bude trvat’, az kym hlavny skusajici a
institicia znovu nezaéni dodrziavat' svoje
zavazky v ramci klinického skasania podla
posudenia CRO. Pouzitie jedného alebo
obidvoch napravnych opatreni nebrani CRO,
aby si uplatnila svoje prava okamzite ukoncit’
klinické skuSanie, ak hlavny skusajici a
institicia neuvedu svoje konanie do suladu so
zmluvou.

14. Vynélezy
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15.

14.1 Notification. If the conduct of
Study results in any invention

or discovery whether
patentable or not
(“Invention”), Principal
Investigator will promptly
inform CRO.

14.2  Assignment. Principal

Investigator or Institution, as
applicable, will assign, or
ensure that inventors assign, all
interest in any such Invention
to Pfizer, free of any obligation
or consideration beyond that
provided for in this Agreement.

14.3  Assistance. Principal
Investigator and Institution will
provide reasonable assistance

to Pfizer in filing and
prosecuting any patent
applications relating to

Invention, at Pfizer’s expense.

Publications. Pfizer supports the
exercise of academic freedom and has
no objection to publication by
Principal Investigator of the results of
the Study based on information
collected or generated by Principal
Investigator, whether or not the results
are favorable to the Pfizer Drug.

15.1 Prepublication Review.
Principal Investigator  will
provide Pfizer an opportunity
to review any proposed

15.

14.1 Oznamenie. Ak je vysledkom
vykonévania klinického
skasania akykol'vek vynélez
alebo objav, ¢i uz je, alebo nie
je patentovatelny (d’alej len
,vynalez*), bude o nom hlavny
skusajici bezodkladne
informovat’ CRO.

14.2  Postipenie. Hlavny skusajici
alebo institcia, podla toho, ¢o
je pouziteI'né, postipi vsetky
prava na takyto vynalez
spolo¢nosti Pfizer bez
akéhokol'vek zavizku alebo
uhrad nad ramec uvedeny v
tejto zmluve, alebo zaisti, aby
tak urobili vynalezcovia.

143 Pomoc. Hlavny skuaSajuci a
institacia poskytnu spolo¢nosti
Pfizer primeranti pomoc pri
podavani patentovej prihlasky
vynalezu a konani v suvislosti s
nou, pricom vydavky hradi
spoloc¢nost’ Pfizer.

Publikacie. Spolocnost’ Pfizer
podporuje uplatiovanie akademickej
slobody a nebude mat vyhrady, ak
bude hlavny skusajuci publikovat
vysledky klinického skisania na
zaklade informacii, ktoré zhromazdil
alebo vytvoril, bez ohl'adu na to, ¢i st
vysledky priaznivé pre liek spolo¢nosti
Pfizer.

15.1 Recenzia pred publikaciou.
Hlavny skuasajuci poskytne
spolo¢nosti  Pfizer mozZnost’
recenzovat’ kazdi navrhnutu
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publication or any other type of
disclosure of the results of the
Study (collectively,
“Publication™) before it is
submitted or otherwise
disclosed. Pfizer will review
for unprotected Inventions (see
Section 14, Inventions) and
may also provide comments on
content. Principal Investigator
will  consider any such
comments in good faith but is
under no  obligation to

incorporate any Pfizer
suggestions.
a. Submission to Pfizer.

Principal Investigator
will  provide  any
Publication to Pfizer at
least 30 days before it is
submitted for
publication or
otherwise disclosed. If
any patent action is
required to  protect
intellectual ~ property
rights, Principal
Investigator agrees to
delay the disclosure for
a period not to exceed
an additional 60 days.

b. Redaction of
Confidential
Information. Principal
Investigator will, on
request, remove any
previously undisclosed
Confidential

publikaciu alebo akykol'vek
d’alsi druh zverejnenia
vysledkov klinického sktSania
(spolo¢ne ,,publikacia“) pred
odoslanim na publikovanie
alebo pred inym zverejnenim.
Spolo¢nost” Pfizer zrecenzuje
nechranené vynalezy (pozri 14.
Cast Vynalezy) a ich obsah
mobéze komentovat. Hlavny
sktsajuci vSetky takéto
komentare v dobrej viere zvazi,
nema vSak povinnost navrhy
spolo¢nosti Pfizer zapracovat'.

a. Predlozenie spolo¢nosti
Pfizer. Hlavny
sktsajuci predlozi
kazda publikaciu
spolo¢nosti Pfizer
najmenej 30 dni pred jej
odoslanim na
publikovanie alebo

pred inym zverejnenim.
Ak sa na ochranu prav
dusevného vlastnictva
vyzaduje patentové
konanie, hlavny
skasajuci sa zavizuje,
ze uverejnenie odlozi

na dobu, ktora
neprekro¢i najblizSich
60 dni.

b. Redigovanie dovernych
informaécii. Hlavny
skusajuci na poziadanie
odstrani vsetky
doposial' nezverejnené
doverné informéacie

pred ich zverejnenim s
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Information before vynimkou informécii
disclosure, except for tykajucich sa
any Study- or Pfizer klinického sktsania
Drug-related alebo lieku spolo¢nosti
information necessary Pfizer, ktoré su

to the appropriate
scientific presentation

nevyhnutné na patricni
vedeckii  prezentaciu

or understanding of the alebo pochopenie
Study results. vysledkov  klinického
sktiSania.

15.2  Multi-Center Studies. If Study 15.2  Multicentrické klinické
is part of a multi-center trial, skiSania. Ak je klinické
Principal Investigator and skusanie sucast'ou
Institution agree that the first multicentrického ski$ania,
Publication is to be a joint hlavny skusajici a institucia sa
Publication covering all Study zavédzuju, ze prva publikacia
sites, and that any subsequent bude spolo¢nou publikaciou
Publications by  Principal vzt'ahujucou sa na vsetky
Investigator will reference that centra klinického skusania, a ze
primary Publication. However, vSetky nasledujuce publikacie
if a joint manuscript has not hlavného skusajiiceho budu
been submitted for publication obsahovat’ odkaz na tito prvu
within 12 months  of publikéciu. Pokiall  vsak
completion or termination of spolo¢ny  rukopis  nebude
Study at all participating sites, odoslany na publikaciu do
Principal Investigator is free to 12 mesiacov od dokoncenia
publish separately, subject to alebo ukoncenia klinického
the other requirements of this sktsania Vo vsetkych
Section 15. zucCastnenych centrach, moze

hlavny skasajici publikovat
volne a samostatne, ak dodrzi
ostatné poziadavky uvedené v
15. Casti.

15.3 Standards. For all Publications 15.3 Standardy. Hlavny skusajuci

relating to the Study, Principal
Investigator will comply with
the authorship guidelines in the
Recommendations  for  the

suhlasi s tym, ze vsetky
publikacie tykajice sa
klinického skuSania buda v
sulade s pokynmi o autorstve

Conduct, Reporting, Editing, uvedenymi v dokumente
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15.4

15.5

and Publication of Scholarly
Work in Medical Journals
(http://www.icmje.org/icmj
e-recommendations.pdf)
provided by the International
Committee of Medical Journal
Editors. '

Disclosure of Support.
Principal  Investigator  will
disclose Pfizer sponsorship and
financial support of the Study
in any publication of Study
results.

Study Registration by Pfizer.
Pfizer commits to register, on
the National Institutes of
Health Clinical Trials Data
Bank (www.clinicaltrials.gov),
all Pfizer-sponsored Phase 1
through 4 interventional and
non-interventional studies that
involve the use of a Pfizer
product and evaluate the safety
or efficacy of that product.
Pfizer will also register Pfizer-
sponsored studies on other
listings of ongoing studies
maintained by  competent
regulatory authorities where

Three-Party Template (Slovakia) Template Version:
May 2018

36

15.4

15.5

Odporucania pre
vypracovanie, hlasenie, upravu
a publikaciu vedeckej prdace v
lekarskych casopisoch
(Recommendations  for  the
Conduct, Reporting, Editing,
and Publication of Scholarly
Work in Medical Journals)
(http://www.icmje.org/icmj
e-recommendations.pdf),

ktoré vydal Medzinarodny
vybor vydavatelov lekarskych
casopisov (International

Committee of Medical Journal
Editors).

Poskytnutie _informécii o
financnej podpore. Hlavny
skaSajuci poskytne informéacie
0o sponzorstve  spolocnosti
Pfizer a financnej podpore
klinického skasania v kazdej

publikacii vysledkov
klinického skusSania.
Registracie klinického

skuSania spolo¢nostou Pfizer.
Spolocnost” Pfizer sa zavizuje,
ze zaregistruje v databaze
klinickych sktsani Narodnych
ustavov  zdravia  (National
Institutes of Health Clinical
Trials Data Bank
(www.clinicaltrials.gov)

vSetky intervencné
a neintervencné klinické
sktiSania fazy 1 az 4 zadavané
spolo¢nostou  Pfizer, ktoré
zahiiaja pouzitie lieku
spolocnosti Pfizer a posudzuju
bezpecnost’ alebo Gc¢innost’
takéhoto lieku. Spolo¢nost’
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16.

there is a  regulatory Pfizer tiez zaregistruje vsetky
requirement to do so. klinické skuSania zadavané
spolo¢nostou Pfizer na inych
zoznamoch prebiehajtcich
klinickych ~ skasSani,  ktoré

Insurance Coverage. Pfizer has
arranged for an insurance policy with
an insurance company covering
liability for personal injury (including
death), arising out of or relating to the
administration of the Investigational
Drug or any clinical intervention or
procedure provided for or required by
the Protocol that the Study Subject
would not have received if the Study
Subject had not participated in the

16.

spravuju prislusné regulacné
organy, ak pre to existuje
regulacna poziadavka.

Poistenie. Spoloc¢nost’ Pfizer uzavrela
s poistovacou spolo¢nost’ou zmluvu o
poisteni, ktoré kryje zodpovednost’ za
poskodenie zdravia (vratane smrti),
spdsobené alebo stvisiace s podanim
skuisaného lieku alebo akoukol'vek
klinickou intervenciou alebo
proceduirou poskytnutou alebo
vyzadovanou protokolom, ktora by
ucastnik klinického sk(iSania nedostal,
keby sa nezacastnil tohto klinického

Study (“Research Imjury”) as skiSania (d’alej ,,ujmy suvisiace
required by Sec. 43(h) of the Act No. s klinickym skaSanim®), ako to
362/2011 Coll. On Drugs and Medical vyzaduje § 43 pism. h) zdkona C.
Devices and on amending certain laws. 362/2011 Z. Z. o liekoch
A copy of the insurance certificate is a zdravotnickych pomockach
attached hereto as Attachment B. aozmene adoplneni niektorych

16.1  The Principal Investigator will

zakonov. Kopia osvedcenia o poisteni
zadavatel’a je prilozena k tejto zmluve
ako priloha B.

16.1 Hlavny skusajuci

a. not  enroll Study a. nezaradi ~ ucastnikov
Subjects unless the klinického  skusania,
Principal Investigator kym neskontroluje a

has  checked and
verified that the
potential Study Subject
has insurance with
public health
institutions as required
by the Pharmaceuticals

neoveri, ¢i potencialny
ucastnik klinického
skiSania ma verejné
zdravotné poistenie u
zdravotnej poistovne,
ako to vyzaduje zakon o
liekoch. Ak potencialny
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Law. If a potential
Study Subject does not
have insurance,
enrollment should not
take place;

satisfy the obligation
under Art 44 (0) of the
Act No. 362/2011 Coll.
On Drugs and Medical
Devices and on
amending certain laws,
in particular to provide

the list of Study
Subjects the necessary
public health
institutions, which

contains the name and
surname, birth number,
the date of enrollment
into the clinical study
and the number of
clinical ~study into
which they have been

enrolled;  supplement
and modify the list of
Study Subjects

throughout the duration
of the Study.

The Principal
Investigator will send
the information to the
relevant public health
insurer on all serious
adverse events, serious
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ucastnik klinického
skisania nema takéto
poistenie, nesmie byt
zaradeny do klinického
skisania;

. splni povinnosti

vyplyvajuce z § 44
pism. (o) zdkona ¢&.
362/2011 L z.
o liekoch

a zdravotnickych
pomodckach a o zmene
a doplneni niektorych

zékonov, najmi
poskytne  prislusnym
zdravotnym

poistovniam, ktoré
vykonévaju verejné
zdravotné poistenie
ucastnikov, zoznam
Ucastnikov  klinického
skiSania, ktory
obsahuje meno,

priezvisko, rodné ¢&islo,

datum zaradenia do
klinického skusania a
Cislo klinického
sktiSania, do ktorej boli
zaradeni. Bude
doplnovat’ a upravovat
tento zoznam

Ucastnikov pocas celej
doby trvania klinického
skiiSania;

Hlavny skuasajuci posle
informédcie  prislusne;
zdravotnej poistovni o
vSetkych  zavaznych
neziaducich

udalostiach, zavaznych
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16.2

adverse reactions and
unexpected serious
adverse reactions which
occur to the Study
Subjects as soon as the
Principal Investigator is
informed by Pfizer,
however at the latest
within three days of the
delivery of such notice.

Institution’s Insurance. The
Institution, by signing this
Agreement, confirms that the
Institution, the facility in which
the Study will be conducted
and its employees who will
conduct the Study are covered
by valid and sufficient
insurance of liability for
damage caused by provision of
health care according to
applicable legal regulations

17. Assignment and Delegation

17.1

Three-Party Template (Slovakia)
May 2018

By Principal Investigator or
Institution. Neither Principal
Investigator nor Institution may
assign his/her/its rights or
delegate or subcontract any
duties under this Agreement
without written permission
from CRO. If CRO authorizes
delegation or subcontracting,
the party that delegated or
subcontracted its duties

Template Version:
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16.2

neziaducich reakciach a
neocakavanych
zavaznych neziaducich
reakciach, ktoré sa
vyskytni u tcastnikov
klinického  skuSania,
ato bezodkladne po
tom, ako o nich
hlavného skusajiaceho
informovala spolo¢nost’
Pfizer, ale najneskor do
troch dni od dorudenia
takéhoto oznamenia.

Poistenie inStitdcie. InStiticia

podpisanim  tejto  zmluvy
potvrdzuje, Ze inStitacia, Vv
priestoroch ktorej sa bude
vykonavat  toto  klinické

skiiSanie, a jej zamestnanci,
ktori budi vykonavat toto
klinické skusanie , maja platné
a dostatocné poistenie
zodpovednosti  za  $kodu
spdsobenti poskytnutim
zdravotnej starostlivosti podl'a
prislusnych pravnych
predpisov.

Postupenie a delegovanie

17.1

Hlavnym _ska8ajucim alebo
indtitaciou. Hlavny skuasajtci
ani inStiticia nesmd posthpit’
svoje prava, delegovat ani
uzatvarat’ subdodavatel'ské
zmluvy tykajtce sa povinnosti
v ramci tejto zmluvy bez
pisomného suhlasu CRO. Ak
CRO  povoli  delegovanie
povinnosti na iny subjekt alebo
vyuzitie subdodavatel’a,
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17.2

remains responsible to CRO for
the performance of those
duties.

By CRO. CRO may freely
assign any or all of its rights
and delegate any or all of its
duties under this Agreement to
Pfizer. If CRO assigns all rights
and delegates all duties to
Pfizer, CRO or Pfizer will
notify  Principal Investigator
and Institution in writing. CRO
(or Pfizer, following
assignment and delegation by
CRO) may also freely delegate
and assign Study-related duties
and rights to an external
provider upon advance notice
to Principal Investigator and
Institution, and may freely
delegate or assign its Study-
related duties or rights to any
Pfizer affiliate. CRO may not
otherwise assign its rights or
delegate its duties under this
Agreement without written
permission from the affected
party. If CRO or Pfizer
delegates or subcontracts any
duties, CRO or Pfizer remains
responsible  to Principal
Investigator or Institution, as
applicable, for the performance
of those duties. If CRO assigns
all of CRO's rights and duties
under this Agreement, in
accordance with the terms
herein, to another service
provider, that service provider
will become responsible for
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17.2

zostant hlavny skusajtci alebo
inStiticia  zodpovedni  voéi
CRO za vykon vsetkych tychto
povinnosti.

Zo_strany CRO. CRO moze
volne previest ktorékol'vek
alebo vsetky svoje prava a
zverit  ktorékol'vek  alebo
vSetky  svoje  povinnosti
vyplyvajuce z tejto zmluvy na
spolo¢nost’ Pfizer. Ak CRO
prevedie vSetky prava a zveri
vietky povinnosti na
spolo¢nost’ Pfizer, CRO alebo
spolo¢nost’ Pfizer oznami tto
skuto¢nost’ pisomne hlavnému
skuSajicemu alebo institacii.
CRO (alebo spolo¢nost’ Pfizer
po prevedeni a zvereni zo
strany CRO) moze volne
postupit’ alebo previest’
povinnosti a prava tykajice sa
klinického skusania externému
subdodavatelovi, musi vsak o
tom vopred informovat’
hlavného skusajlicecho  a
inStiticiu a moze vol'ne zverit a
previest povinnosti a prava
tykajuce sa klinického skti§ania
ktorejkol'vek pobocke
spolo¢nosti ~ Pfizer. CRO
nesmie inym spdsobom
previest’ svoje prava ani zverit’
svoje povinnosti v ramci tejto
zmluvy bez pisomného sthlasu
dotknutej tretej strany. Ak
CRO alebo spolo¢nost’ Pfizer
zveri alebo  subkontrahuje
niektoré zo svojich povinnosti
inému subdodéavatel'ovi, ostava
CRO alebo spolo¢nost’ Pfizer
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