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CLINICAL STUDY
AGREEMENT

This clinical study agreement
[“Agreement”) is entered info by and
among Medpace, Inc., with ifs principal
office and place of business at 5375
Medpace Way, Cincinnati, Ohio 45227,
USA ("Medpace”}, represented by Jifi
Stanek, MD, Clinical Trial Manager;

Fakultind nemocnica Trencin, with iis
principal office and place of business at
Legiondrska 28, 911 Tren&in
("Institution”}, represenied by MUDr.
Stanistav Pastva, director;

and

MUDr. Oto Herman, with his principal
office and place of business af

collectively referred to herein as parties
{the “Parties"}.

WHEREAS, innocoll Pharmaceuticals.
Ltd. {"Sponsor”} is sponsoring a clinical
study on Topical Gentamicin-Collagen
Sponges in combination with systemic
anftibiofic therapy {the "Study Drug"}, in
accordance with Proiocol No. INN-TOP-
005, tiflled "A Phase 3 Randomized,
Placebo-Controlled, Blinded Siudy to
Investigate the Safety and Efficacy of a
Topical Gentamicin Collagen Sponge in
Combination with Systemic Anfibiotic
Therapy in Diabeilic Patients with an
Infected Foot Ulcer" (the *Protocol"),

Soblahovska 27 - 21101  Trendin
{"Investigator"). Medpace, Institution,
and Investigator are  sometimes |

ZIMLUVA O KLINICKOM
SKUSANI

Tdto zmluva o klinickom skiusani (dalej len
wzmluva”) sa vzatvdra medzi
spolo¢nosfou Medpace, Inc., so sidlom a
miestom podnikania na adrese 5375
Medpace Way, Cincinnali, Ohio 45227,
USA {(dalej len ,,Medpace"), zastipenou
MUDr.  Jifim  Stankem, manazér
klinického hodnoteniaq;

a

Fakultnou nemocnicou Trendin so sidlom
a  miestom podnikaniac na adrese
Legiondrska 28, 211 Trencin (dalej len
Jinstitocia™) zastOpenou MUDr.
Stanislavom Pastvou, riaditelom;

a

MUDr. Oto Hermanem s jeho sidlom «
miestom podnikania na adrese
Soblahovska 27 - 91101 Trencin(dalej len
«SkUsajuci lekar"}. Spolocnost Medpace,
institUcia a skosajuci lekdr sa v niektorych

pripadoch oznacujy spolocne ako
zmiuvné strany (dale] len ,zmluvné
strany”).

PRICOM Innocoll Pharmaceuticals. Ltd.
(dale] len ,zadd&vatel) je zaddvatelom
klinického skUSania iykajuceho sa
pouZivania topickych gentamicin-
kolagénovych hubiek v kombindcii so
systematickou  antibiotickou  lieCbou
(dalei len ,skU3any liek") v stlade s
protokolom &. INN-TOP-005 pod ndzvom
~Randomizovand, placebom
kontrolovand zaslepend 3tudia |, fdza 3,
hodnotiaca bezpednost a  Uginnosi
topickej gentamicino-kolagénovej
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and Institution and Investigator possess
expertise in  the conduct and
performance of clinical studies. The
performance of the Proiocol shall be
referred to herein as the “Study”; and

WHEREAS, Medpace is a confract
research organization which has been
contracted by Sponsor to manage and
administer the Study, including, but not
limited io, negoftiation and execution of
this Agreement; and

WHEREAS, Medpace desires that
Institution and Investigator participaie in
the conduct of the Study in accordance
with the Protocol and the terms and
conditions of this Agreement, and
Institution and Investigator desire fo
participate in the conduct of the Siudy
in accordance with the Protocol and the
terms and conditions of this Agreement.

NOW THEREFORE, in consideration of the
foregoing and the mutual covenants
and promises set forth herein and other
good and valuable consideration, the
receipt and adequacy of which are hereby
cacknowledged, the Parties agree as
follows:

1....SCOPE OF WORK

1.1 Institution and Investigator shall
perform the Study at Institution in
strict compliance with the terms
and conditions of this Agreement,
any written instructions from
Sponsor and/or Medpace, all
generally accepted standards of
Good Clinical  Practice, the
Protocol, and with all applicable
local  laws and  regulations
governing the performance of

1 _ROZSAH PRACE

Spongie v kombindcii so systémovou
antibiotickou terapiou pri lieCbe
infikovanych vredov u pacientov so0
syndrébmom diabetickej nohy" (dalej len
«protokol") a institicia a skG3ajici lekar
dispenuju odbornymi znalostami v oblasti
vykonu a prevedenia klinickych skdsani.
Vykon protokolu sa bude v tejto zmluvne
uvadzat ako ,skiianie” o

PRICOM  spolo¢nost Medpace je
zmluvnd vyskumnd organizacia, ktord
bola zaddvatelom najatd na riadenie a
spravu tohto skdsania, okrem iného a
vratane vyjedndvania o uzavretia tejto
mluvy, a

PRICOM spolo&nost Medpace si praje,
aby sa v sUlade s protokolom a
podmienkami tejto zmluvy na vykone
skUsania podielali in3titdcia a skdiajuci
lekdr a institdcia a skGdajaci lekdr si praju
podielaf sa na vykone tohto sk(Giania v
sUlade s protokolom a podmienkami
tejto zmiuvy.

PRETO SA TERAZ zmluvné strany s
ohladom na uvedené skutocnosti,
vzdjomné zavdzky a prisluby uvedené v
fejlo zmluve a na zdklade riadnej a
primeranegj protihodnoty, ktoregj prijatie a
primeranost tymio uzndvaju, dohodli na
nasledovnom:

1.1 ndtitbcia a skd3ajuci lekdr buds
vykondivat skisanie v indtitdcii a 1o
v prisnom sUlade s podmienkami
tejto zmluvy, vietkymi pisomnymi

pokynmi zaddvatela a/alebo
spoloZnosti Medpace, vietkymi
vieobecne prijatymi  normami
spravnej klinickej praxe,

protokolom a vietkymi platnymi
miesthymi zdkonmi ¢ predpismi
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1.2

1.3

1.4

1.5

clinical investigations. The Study
location will not be changed
without Medpace's prior written
consent.

Prior to the start of Study,
Medpace/Sponsor will obtain any
and all necessary approvals of the
applicable regulatory authorities
and central Ethics Committee.
Investigater shall be responsible
for any submissions to Insfitution’s
local Ethics Committee, if
applicable.

Instifution agrees o provide the
Investigator with free access 1o
the Institution's applicable subject
population fo recruit the number
of subjects set forth in the
Invesiigator Responsibkilities
Section below to participate in
the Study, and will facilitate the
proper performance of the Study.

Sponsor  or its  desighee will
provide Institution with sufficient
guantities of Study Drug for use in
the Study at no cost to Institution.
Institution and Investigator agree
that the Study Drug and dall
equipment provided by the
Sponsor may only be used for the
purposes of the Study, and shall
only be used in accordance with
the Protocol and any wiritten
instructions of the Sponsor.

Institution and Investigaior
represent that neither Investigator
nor Insiitution are a citizen or
resident of the United States, or a
corporation or partnership thai is
and has been treated as a U.S.
corporation or U.S. parinership,
and thai all payments Institution
and Investigator received under

1.2

1.3

1.4

1.5

upravujucimi vykond&vanie
klinického  vyskumu. Lokalita
skUSania nebude menend bez
predchddzajceho  pisomného
sUhlasu spoloCnosti Medpace.

Pred zahdjenim studie,
spolocnosti Medpace/zaddavatel
ziska od prisluinych regulacnych
organov ¢ centrdlnej komisie
vietky nevyhnuine povolenia. V
relevaninych pripadoch ponesie
skudajuci lekdr zodpovednost za
vietky podania miestne] etickej
komisie v rdmci indtitUcie.
IndtitUcia  sUhlasi 5 tym, Ze
skUscjucemu lekdrovi poskyine
volny pristup k prisiuinej populdacii
subjekiov  indtitlcie a  vykond
medzi nimi ndbor stanoveného
poctu subjektov, kiori sa zG&asinia
skUiania a ich pocet je uvedeny
niziie v Casti Povinnosti
skUsajuceho  lekdra a  umoini
riadne vykondvanie skisania.

Zaddavatel, clebo nim uréend
osoba poskyine institocii
bezplaine dostato&né mnoistvo
skO3aného lieku na povuiitie v
skUsani. Indfitdcia a skiiajuci lekar
sUhlasia s tym, Ze skdsany liek o
zariadenie poskytnute
zaddvatelom mbéie byl povZité
iba na U&ely skl3ania o bude
vyuZivané v sUlade s protokolom ¢

vietkymi  pisomnymi  pokynmi
zaddavatela.
In$titOcia a  skdSajuci lekdar

prehlasuju, Ze ani skUiajuci lekar
ani institucia nie sU ob&anmi ani
obyvatelmi  Spojenych  ¥tdtov
ametrickych, ani Clenmi
korpordcie alebo partnerského
subjekiu, kitory je a bol
povazovany za americky

Clinical Trial Agreement | Version #1
MUDr. Oto Herman | 703-101 FINAL

DOCUMENT

18 September 2015| Page 4 of 37
Innocoll Pharmaceuticals | INN-TOP-005

CONFIDENTIAL / DOVERNE

Prvgegtey PJA
e DPANGQE




this Agreement will be for services
rendered outside the United
States.

INVESTIGATOR
RESPONSIBILITIES

2.1

2.2

2.3

Institution hereby ciuthorizes
Investigator to act as the principal
investigator of the Study af
Institution.  Investigator will be
responsible for the direction of the
Study in accordance  with
applicable Institution  policies,
which Insfitution confirms are not
inconsistent with the terms of this
Agreement and the Protocol. If,
for any reason, he/she is unable to
coniinue 1o serve as investigator
and o successor accepfable io
Institution, Medpace, and Sponsor
is not available, this Agreement
shall be terminated as provided in
the Term and Termination section.
Investigalor shall confinue to be
bound by all obligations and
conditions of this Agreement until
a new investigator is approved by
Sponsor and  any applicable
regulatory or ethics commiitee
approvals of the new investigator
have been obiained.

Investigaior confirms that he/she
is fully gqualified to conduci the
Study and to serve in the capacity
of principal investigator.

Investigator and all persons or
entities who perform any portfion
of the Study {"Study Personnel"}
shall be gqualified physicians and

21

2.2

2.3

korpordciu  alebo  partnersky
subjekt a ie vietky platby, kiocre
insfitUcia a skusajci lekdr dostane
na zdklade tejto zmluvy, budl za
sluzby poskytované mimo
Spojenych statov americkych.

POVINNOSTI SKUSAJUCEHO

 LEKARA

Institdcia tymto oprévriuje
sk03djuceho lekdra na  wvykon
funkcie Zodpovedného
sk03gjuceho sklO3ania v indfitdcii.
SkUsajlci lekar ponesie
zodpovednost zd ricdenie
sk03ania v sUlade s prislusnymi
zdsadami indtitdcie a indtiticia

potvrdzuje, Ze tieto zdsady nie sU
v rozpore s podmienkami tejto
zmluvy  a  proftokolu. Ak z
akéhokolvek dbévodu skligjdci
lekér nie je schopny vykondvat
funkciu skiUsajuceho a nebude k
dispozicii nastupca prijatelny pre
indtituciu, spolo&nost Medpace a
zaddvatela, bude tdato zmluva
ukoncend, ako je uvedené v Casti
Platnost zmluvy a jej ukonZenie.
SkO3qjuci lekar bude o] nadalej
viazany vietkymi zdvézkami a
podmienkami tejioc zmluvy pokial
zaddvatel  neschvdli  nového
skUiajuceho a neddjde k zaisteniu
vietkych suhlasov regulaénych
orgdnov, c&i etickych komisii s
novym skusajGcim.

SkUsgjuci lekdr potvrdzuje, ze ie
pine kvalifikovany na vykon
skUSania a  vykon  funkcie
zodpovedného skliajuceho.

SkUsajuci lekdar a vietky osoby
alebo subjekiy  vykondvajlce
ktorékolvek casti skU3ania (dalej
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2.4

25

medical personnel wha have not
been debarred from working on
clinical studies and who are
employees or subcontractors of
Institution and institution shall be
responsible for their compliance
with the terms of this Agreemeni.
Institution and/or Investigator shaill
notify Medpace in writing if it
becomes aware of any Study
Personnel member has been
debaired or proceedings have
been initiated with respect to
debarment.

Investigator shall enroll in the
Study approximately 6 evaluable
subjects who meet the inclusion
criteria of the Protocol during the
enrollment period of
approximately September 2015 0
February 2016. The actual
enrollment  period may be
extended or shortened upon
written notice by Medpace or

Sponsor.  As enrollment will be
competitive across  all  sites
participating in the  Study,

Medpace reserves the right to
instruct the Investigator to enroll
fewer or more subjects than the
numkbker agreed at the time of the
signature of this Agreement.

Investigator shall obtain  the
necessary written informed
consent of each subject prior fo
performing any Study related
procedures. Investigator shall
comply with all applicable ethical

2.4

2.5

len ,persondl skuiania") budo
kvalifikovani lekar a zdravotnicky
persondl, kiorym nikdy nebola
zakdzand praca na  klinickych
skUsaniach, pricom sa jednd o
zamesinancov alebo
subdoddvatelov  indtiticie a
institUcia ponesie zodpovednost
za dodriiavanie podmienock fejto
zmluvy  tymito  subjektmi. Ak
institicia a/alebo sklsajuci lekér
dospeje k zisteniu, Ze komukolvek
z persondlu  sklsania  bola
zakdzand Cinnosi, alebo bolo v
sUvislosti so zakazom  Cinnosii
zahdjené konanie, bude indiitlcia
pisomne informovaf spolo&nost
Medpace.

SkUsajuci lekdr zaradi do skl3ania

priblizne 6 hodnotitelnych
subjektov, ktori v obdobi
zaradovania, 1. priblizne od

septembra 2015 do februdra 2016,
splnia  kritérid protokolu  pre
zaradenie. Samotné obdobie pre
zaradovanie méze byf na zdklade

pisomného oznédmenia
spolo¢nosti  Medpace  alebo
zaddvatela predizené alebo
skratené. Kedzie bude
zaradovanie prebiehat v
konkurencnom duchu na

vietkych pracoviskach, ktoré sa
skUSania  z0castnia, spolochosti
Medpace si vyhradzuje prave daf
skUsajicemu lekdrovi pokyn, aby
zaradil nizst alebo vy3si pocet
subjektov, ako bolo dohodnuté v
¢ase podpisania zmluvy.

Pred vykonanim akychkolvek
Ukonov suvisiacich so  skUsanim
zaisil skUdajoci lekar od kazidého
70 subjektov nevyhnutny
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2.6

2.7

3.1

principles and good clinical
practice to obtain each subject’s
informed consent.

Investigator will assist Medpace
upon  Medpace’s request to
provide any required updates
and/or information related to the
Study for Medpace's submission
to the applicable central Eihics
Committee and regulatory
authorities. Medpace shall be
responsible for any dealings with
and submission of reports and
information to the applicable
central Ethics Committee and
regulatory authorities. Investigator
shall be responsible for any
submissions fo Insfitution’s local
Ethics Committee, if applicable.

Investigator shall notify Medpace
of adverse evenis and serious
adverse events within  the
fimeframes and pursuani to the
process set forth in the Protocol
and/or other written instructions of
Medpace and/or Sponsor.

CONFIDENTIAL
INFORMATION

"Confidential Information” means
all information that is {a) provided
by or on behalf of Sponsor or
Medpace fo  Instifution or
Investigator in connection with
this Agreement or the Study, or (b)
developed, obtained, or
generated by [nstitution,

2.6

2.7

3.1

informovany sdhlas v pisomnej
podobe. Pri zaisfovani
informovaneho sthlasu kazidého
zo subjektov sa bude skU3qjuci
lekar riadif  vietkymi  platnymi
etickymi zdsadami a spravnou
klinickou praxou.

SkU3ajlci lekér na  vyZiadanie
poskytne spoloZnosti Medpace
vietky nevyhnutné aktualizécie
a/alebo informdcie tykajuce sa
skUsania a to na Ucely podania

spolocnosti Medpace  prisluingj
centrding] eticke] komisii «
regulacnymi orgéinom.
Spolo&nosti Medpace ponesie

zodpovednosf za vietky jednania
sUvisiace 50 spravami a
informdaciami a ich podanim
prisiusnej centrdalnej etickej komisi
a regula&nym orgdnom. V
relevantnych pripadoch ponesie
skUsajici lekdr zodpovednost za
vietky podania miesinej etickej
komisie v ramci institdcie.
Skddajuci lekdr bude informovaf
spolocnost Medpace o}
neZiaducich udalostiach a
zavainych neziaducich
udalostiach v casovych lehotach
a v sulade s postupom
sianovenym v protokole a/alebo
inych pisamnych pckynoch
spolo¢nosti Medpace d/alebo
zaddavatela.

_DOVERNE INFORMACIE

.Doéverne informdacie" s vsetky

informacie, ktoré sU {a)
poskytnuié indtitdcii alebo
skUsajucemu lekdrovi

zaddavatelom alebo v jieho mene,
alebo spoloénostou Medpace v
suvislosti s touto zmluvou alebo
skusanim, alebo  {b)  vyvinuté,
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Investigator, or Study Personnel as
a result of performing the Study
under this Agreement (except for
a  Study  subject's medical
records), including, but not limited
to, the Profocol, Study data,
results, and reporis from all sites
conducting the Study.
Confidential Infermation and all
tangible expressions, in  any
media, of Confidential
information are the sole property
of Sponsor or Medpace, as
applicable.

ziskané ¢&i vytvorené institOciou,

skUsajucim lekdrom alebo
persondalom skdsania ako
vysledok wykondvania skdsania
podla tejto zmluvy {okrem

zdravotnych zdznamov subjekiov
skU3ania) a patria sem, okrem
iného protokol, Udaje skliania,
vysledky a spravy zo vietkych

pracovisk,  ktoré  vykondvaju
skU3anie. Ddverné informdacie a
vietky  vyjadrenia dbvernych

informacii na vsetkych druhoch
médii sU vyhradnym vlastnictvom
zaddvatela, pripadne spolocnosti
Medpace.

32 Institution and Investigator agree | 35 institGeia a skdsajdc lekér suhlasia
not fo  use Confidential s tym, %e nebudl déverné
Information for any purposes other informdcie pouzivat na iny vdel,
than to  conduct the Study. ako je vykondvanie skUiania.
Institution and Investigator agree Institdcia a skd3ajci lekdr sUhlasia
not to disclose Confidential s tym, Je dbéverné informdacie
Information io third parties except nebudy zdielai Ziadnej tretej
and under an agreement by the bude nevyhnutné na
third party to be bound by the vykondvanie skl3ania a to na
obligations ~ of  this  section. zéklade dohody s trefou siranou,
Institution and Investigator shall podla kiorej bude viozand
safeguard _ Confidential povinnostami tejio Easti. Insfiticia
Information ~ with ~ the  same a skU3cjuci lekdr zabezpedic
standard of care that is used with déverné informdacie rovnakym
Institution’s Confidential $tandardnom starostlivosti, ako v
Information, but in no event less pripade  dévernych  informaaii
than reasonable care. institocie, 3fandard  starostlivosti

viak v Ziadnom pripade nemdie
byt nizsi ako primerany.
3.3 Pojem doverné informacie

3.3 The term Confidential Information nebude zahfat informacie, k’ro.re:
shall not be deemed to include 3.3.1 sU alebo sa stanu verejne
information that: dostupnymi bez

. akéhokolvek zavinenia zo
3.3.1 s or becomes publicly strany  ingfiticie  alebo
available through no fault skoEaiveeho lekara
of Institution or ) ’
Investigator; 3.3.2 indiitucia alebo skdsajuci
lekar preukdzateline
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3.4

3.3.2 Institution or Investigator
can demonstrate it
possessed prior to, or
developed

independently from,
disclosure or
development under this

Agreement;

3.3.3 Institution or Investigator
receives from a third party
which is  not legally
prohibited from disciosing

such information;

3.3.4 Institution or Investigator is
required by law to
disclose, provided that
Medpace and Sponsor
are nofified of any such
requirement with
sufficient time to seek a
protective order or other
modlifications to  the

requirement; or

3.3.5 Is appropriate to include
in a publicafion pursuant
to the Publications and

Publicity section.

Medpace may compie a
database of information from
nstitution, Investigator, and Study
Personnel for use in connection
with the Study {including but not
limited to feasibility
questionnaires, CVs,  licenses,
financial disclosure forms) and/or
may use this information for
purposes related to ifs business. It
may be necessary for Medpace
to  transfer some/all  of this
information ouiside iis country of
origin for regulatory and
administrative purposes.
information collected will cease

3.4

vlasinila vz pre ich
poskytnutim alebo
spristupnenim v ramci
tejto zmluvy, alebo ich
vyvinula nezdvisle od tejio
skutocnosti,

3.3.3 indtitUcia alebo skdigjuci
lekdr ziskali od ireteg]
strany,  ktorej nebolo
poskyinutie tychio
informdcii z préavneho
hladiska zakdzané,

3.3.4 musi  indtitlcia  alebo
skU3ajuci lekdar poskyinuf
zo zdkona « to za
predpokladu, Ze bude
spolo¢nost Medpace a
zaddavatel o takejto
poZiadavke informovani s
dostatoénym predstihom,
aby mohli vydat
ochranné nariadenie
alebo iny Upravu
pofZiadavky, alebo

3.3.5 je vhodné zaradif do
publikdcie podla &asti
Publikacie a publiciia.

Spoloe¢nost Medpace mbie
zostavit databdzu informdécii od
institGcie, skU3ajiceho  lekdra

dlebo persondlu skUsania o to na
UCely wvyuizitia v sOvislosti  so
skusanim {okrem iného dotazniky
o} vykonatelnosti, Zivotopisy.
licencie a formuldre o finan&nych
Udajoch} a/adlebo méie pouiii
fieto informacie na UCely tykajuce
sa jej podnikania. Pre regula&ne
alebo administrativne UCely mbze
byt nevyhnuinég, aby spolo¢nosf
Medpace previedla
niekforé/vietky takéto informdacie
mimo  krgjiny ich  pdvodu.
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3.5

to have the proteciions afforded
to personal data by applicable
laws/directives/regulations.

The Parties agree to adhere to the
principles of medical
confidentidlity in relation to Study
subjects involved in the Study.
Personal data shall not be
disclosed to the Sponsor or
Medpace by the Instituiion or the
Investigator save where this s
required to satisfy the
requirements of the Protocol or for
the purpose of monitoring or
serious adverse reactions
reporting, or in relation 1o a claim
or proceeding brought by the
Study subject in connection with
the Study. Neither the Sponsor nor
Medpace shall disclose the
identity of Study subjects to third
parfies  without prior  written
consent of the Study subjeci,
excepi in accordance with the
provisions of the relevant data
protection and privacy laws,
unless in relation to a claim or
proceeding broughi by the Sfudy
subject in connection with the
Study. The Parfies and Sponsor
hereby acknowledge and agree
that any personal data collected
in connection with the Study will
be transferred outside the
European Union.

3.5

Ihromoidené informdacie uz
nebudld maf ochranu, kiord
osobnym  Udadjom poskytuju
prislusné

zakony/smernice/nariadenia.

Imluvné strany sUhlasia s tym, Ze
budl vo vziahu k subjekiom
skO3ania  zOCastiujucim  sa v
skosani dodrzovaf zGsady
iekdarskeho tajomstva. Institdcia
ani  skO3qjuci lekdr neposkytnd
osobné Udaje ani zaddavatelovi
ani spolo¢nosti Medpace, okrem
pripadov, v kitorych je to
nevyhnuiné na 0cely splnenia
poZiadaviek protokolu pre
potreby sledovania adlebo
hidsenia zdvainych neziaducich
udalosti, alebo vo vzfahu k
uplatneniu ndroku ¢i  riadeniu
iniciovaného subjektom skdsania
v sQvislosti so skUsanim. Zaddvatel
ani spolo¢nost Medpace nebude

zdielaf totoznost subjektov
skU3ania  tretim  strandm bez
predchddzqjlceho  pisomného

sUhlasu subjekiu skU3ania ckrem

pripadov, v ktorych je 1dto
skutocnost % sulade S
usianoveniami prislusnych

zdkonov na ochranu osobnych
Udagjov a ak k tejto skutolnosti
nedochddza vo  vzfahu k
uplatneniu ndroku & konania
iniciovaného subjektom skilania
v stvislosti so skOsanim. Zmluvné
strany a zaddvatel tymio berd na
vedomie a sUhlasia s tym, Ze
vietky osobné Uddje zhromaideni
v sOvislosti so  skdsanim  budo
prevedené mimo Uzemia
Eurdpskej Unie.
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4

4.1

4.2

4.3

_RECORDKEEPING

Investigator shall
case report forms {"CRFs") only in
English, verify the data contained
in the CRFs against pertinent
subject records, and ensure that
all CRFs are accurate, complete,
and legible.

Instifution or Investigator shall
maintain  all  records, dataq,
documents, or information related
to the performance of the Study
until the later of:

4.2.1 Two (2} years following the
date o New  Drug
Application is approved
for the Study Drug that is

the subject of the Study;

4.2.2 Two (2) years after the
Investigational New Drug
Application for such Study
Drug is fiferminated or

withdrawn; or

4.2.3 As defined by local laws

and regulations.

At the end of such required
retention period, Institution and
Investigator shall not destroy any
such records unifil they have
obtained Medpace's prior written
permission to do so. Medpace will
respond promptly to Insfitution’s
requests to dispose of records.
Institution may use such
Confidential Information solely to

complete all

4.1

4.2

4.3

UCHOVAVANIE ZAINAMOV

SkUsajuci lekar bude vypliovat
vietky  zdznamové  formuldre
ucastnika  klinického  skl3ania
{dalej len ,CRF" [case report
form]) iba v anglickom jazyku,
overovatf Udagje uvedené v CRF

podla  prisluinych  zdznamov
subjektu a zabezpedi, oby bol
vietky CRF presné, 0Oplné a
citatelné.

InstitUcia alebo skUsajuci lekdr
budy uchovavat vietky takéto
zdznamy, Udaje, dokumenty
alebo informdcie slUvisiace s
vykonom skU3ania do doby, kedy
nastane neskorsia z tychto situéci:

4.2.1 dva (2) roky po ddtume
schvdlenia  Ziadosti  ©
registrdciu nového lieku v
pripade skd3aného lieku,
ktory  je predmetom
skusania,

422 dva (2) roky po ukon&eni
aglebo stiahnuti Ziadosti o
registraciu noveho
skUianého lieku v pripade
takéhoto skU3aného lieku,
alebo

4.2.3 ako e
miestnymi

predpismi.

vymedzené
zdkonmi A

fakéhoto
obdobia

Na konci
pozadovaného
uchovéavania institGcia ani
skU3gjlci lekdr nezniCia takéto
zaznamy, pokial na to neziskaju

predchdadzajice pisomné
povolenie od spolocnosti
Medpace. Na poZiadanie

institicie o likviddciv zdznamov
bude spolo&nost Medpace
reagovat  promptne. Indtitdcia
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4.4

5.1

the exient required for regulatory,
legal, or insurance purposes, and
for no other purpose.

Subject to the reguirements of the
Confidential Information section,
following the end of the required
retention period, Institution may
retain in its possession an archival
copy of Confidential Information
that consists of any and all data,
documents or information related
to the performance of this
Agreement solely as reguired for
regulatory, legal, or insurance
purposes.

ACCESS TO RECORDS AND
AUDITS

Medpace and/or Sponsor shall
have the right to inspect progress
of the Study on the premises of
Institution at reasonable fimes
during the term of this Agreement.
Medpace and/or Sponsor  will
notify Investigator prior to any
inspection of the date and fime of

ihe inspection. The
representatives of Medpace
and/or Sponsor may review

and/or request copies of data
derived from the Study, and
Investigator shall promptly
provide such data. Institution will
notify Medpace and/or Sponsor
by telephone and subsequently in
written form, of any significant
changes. including, but not
imited to, changes in  Study
Personnel, Investigator, or physical
location, that occur during the
Study.

4.4

51

nesmie takéto dbéverné
informdcie pouiivaf na iné Ucely
ako vyhradne na Géely v rozsahu
nevyhnutnom na regulaéné,
pravne, alebo poistné Ucely.

S vyhradou poZiadaviek casfi
Doverné informdcie si mdiu
instifGcia a skusgjoci lekdr po
skonCeni poZadovangho obdaobia
uchovdvania ponechat archivnu
koépiu dévernych informdécii, ktord
pozostdva so vietkych Udgjov,
dokumentov alebo informé&cii
sUvisiacich s plnenim tejto zmluvy
a to iba v rozsahu potrebnom na
reguiaéné, pravne, ¢&i poistné
Ucely.

PRISTUP K ZAINAMOM A

Spolocnost Medpace a/alebo
zaddvaiel budd maf pravo
kontfrolovaf priebeh skiliania a to
priamo v priestoroch indtitdcie v
primeranych terminoch po dobu

platnesti tejto zmluvy. Pred
akoukolvek in3pekciou  bude
skUsajuci lekar informovat
spolocnost  Medpace a/alebo

zaddvatela o ddatume a case
inSpekcie. Lastupcovia
spoloZnosti Medpace a/alebo
zadavatela mdiu v primeranych
intervaloch  kontrolovaf  Udaje
odvodené z tohto skd3ania «
skU3ajuci  lekdr  fieto  Udaje
okamizite  poskyine. Indtitdcia
bude spolocnost Medpace
a/alebo zadévatela telefonicky
nasledne qj pisomne informevaf o
vietkych vyznamnych zmendach,

ku ktorym dodlo v priebehu
skU3anic a to okrem ineho o
rmenach persondlu  skdsania,
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5.2 Within twenty-four (24) hours affer

learning of any governmenial or

reguiatory body regulatory
inspections of which it becomes
aware relating to the Study,

Institution or Investigator shall
provide written nofification to
Medpace and Sponsor. Medpace
and Sponsor shall have the right to
be present ot any such
inspections and shall have the
opportunity 1o provide, review,
and comment on any responses
that may be required. Further,
Institution  or Investigator  will
provide in writing fo Medpace
and Sponsor copies of all
materials, correspondence,
statements, forms and records
which Institution and/or
Investigator receives or obtains
pursuant to this inspection.

6  COSTS AND PAYMENT
SCHEDULE

In  consideration of the proper
performance of the Study by the
Institution and the Investigator under the
terms of this Agreement, payment will be
made by Medpace orifs designee to the
payees ("Payees") designated on
Schedule A appended hereto and
incorporated herein by reference,
Payees will accept payment from
Medpace, or its designee, as {ull
consideration for services rendered. All
costs ouflined on Schedule A shall
remain firm for the duration of the Study,
unless otherwise agreed fo in written
amendment signed by the Instituiion,
Invesfigator, and Medpace and only if

skUSajuceho lekdra, alebo fyzicke]
lokalite skUSania.

5.2 IndtitGcia alebo  skddajuci  lekdr
musia do dvadsat ityri (24) hodin
od prijatia informdcie o)
inSpekcidch  Stainych alebo
regulacnych orgdnov, o ktorych
sa v suvislosti so  skUSanim
dozvedia, poskytnOf spoloCnosti
Medpace a zaddvatelovi
pisomné ozndmenie. Spolotnosf
Medpace a zagddvatel magjl
pravo  zucastnif sa  takychto
indpekcii a dostand prileZitosf
poskytndf, posudif a
pripomienkovai vietky
odpovede, kitoré mobiv byt
nevyhnutné. Indiitlcia  alebo
skU3ajuci  lekdr  poskytno v
pisomngj forme spolocnosti
Medpace a zaddvatelovi kdpie
vietkych materiglov,
koreipondencie, prehlaseni,
formuldrov a zdznamov, kioré
institOcia a/alebo skliaqjuci lekar
dostany alebo zaistia v sUvislosti s
fakouto inspekciou.

3 NAKLADY A ROZIVRH
PLATIEB

Ako odmena za riadne vykonanie
skU3ania institUciou a skusajucim lekdrom
podla podmienck tejto zmluvy bude
spoloCnosifou  Medpace dlebo  jej
poverenou osobou prevedend Uhrada
priiemcom {dolej len ,priemcovia
platby®), kiorf sU oznaceni v prilohe A
prilozenej k tejto zmluve a zaélenenej do
nej odkazom. Prijemcovia platby Uhradu
od spoloCnosti Medpace, alebo jegj
povereng] osoby prijimaju ako plnd
kompenzdciu za poskyinuté sluiby.
Vietky ndklady uvedené v priche A
ostany pocas frvania klinického skusania
nemenné, ak sa intitucia, skisajici lekdar
a  spoloZnost Medpace nedohodnu
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such amendment has been approved
by the Sponsor. It is understood and
agreed that no reimbursement will be
provided by Medpace or Sponsor for
subjects who are randomized into the
Study in violation of the Protocol, or who
do not conform io the Protocol's
inclusion and exclusion criteria or for
whom  serious deviations from the
Protocol are made, The budget
contained in Schedule A is inclusive of all
applicable taxes. VAT is not applicable
because the service recipient,
Medpace, Inc., is o US-based
corporation. Should any changes to VAT
low occur during the term of this
Agreement, or other tox laws reguire
withholding, the party legally responsible
will pay VAT or withholdings. Medpace,
as Sponsor's payment agent, shall make
payment to Payees under this Agreement
from funds escrowed by Sponsor.

7 TERM AND TERMINATION

7.1 This Agreement shall commence
as of the date of the last signhature
of this Agreement by the Parties
{the "“Effective Date") and, unless
terminated earlier as provided for
in this section, shall continue until

the completion of the Study.

This Agreement comes inio effect
the day after it is published in the
Ceniral Register of Agreements.

7.2 Institution and Investigator may
terminaie  this Agreement if

Medpace maierially brecaches

podpisanym piscmnym dodatkom inak
a len za predpokladuy, ze tento dodatok
bol schvdleny raddvatelom. Imluvne
strany su si vedomé a sthlasia s tym, Ze
Za subjekty, ktoré boli randomizované do
skUsania v rozpore s protokolom, alebo
nesplRajd  kritérid  protokolu  pre
zaradenie a vylG&enie, alebo ddjde vich
pripade k zdvainym odchylkam od
protokolu, nebude spoloCnosfou
Medpace ani zaddvatelom poskytnutd
Ziadna ndhrada. Rozpocei uvedeny v
priohe A zahfia vietky plainé dane.
DPH sa neuplatfivje, pretoie prijemca
sluZieb, spolo&nosi Medpace, Inc. md
sidlo v USA. V pripade, Ze pocas plainosti
tejto zmluvy déjde k nejakym zmendm v
z&kone o DPH, alebo sa budyU vyzadovaf
zréizky podla inych z&konov, DPH alebo
tieto zrdzky bude hradit strana, kiord je
za to zdkonne zodpovednd. Podla fejto
zmluvy prevedie spoloCnost Medpace,
ako platca zastupujici zaddvatelq,
priemcom Uhradu platby z viazaného
Uctu poskytovaneho zaddvaielom.

7 PLATNOST ZMLUVY A JEJ
_UKONCENIE

Tato zmluva vstupuje do platnosti
k datumu posledného podpisu
zmluvy zmluvnymi siranami {dalej
len ,ddium platnosti®) a cak
neddéjde k jej predCasnému
ukonceniu podla tejto Casti, bude
v platnosti az do dokonCenia
skUsania.

7.1

Tato zmluva nadobidda U&innost
dinom nasiedujicim po dni jej
zverejnenia v Centralnom registri
ZmiGv.

7.2 InstitUcia a skdsajlci lekar mdziu
fUio zmiuvu predcasne ukoncit v
pripade, e ju  spoloZnosi

Medpace zavainym sposchom
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7.3

7.4

this Agreement and Medpace
fails to cure the breach within
thirty (30) days affer receipt of
written notice from a pariy
specifying in detail the nature of
the breach, or at any time if
necessary 1o protect the safety
and welfare of Study subjects. The
Parties must follow the termination
reguirements listed within this
Agreement in order for the
tferminafion o be deemed valid.

Medpace may terminate this
Agreement at any time upon
giving a fthirty (30} day written
nofice fo Instifution and
Investigator. The thirty {30) day
notice pericd for Institution and
Investigator will start the nexi
business day upon confirmation of
their receipt. Medpace shall be
obligated io pay Payees solely for
those items set forth in the
Schedule A that have been
incurred prior to the date of
ferminaiion. [nstitution and
Investigator shall promptly refund
fo Medpace dall unearned
advance paymenis made by
Medpace under the Schedule A.

Upon completion or termination
of this Agreement, in no event
shall Medpace be obligated to
pay any invoices submitted after
the fime period for submiiting final
invoices set forth in Schedule A
has expired.

7.3

7.4

porudi a nezaisti ndpravu do
tridsiatich (30} dni po prijatfi
pisomného  ozndmenia  danegj
strany, v kiorom tdto strana
uvedie podrobne povahu
porusenia, pripadne kedykolvek,
ked bude ukoncenie nevyhnuiné
pre Gcely ochrany bezpednosti a
zdravia subjektov skUsania.
Imluvné strany sa musia riadif
poZiadavkami o pred¢asnom
ukonceni uvedenymi v rdmci tejto
Zmluvy, aby bolo ukonéenie
zmiuvy pre prisludnd  zmluvno
stranu povaZované za platné.

Spolo&nost Medpace médZe toto
zmluvu  kedykolvek ukonéif na
z&klade  fridsaf (30}  dhiovej
pisomnej vypovede indfitdcii «
skUsajucemu lekdrovi,
Tridsafdfiové  (30)- vypovednd
doba pre IndiitUciu a skd3ajuceho
zacina dalli  pracovny den od
pofvrdenia o jej doruceni.
Spolo¢nost  Medpace  bude
povinnd uhradit prijemcom platby
vyhradne ftie polozky, ktorée su
stanovené v prilohe A, a vznikli
pred datumom ukoncenia. Vietky

nezasliiene zdlohy, kiore
spolo¢nost Medpace  podia
pritohy A uvhradila, budy

institUciou ¢ skUsajucim lekdrom
spolotnosti Medpace prompine
vr&tené.,

Po spineni alebo ukon&eni zmiuvy
nebude spolo¢nost Medpace v
Ziadnom pripade povinnd uhradit
Ziadne fakilry predlozeng po
uplynuti obdobia na predioienie
zGvereCnych fakiGr, ako je
stanovené v prilohe A.

Clinical Trial Agreement | Version #!
MUDr. Oto Herman | 703-101 FINAL

DOCUMENT

18 September 20153 Page 15 of 37
Innocolt Pharmacevticals | INN-TOP-005

CONFIDENTIAL / DOVERNE

Pewrasn oy PIA
By PANCE




7.5

8.1

Upon completion or termination
of this Agreement, Insiitution and
Investigator shall, upon
Medpace's request, return or
destroy all documents,
information, and/or  supplies,
including, but not limited to, Study
drug(s) and related devices,
eqguipment, and any biological
samples  or  other  materials
provided by Medpdace or Sponsor
for the conduct of the Study, to
Sponsor or Medpace within thirty
{30) days. If Medpace requests
that such documents, information

or supplies be destroyed,
Instituiion or Investigator, as
applicable, agrees 1o destroy

same and provide Medpace with

written certification of such
destruction. The  Confidential
Information, Recordkeeping.

Access to Records, Term and
Termination, Intellectual Property,
Publications and Publicity,
Indemnification, and Governing
Law sections shall survive the
termination or expiration of this
Agreement.

INTELLECTUAL PROPERTY

It is agreed that none of Sponsor,
Medpace, Investigator, or
fnstitution transfers to any other by
operaticn of this Agreement any
patent right, copyright, frademark
right, or other proprietary right of
Sponsor, Medpace, Investigator,
or Institfution, except as expressly
set forth herein.

7.5

8.1

Po splneni alebo ukonCeni zmiuvy

institGcia a  skUsgjuci lekdr na
Ziadosf spoloCnosti  Medpace
vratia  spolocnosti Medpace
alebo zadavatelovi vietky

dokumenty, informdcie a/alebo
materidly, ku ktorym okrem iného
patr skO3any liek(y} a sOvisiace
zariadenia, vybavenie a vietky
biologické vzorky, &i iné mafterialy
poskyinuté spolo&nosfou
Medpace alebo zaddvaielom na
vykon skU3ania, pripadne tieto
zni¢ia a to do tridsiatich (30} dni.
Ak spoloCnost Medpace vyZiada
ni¢enie takychto dokumentov,
informdacii, & materidlu, indtitdcia,
pripadne skuiajlci lekdr sOhlasia s
ich znicenim a spolo¢nosti
Medpace o zniCeni poskytnU
pisomné  osvedéenie.  Casti
tykajoce sa ddvernych informdcii,
uchovavania zdznamov, pristupu
k  zdznamom, platnosti o
ukoncenia, duievného
vlastnictva, publikdcii a publicity,
odSkodnenia a rozhodného préva
zostavaju v platnosti o] po
uvkonceni, &i vyprsani platnosti
tejto zmiuvy.

DUSEVNE VLASTNICTVO

Imluvné strany sohlasia, Ze s
vynimkou  pripadov  vysiovne
stonovenych v tejioc  zmluve,
zaddvatel, spoloZnost Medpace,
ramci  vykonu  tejto zmluvy
neprevedy Ziadne pateniové
alebo autorské préva, préva k
ochrannym zndmkam alebo iné

vlastnicke prava zaddvaiela,
spolocnosti Medpace,
skU3ajuceho lekdra diebo

institOcie na ineho.
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8.2

8.3

8.1.1 “Invention” means any
discovery, invention,
technology, result, dataq,
material, improvement, or
idea, whether or not
patentable, resulting from
or reduced to practice as
a result of conducting the
Study, or made using the
Study Drug or Confidential
Information.

Institution or Invesiigator will notify
Sponsor, promptly and in writing,
of any Invention made by
institution, Investigator, and Study
Personnel.

Sponsor shall own all right, fitle,
and interest in and tfo any
Invention and shall have the sole
and exclusive right 1o obtain, atits
option, patent protection in the
United States and other countries
on any such Invention. If Sponsor
requests, Institution and
Investigator will execute and will
cause Siudy Personnel to execute
any application, assignment, or
instrument or to testify as Sponsor
deems necessary for Sponsor to
obtain patents or otherwise fto
protect Sponsor's interest in an
Invention. Sponsor will reasonably
compensate Institution  and/or
Investigator, as applicable, for the
fime devoted fo such aqctivities
and will reimburse Institution
and/or investigator, as
applicakle, for reasonable and
necessary expenses incurred.

8.2

8.3

8.1.1 Pojmom ,vyndlezy" sa
oznacuju vietky objavy,

vyndlezy, technoldgie,
vysledky, uddgje,
materidly, vylepsenia, ¢i
ndvrhy, Ci sU

patentovatemné alebo
nie, ktoré vznikli alebo boli
upravené pre prax ako
ddsledok vykondvania
sko3ania, pripade boli
vyivorené s vyuZzitim
skusaného  lieku dalebo
dévernych informdcii.

InstitUcia alebo  sklSajuci lekdr
budul zaddavatela okamiite
pisomne informoval o vietkych
vyndlezoch vytvorenych
intitGciou, sku3ajucim lekdrom,
alebo persondlom skusania.

Zaddvatel bude drzitelom
vietkych prdv, tfitulov a ndrokov
na vieiky vyndlezy a bude mat
ako jediny subjekt vyluéné pravo
obstarat si, podla vlastnej volby,
pre ktorykolvek takyto vyndlez
patentovl ochranu v Spojenych
§tdtoch americkych a  inych
krajindch. Na vyZiadanie
zaddvatela institOcia a skl3qjuci
lekar vyhotovia a zaistia, aby
persondl skudania vyhotovil vietky
Ziadosti, prevody, <&i ndastroje
clebo podal svedectvo, ako
zaddvatel povaivje za potrebné,
aby mohol zaddvatel ziskaf
patenty, Ci inU ochranu svojich
ndrokov na vyndlez. Zaddavatel
poskytne institdcii a/alebo
pripadne aj skGsajicemu lekdarovi
primerand kompenzdcivu za &as
venovany takymto aktivitdm o
nahradi intitdcii a/alebo pripade
skUsajucemu lekdrovi primerané a
nevyhnuiné vzniknuté vydavky.
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9

PUBLICATIONS AND
PUBLICITY

9.3

It is understood that the Study is
part of a multicenter trial, and
Institution may publish the results
of its part of the Study in
collaboration with the other
investfigators, but in complete
compliance with this section and
with the Confidential information
seciion. After the mullicenier
publication or twelve {12} months
after completion of the Study,
whichever occurs first, Institution
may itself publish the results of its
data from the Study. Instifution
and Investigator shall  provide
Sponsor and Medpace with an
advance copy of any proposed
publicaiion or oral presentation at
leasi sixiy (60) days prior to the
planned date of submission or
presentation and Sponsor shall
have sixty (60) days to review the
proposed publication for the
purposes described below.
Sponsor and Medpace may
reguest in writing, and Institution
shall agree to, {(a) the deletion of
any Confidential Information, {b)
any reasonable changes
requested by Sponsor or
Medpace, or (¢} a delay of such
proposed submission  for an
additional period, not to exceed
ninety {?0) days, in order to
protect the potential pateniability
of any technology described
therein. Sponsor, at its election,
shall be entiiled to receive in any
such publicaticn an
acknowledgement of its
sponsorship of the Study.

7.1

PUBLIKACIE A PUBLICITA

Imluvné strany sU si vedomeé, Ze

skO3anie ie sucastfou
multicentrického  skU3ania a
indtitdcia moze publikovat

vysledky svojej Casti skU3ania v
spolupraci s inymi  skosajucimi,
musi tak ale ucinif v Uplnom
sulade s touto Casfou a castou
Doverné informdcie. Po
muiticentrickom zverejneni, alebo
dvanést {12) mesiacov po
vkonceniskiiania, podla toho, &o
nastane  skdr, mdie indtitlcia
sama publikovat vysledky svojich
Udagjov zo skUlania. Institucia o

skUsajuci lekdr poskytn
zaddvatelovi a spolo¢nosti
Medpace signdinu képiu
navrhovanej publikacie., alebo

Ustnej prezentdcie a o najmenej
Sestdesiaf (60) dni pred
planovanym datumom
odovzdania ¢&i prezentdcie a na
Ocely popisané niz§ie bude mai
zadavatel Sestdesiat (60) dni na
posudenie navrhovanej
publikacie. InstitGcia sthlasi s tym,
7e zaddvatel a  spolo&nosf
Medpace mézu pisomne vyziadaf

(a) odsirdnenie niektorych
ddévernych informdci, {b)
akékolvek  primerané  zmeny
poZadované zaddvatelom, i
spoloCnostou  Medpace, alebo
(c) odlozenie takéhoto
navrhovaneého odovzdania za
UCelom ochrany moznej
patentovateosti % nich

popisanych technoldgii o io po
dodato&nom obdobi devifdesiat
(?0) dni. Zadavatel je podla svojgj
volby opravneny vyZiadat, aby
jeho sponzorstvo skdsania bolo
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9.2

2.3

Neither party shall use the other
parfy’s name, nor issue any public
statement about this Agreement,
or publish any information albout
the Study, without the prior writien
permission of the other party
except as required by law. Such
prior permission shall not be
unredasonably withheld. The
Parties agree that in order for
Institution to satisfy its reporting
obligations, it may identify
Medpace or Sponsor and the
amount of funding received from
Medpace for the Study, but will
not include in such report any
information which identifies the
name of the Study Drug or the
therapeutic areas of the Study.

Notwithstanding the foregoing,
nothing  contained in  this
Agreement shall prevent the
Study from being registered with
www . clinicaltrials.gov, or any
equivalent registry, including all

information required by the
Uniform Requiremenis for
Manuscripfts Submitted to
Biomedical Joumnals of the

International Committee of
Medical Journal Editors in effect
as of the date of initiation of the
Study (see www.icmie.org).

9.2

9.3

spomenuié vo vietkych takychio
publik&ciach.

Ziadna zo strdn nebude bez
predchddzajécehe  pisomného
povoelenia druhej strany pouzivat
meno druhej strany, vyddvaf
akékolvek verejné prehldsenia o
tejto  zmluve, ani zverejiovaf
ckekolvek informdacie o fomio
skusani, okrem pripadov, ked to
bude vyiadovaf zdkon. Takéto
vopred poskytnuté suhlasy nesmd
byi z neprimeranych ddévodov
odoprené. Iimluvné strany
sUhlasia, Ze za UcCelom spinenia
svojich ohlasovacich povinnosti
mdze  insfiticia  vo  svojich
higseniach oznacit spolo&nosf
Medpace, alebo zaddvatela o

uviesf Ciastku finan&nych
prostriedkov prijatych od
spolocnosti Medpace pre
potfrebny skU3ania, ale tieto
hldsenia nesmU zahfiat Ziadne
informdécie,  ktoré  identifikujl
ndzov skusaného lieku alebo

terapeutickl oblast skdsania.

Bez ohladu na vysie uvedené
skuto€nosti nebude Ziadna z Casti
obsahu tejto zmluvy brdnif v
registracii - skisania na  portdli
www.clinicalfrials.gov ani v inom
podobnom registri, vratane
vietkych informacif
vyzadovanych jednotnymi
poZiadavkami  Medzindrodného
vyboru §éfredaktorov lekdrskych
Casopisov na prispevky urCené

pre zverejnenie %
biomedicinskych Casopisoch
platnych v den  zahdjenia

skUsania {pozri www.icmje.org).
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10 NOTICES

Any notice required or permitied under
this Agreement shall be in writing and
shall be deemed made and given three
{3) days after sending, if mailed by
registered or certified mail, postage
prepaid, return receipt requested, or
one (1) day after sending, if seni by
express courier service or
facsimile/electronic  transmission. In
addition, the Institution and Investigator
will communicaie to Medpace in writing
(email is considered a writing for the
purposes of this section), any changes to
the Institution's and Investigator's
respecfive payee name, payee address,
tax idenfification number, corporate
address, or corporate name, as
applicable. Any such notification shall
originate from an Institution official
and/or Investigator, as applicable,
having the same authority as the
Institution official and/or Investigator, as
applicakle, who signs this Agreement on
behalf of the Institution. All notices must
be addressed o the contfact set forth
below:

10 OINAMENIA

Vietky ozndamenia vyiadované alebo
dovolené podla iejto zmluvy musia byf v
pisomnej forme a budy povaiované za
vykonané alebo dorucene tri (3) dni po
odoslant, ak budu odoslané
doporucene dlebo regisirovanou poitou
a to bud so zaplatenym sp&tnym
postovnym alebo doru¢enkou, pripadne
jeden (1) den po odoslani, ak budu
odoslané expresnou kurierskou sluzbou,
¢l faxom/elekironickymi  prenosom.
Indiitbcia a skdSajuci lekdr budy tieZ
pisomne {e-mailova sprava iba pre UCely
tejto Casti povazovand za pisomny
formu) informovaft spoloénost Medpace
o vietkych zmendch mena prijemcu
platby na strane institOcie, respektive
skusajiceho lekdra, pripadne ich adries,
DIC, firemnych adries, & ndzvov
spolocnosti.  Vietky tieto ozndmenia
budU vytvorené predstavitelom institdcie
a/alebo pripadne skisajiocim lekarom,
ktory ma rovnaké prdvomoci ako
predstavitel institGcie a/alebo pripadne
skU3ajuci lekdr, ktory v mene institdcie
tato zmluvu podpisuje. Vietky
ozndmenia musia byl adresované
kontakinym osobdm uvedenym nizie:
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IF TO Medpace, Inc.

MEDPACE: Attention General Counsel
5375 Medpace Way
Cincinnati, OH 45227

1IE TO

INSTITUTION:  EAKULTNA NEMOCNICA TRENCIN
MUDR. OTO HERMAN
LEGIONARSKA 28
911 71 TRENCIN
SLOVAK REPUBLIC

IF TO James Tursi, MD

SPONSOR: Chief Medical officer

3813 W Chester Pike
Newton Square, PA 19073
USA
jlursi@innocollinc.com

11 ELECTRONIC SIGNATURES

elecironic communication and
elecironic signatures being equal to
signatures inked on paper. Institution
and Invesfigator acknowledge and
agree that electronic communication is
an acceptable method of
commuhicating information from
Medpace to Institution and Investigator
without having to communicate the
same  subject matter on  paper.
Therefore, any communication and
subsequent electronic signature that has
been sent or signed in the past, present,
or future between the Parties will hold
the same force and effect as a
document sighed and inked on paper.
Electronic signature includes without
limitation a scanned copy of a signaiure,
a typed signaiure, or the click of a
mouse on an "l agree" icon or button.

Institution and Investigator consent to

PRE OZNAMENIE
SPOLOCNOSTI
MEDPACE:

Medpace, Inc.

Attention General Counsel
5375 Medpace Way
Cincinnati, OH 45227

FAKULTNA NEMOCNICA
TRENCIN

MUDR. OTO HERMAN
LEGIONARSKA 28

911 71 TRENCIN
SLOVENSKA REPUBLIKA

PRE OZNAMENIE
INSTITOCI:

PRE OZNAMENIE
ZADAVATELOVI:

James Tussi, MD

Chief Medical officer
3813 W Chesier Pike
Newton Square, PA 19073
USA
[tursi@innocoliinc.com

11 ELEKTRONICKE PODPISY

in3titGcia a skdsajuci lekar sUhlasia s tym,
e elekironickd komunikdcia a
elektronické podpisy maju rovnaky
platnosf ako viastnoruéné podpisy na
dokumentoch v tla¢enej podobe.
Indtitdcia a skd3ajuci lekar berd na
vedomie a sUhlasia s tym, Ze elektronick&
komunikdcia je prijatelnym spdsobom,
ktorym méze spoloénost Medpace
zdielat informdcie indtitdcii a
skUsajucemu lekérovi bez toho, aby bolo
potrebné o rovnakom obsahu
informovat v ilacene] podobe. Vietky
ozndmenia a ndsledny elektronicky
podpis, ku ktorym medzi zmluvnymi
stranami dodlo v minulosti, dochddza v
su¢asnosti, alebo dbéjde v buddcnosti,
budl maf rovnakl platnost a O&innosf
ako dokumenty viastnoruCne podpisané
v tlagenej podobe. Elektronicky podpis
okrem iného zahfa naskenovanu kopiu
podpisu, podpis sirojopisom, alebo
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All  communications that Medpace
provides to Institution and Investigator in
electronic form will be provided either:
(1) via e-mail by requesting you
download a PDF or DOC file containing
the communication; or (2) in the case of
the License Agreement, will be provided
immediately prior to the log-in screen for
ClinTrak. institution and Investigator can
obidin o paper copy of an electronic
communication by printing it itself or by
requesting thai Medpace mail a paper
copy, provided that such request is
made within a reasonable fime after
Medpace first provided the electronic
communication.

12 INDEMNIFICATION AND
INSURANCE

12.1
Investigator harmless from any
claims made against Instituiion
and/or Investigator by or on
behalf of the Study subjects in
conneciion with the damage
(including death] arising from
Siudy Drug administration or from
performing any intervention or
investigational procedure arising
from the Protocol, to which the
Study subject would not have
been exposed had he/she not
participated in the Study.

12.2  Notwithsianding the foregoing,
Sponsor shall have no
indemnification  obligation  or

liability in relation to any claim or

Sponsor shall hold Instituiion and

poziadavku kliknutia mySou na ikonu

alebo tlacidlo  ,SUhlasim®. V3etky
ozndmenia  poskytnuié  spolo¢&nosfou
Medpace insfituci a  skd3ajucemu

lekdrovi v elektronicke] podobe buduy
poskytované jednym z nasledujlcich
spdsobov: (1) prostrednicivom e-
mailovej spravy so Ziadosfou o stiahnuiie
sUboru vo formdate PDF alebo DOC, kiory

obsahuje ozndmenie, alebo (2} v
pripade licenénej zmluvy budy
poskytnuté bezprostredne pred
prinlasovacou  obrazovkou  aplikacie

ClinTrak. In§iitGcia a skiiajici lekéar majd
moznost ziskat elektronickd komunikaciu
v fla¢enej podobe tak, ze si ju vytlacia,
pripadne poZiadajl spolocnosti
Medpace o zaslanie postou a to zd
predpokiadu, Ze k takejto poiiadavke
ddjde v primerane] dobe po prvom
odoslani  elektronicke]  komunikécie
spoloCnosti Medpace.

12 (QD§KODNENIEH}§ POISTENIE

Zaddvatel ochrani indtituciu a
skUiajUceho lekdra pred vietkymi
ndrokmi vznesenymi proti insfifocii
a/alebo skisgjucemu lekdrovi zo
strany subjektov skUsania,
pripadne v ich zastdpeni, a to v
suvislosti s akoukolvek ujmou
(vr&dtane smrii), ku ktorej dojde
nasledkom podania skisaného
lieku, &i vykonania zdsahu, alebo
z protokoly vyplyvajuceho
vyskumného Ukonu, kiory by
subjekt skUsania nemusel
absolvovaf, keby sa 3tudie
nezu&asinil.

12.1

12.2 Bez ohladu na vyiiie uvedene
skutoénosti, zaddvate! nebude
vigzany  Ziadnou  povinnosfou
glebo prdvnym zavézkom za
odikodnenie v sUvislosii s ndrokmi
alebo ujmami, ktoré vyplyvajo z
nasledujdcich skutoZnosti:
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12.3

damage to the extent resulting
from any of the following:

1221 The failure of Investigator
and/or the Study
Personnel o adhere to
the Protocol or the written
recommendations and
instructions of the Sponsor
concerning the
administration  of  the

Study Drug.

1222 The failure of the Study
Personne! to comply with
the terms of this

Agreement.

The negligent act or
omission or willful
misconduct or other tort
of Investigator and/or the
Study Personnel.

12.2.3

indemnification
obligation shall be subject to
Sponsor's right o confrol the
defense and settlement of any
claims or damages. Institution
and Investigaior shall have the
right to obtain separate legal
counsel af its own expense if it so
chooses. Sponsor  shall  not
unreasonably withhold consent
for setttement, and Institution and
Investigator  shall  reasonably
cooperate in the defense of any
claims or damages and provide
prompt notice without any undue
delay to Sponsor of any claims or

Sponsor's

damages for which
indemnification is sought.
Institution, Investigator, and

Sponsor shall not enter into any
setttement or compromise that
admits fault or liability on ihe part
of the other, without ihe prior

12.3

1221 SkOsgjuci lekdr a/alebo
persondl skUsania
nedodrziavajé  protokol,
alebo pisomné
doporuCenia a pokyny
poskytnuté zaddvatelom
vo vzfahu k poddvaniu
skusaneho lieku,

12.22  persondl skUsania
nedodriuie  podmienky
tejto zmluvy,

1223  skU3qjuci lekdr a/alebo
persondl  skU3ania  sa
dopustia nedbanlivosti

alebo opomenutia, alebo
umyselného zlého
konania alebo priestupku.

laddavateiova povinnost
odikodnenia je podmienend jeho
pravom na vedenie obhdgjoby a
vyrovnanie vietkych ndrokov a
$kod. Ak sa tak rozhodne, budd
maf institGcia a skdSajuci lekdr
pravo zaistit si na viastné ndklady
samostainé prdvne zastUpenie.
Laddavatel nebude z
neprimeranych ddvodov
odopieraf sUhlas s vyrovnanim a
institocia a skUsajuci lekdr budl v
primeranej miere spolupracovat
na  obhgjobe pri vietkym
ndrokoch, ¢i 3koddach a budl ©
vietkych ndarokoch a skoddch, za
ktoré sa poizaduje odikodnenie,
zaddvatela okamiite a bez
zbytoéného odkladu informovai.
Indtit0cia,  skUSgjuci  lekdr «a
zaddvatel nepristUpia na Ziadne
vyrovnanie alebo kompromis, v
radmci ktorého by pripustili chybu
alebo pravnu  zodpovednost
druhej strany bez
predchddzajlceho  pisomného
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12.4

12.5

written consent of the other,
which shall nhot be unreasonably
withheld or delayed.

Medpace and Sponsor shall not
be liable for incidental, special,
indirect or consequential
damages to persons or property
including but not limited to the
right to be paid for loss of time, loss
of services, loss of production, lost
profits, fost business, lost savings or
other economic or business loss or
claims of any kind whatsoever,
arising out of or as a consequence
oi the services performed or
otherwise under this Agreement,
even if advised of the possibility of
such damages.

Sponsor represents it has taken
out third party liability insurance
for the Investigator, the Siudy
Personnel and for iiself against
damage incurred in connection
with the conduct of the Siudy
concerned, in accordance with
applicable taw, which insurance
shall in particular cover any Study
subject's freatment costs relating
fo any hedalth injury caused to the
Study subject in connection with
his/her participation in the Study.
Sponsor  will maintain  said
insurance for the duration of the
Study and for any applicable {ime
pericd after Study conclusion if
required by applicable law.

12.4

12.5

sUNasu  druhej  strany,  ktord
poskyinutie fohto suhlasu nebude
bez primeranych dévodov
odopieraf alebo odkladat,

Spolo¢nost Medpace a zaddvatel
nebudl pravne zodpovedni za
ndhodné, zvlditne, nepriame ani
ndsledné skody vzniknuié na
osobdch «dlebo majetku, ku
ktorym okrem iného patri prévo
na Ghradu strateného &asu, straty
sluZieb, sfraty vyroby, usly zisk,
stratené obchodné prilefitosti a
Uspory alebo iné ekonomické a
obchodné straty, alebo ndroky
akéhokolvek druhu vyplyvajiuce
alebo  vznikgjuce  ndsledkom
vykondvania sluZzieb alebo inym
spbscbom podla tejto zmluvy a to
aj v pripade, Ze budld o moZnosti
vzniku takychto 3kdd informovani.

Iaddvatel prehlasuje., Ze pre
seba, skoU3qjuceho lekdra «
persondl skdiania uzavrel

poistenie zodpovednosti za Skodu
vzniknuty v suvislosti 5
vykondvanim daného skl3ania v
sUlade s prisludnymi  zdkonmi,
pricom takého poistenie bude kryt
hlavhe ndklady na liecbu
subjektov skU3ania, ktord suvisi s
akoukolvek ujmou na zdravi
spdsobenou subjektom skUiania v
sUvislosti s ich UCasfou v skdsani.
Zaddavatel bude udrziavaf
spominané poistenie v plainosti
po dobu frvania zmluvy a ak sa to
poZaduje prislusnymi zdkonmi aj v

priebehu prisiluiného  obdobia
nasledujiceho po  dokoncéeni
skUsania.
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13 ENTIRE AGREEMENT, WAIVER

This Agreement represents the entire
understanding of the Parties and
supersedes all  prior negoftiations,
understandings or agreements (oral or
writien) between the Parties concerning
the subject matter hereof. In the event of
any  inconsistency  between  ihis
Agreement and the Protocoi, the terms
of this Agreement shall govern. If a
provision of ihis Agreement is or
becomes {i} ilegal under any applicable
law or regulation, (i) invalid or ({iii)
ofherwise unenforceable, such illegality,
invalidity or unenforceability shall not
affect the vdlidity or enforceability of
any other term or provision of this
Agreement. All waivers of the terms of
this Agreement shall be in writing. Failure
to insist upon compliance with any of the
terms and conditions of this Agreement
shall not constitute a general waiver or
relinquishment of any such terms or
condiiions, but the same shall remain at
all fimes in full force and efieci.

14 ANTI-BRIBERY/ANTI-

CORRUPTION

USTANOVENIE O UPLNOSTI
ZMLUVY A VIDAN{ SA PRAV

Tato zmluva predstavuje Uplnd dohodu
zmluvnych strdn a nahradzuje vietky
predchdédzajice jednania, dochody
alebo zmluvy (Usine alebo pisomné)
medzi zmluvnymi stranami tykajuce sa
predmetu  tejto zmluvy. V pripade
akychkolvek nezrovnalosti alebo
rozporov v ramci tejto zmluvy a protokolu
rozhoduju podmienky tejto zmluvy. Ak
niektoré ustanovenie tejto zmiuvy je,
alebo sa stane (i) ilegdlnym podia
ktoréhokolvek platneho zdkona, alebo
predpisu, (i) neplainym, alebo (i) inak
nevymdhatelnym, potom té&to ilegalita,
neplatnost  alebo  nevymdhatenost
nebude mat vplyv na platnost alebo
vymahatelnost ktorejkolvek inej
podmienky alebo ustanovenia tejto
zmluvy. Vietky vzdania sa prév podlia
podmienok tejto zmluvy budd pisomné.
Ak sa niektord strana nebude riadit
zmluvnymi podmienkami iejto zmluvy,
nebude sa to povazovaf za vieobecné
Zrieknutie sQ tychio zmiuvnych
podmienok, tie naopak zostdvaju vidy
platné a 0&¢inné.

13

14 USTANOVENIA PROTI

UPLATKOM A KORUPCII

In carrying out its responsibilities under
this Agreement, neither Parly nor it nor
any of iis respeciive representatives will
pay, offer or promise to pay, or authorize
the payment of, any money, or give or
promise to give, or authorize the giving
of, any services or anything else of value,
either directly or through a third party, fo
any official or employee of any
governmental authority or
instrumentality, or of a public
international organization, or of any
agency or subdivision thereof corruptly

Pri plneni svojich povinnosti podla tejto
zmiuvy Ziadna zo stran, ani Zadny z ich
zastupcov nezaplati, neponukne, ani
neslibi, Ze zaplall, ani nepovoli
zaplatenie akeikolvek penaine] Ciasiky,
ani neposkytne alebo neslibi, ze
poskytne, ani  nepovoli poskytnutie
akejkolvek  sluiby alebo  nieCoho
hodnotného «a to ani priamo, ani
prostrednictvom tretej strany, Ziadnemu
zéstupcovi alebo zamestnancovi
akéhokolvek organu 3tatnej spravy
alebo vykonného orgdanu, alebo vergjnej
medzindrodne]  organizécie, alebo
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for the purpose of improperly (i)
influencing any act or decision of that
person in his official capacity, including
a decision to fail fo perform his functions
with such governmental agency or
instrumentality or such puplic
internatficnal  organization or  such
political party, (i} inducing such person
fo wse his influence with such
governmental agency or instrumeniality
or such public international organization
or such polifical party o affect or
influence any act or decision thereof or
(i) securing any improper advantage;
provided however, the foregoing
representation shall not apply o any
facilitating or expediting payment o a
foreign official, political party, or party
official, the purpose of which is 1o
expediie or to secure the performance
of a routine governmental action by «
foreign official, polifical party, or party
official.

15 ASSIGNMENT AND

DELEGATION

This Agreement, and dll rights, duties and
obligations hereunder, may nof be
assigned or delegated by Institution or
investigator without the prior express
written consent of Medpace. Any
aitempt made by Insfitution  or
Investigator to assign or delegate this
Agreement in violation of ihis section
shall be of no force or effect. Institution
and Invesfigator acknowledge that
Medpace shall have the right to assign
or delegate this Agreement or any
portion thereof without the consent of
Institution.

akémukolvek  Oradu, alebo jeho-
oddeleniu za U&elom Uplatku a
nemiestneho (i} ovplyvnenia konania
alebo rozhodovania takejto osoby v jej
uradnej funkcii, vratane rozhodnutia, ze
bude chybne vykondvaf svoju funkciu
pre tento viddny drad alebo vykonny
orgdn alebo verejnd medzindrodnl
organizdciu alebo politicky siranu, [ii)
ovplyvnenia, Ze taio osoba vyuZie svoj
vplyv  vo vlddnom Urade, dalebo
vykonnom orgdne, dlebo vo vergjnegj
medzindrodne] organizécii,. calebo v
politicke] strane na ovplyvnenie ich
konania alebo rozhodovania, alebo {iii)
zaistenie akejkolvek nepatri¢nej vyhody,
aviak za predpokladu, Ze vysiie
uvedené prehidsenie sa nevziahuje na
ulah&enie alebo urychlenie platby
zahranicnému  zdstupcovi,  politicke]
strane alebo zdstupcovi zmluvnej strany,
ktorych Ocelom je urychlif alebo zaistit

vykondvanie beinej viddne] agendy
zahraniénymi  zastupcom,  politickou
stranou  alebo  zdstupcom  zmiluvnegj
strany.

15 POSTUPENIE A

DELEGOVANIE

Téato zmluva a vietky prava, povinnosti
z&vazky, ktoré z nej vyplyvaju nesmu byt
indtifOciou  ani  skd3ajucim  lekarom
postupené ani  delegované bez
predchddzajuceho vyslovného
pisomného sUhlasu spolo€nosti
Medpace. Akykolvek pokus institGcie
alebo skGiajuceho lekdra postUpif alebo
delegovaf futo zmluvu v rozpore s touto
casfou nebude platné ani GCinné.
Institdcia a skUSqjuci lekdr berd na
vedomie, Ze spolotnosf Medpace je
opravnend postipit adlebo delegovat
tUto zmluvu alebo ktorUkolvek jej cast
bez sUhlasu indtitucie.
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16 INDEPENDENT CONTRACTOR

The relationship of the Parfies is that of
independent confractors, and no
employment or agency relationship shall
be construed fo exist between the
Parties. Neither Medpace nor Sponsor
shall be responsible for any employee
benefits, pensions, workers'
compensation, withholding or
employment-related taxes relating to
Institution, Investigator or Study
Personnel.

17 CHANGES TO THE
PROTOCOL

The Protocol may be amended only at

the direction of Sponsor, subject to
subsequent approval of the Ethics
Committee and any applicable
regulatory authorities. No financial

adjustments shall be made because of
such modifications unless the Parties
hereto amend this Agreement
accordingly.

18 GOVERNING LAW AND
CONTROLLING LANGUAGE

This Agreement shall be governed by
and construed in accordance with the
laws of the Slovak Repubilic. In the event
of a conflict between the Slovak and
English language versions, then the
Slovak version shall control.

19 COUNTERPARTS

This Agreement, and any subsequent
amendment(s), may be executed in
counterparts and the counterparts,
together, shall constitute a single

16 NEZAVISLY DODAVATEL

Vziah zmluvnych stran je vzfahom
nezavislych zmluvnych partnerov a
nebude sa vykladat ako akykolvek
zamestnanecky alebo  zastupitelsky
vztah  medzi  zmluvnymi  stranami.
SpolocCnost Medpace ani zaddavatel
neponesU zodpovednosf za akékolvek
zamestnanecké vyhody, dbchodky,
odmeny pracovnikov, zrdzky z platu,
alebo zamestnanecké dane tykajuce sa
instifucie, skusajlceho lekdara alebo
persondlu skusania.

17 IMENY PROTOKOLU

Protokol mdie byt doplneny iba
nariadenim zaddvatela a  zmena
podlieha ndslednému schvdleniu etickej
komisie a vietkych prisluinych
regulacnych orgdnov. Finan&né
podmienky sa z dévodu takychto Uprav
menit nebudy, ak zmluvné strany tito
zmluvu prislusnym spdsobom nedoplnia.

18 ROZHODNE PRAVO A JAZIYK

Tato zmluva sa bude riadit a vykladaf v
sUlade s pravnymi predpismi Slovenskej
republiky. V pripade rozporu medzi
slovenskou a anglickou jozykovou
verziou rozhoduje slovenskd verzia.

19 VYHOTOVENIE

Tato zmluva a vietky jej ndsledné
dodatky moéiu byt vyhotovené v
exemplaroch a tieto  exempldre

spolocne fvoria jediny zmluvu a stanu sa
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agreement and shall become binding
when any one or more counferparts
hereof, individually or taken together,
bears the signature of each of the Parties
hereto. A facsimile or PDF electronic
submission of this Agreement or any
subseguent amendment(s) signed by a
Party's duly authorized representative
shall be legal and binding on all Parties.

20 SPONSOR AS THIRD-PARTY

BENEFICIARY

The Parties to this Agreement recognize
and agree that Sponsor fakes the benefit
of this Agreement as a fthird-party
beneficiary and agree that Sponsor may
enforce such rights either directly itself or
indirectly through Medpace.

IN WITNESS WHEREOF, the Parties hereto
have executed this Agreement in three
counterparts by proper persons
thereunto duly authorized.

zavéznymi v momente, ked bude
ktorykolvek alebo viac tychto
exempldrov tejto zmluvy, jednotlivo

alebo spolo¢ne, podpisany kazidou zo
zmluvnych strdn. Odoslanie tejto zmluvy
alebo vietkych iej dodatkov
podpisanych riadne oprdvnenym
z&stupcom zmluvnej strany faxom alebo
elektronickym podpisom vo formdate PDF
bude legdlne a pre vietky zmluvné
strany zavdazne.

ZADAVATEL AKO
OPRAVNENA TRETIA STRANA

Imluvné strany uzndvaju a sohlasia, ze
zaddavatelovi prindleZi prospech z tejto
zmluvy ako oprdvnenegj trete] sirane a
sUhlasi, Ze zaddvatel je oprdavneny
vymdhat tieto prava sédm priamo, alebo
nepriamo prostrednictivom spolo€nosfi
Medpace.

NA DOKAZ TOHO zmluvné strany tejto
zmluvy prostrednictvom riadne
opravnenych oséb a v troch
exempldroch fUto zmluvu podpisali.

20

Medpace, Inc.

By (signature)/ Podpisal (podpis)

MUDr. Jifi Stanek
Name (print or type)/ Meno (strojopisom alebo palickovym pismom)

Clinical Trial Manager / Manazér klinického hodnotenia

Date / Datum
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Institution/ In8i
1

By (signature)VPodpisa! (bodpis)
MUDr. Stanislav Pastva
Name (print or type)/ Meno (strojopisom alebo pali¢kovym pismom)

Director / riaditel

B S (5 o PR

Date / Datum

Investigator/Skusajuci lekar

By (signature)/ Podpisal (podpis)

MUDr. Oto Herman
Name (print or type)/ Meno (strojopisom alebo palickovym pismom)

Investigator / skisajtici lekar

o,

Date / Datum
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SCHEDULE A

INNOCOLL
PROTOCOL ID: INN-TOP-005

MUDR. OTO HERMAN

SITE: 703-101
SCHEDULE A VERSION DATE: 10-AUG-2015
SCHEDULE A VERSION: VERSION #2

COUNTRY: SLOVAKIA

HARMONOGRAM A

INNOCOLL
ID PROTOKOLU: INN-TOP-005

MUDR. OTO HERMAN

PRACOVISKO: 703-101

DATUM VERIIE HARMONOGRAMU A: 10
AUGUSTA 2015

VERZIA HARMONOGRAMU A: VERIIA C. 2

KRAJINA: SLOVENSKO
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SCHEDULE A

STUDY BUDGET

Medpace, as Sponsar's payment agent, shall make
payment to the Institution and Investigator specified
in the Information Table 5 and 6 below ("Payees”)
under this Agreement from funds escrowed by
Sponsor for services provided according to fthe
paymeni schedule below. All fees listed include:
overhead, taxes, and patieni stipend, as
applicable. VAT is not applicable because
Medpace, Inc. is a US-based corporation. Should
any changes to VAT law occur during the term of
this Agreement, the party legally responsible shall
be liable for VAT. Paymenis are based on electronic
case report forms {"eCRFs”}, laboratory data, IVRS
data or other specific data source. All amounts
shown herein are calculated in EURQ.

Al

Medpace and Sponsor undertake that they will not
enter into any separate agreement with the
Investigator concerning compensaiion for the
clinical study mentioned in this Agreement. In case
Medpace or Sponsor breach this duty, it will be
considered material breach of this Agreement,

€4,925

An ‘“evaluable subject” is one who has been
enrolied {randomized o freatment} and in whom all
the applicable terms and conditions of the Protocol
and this Agreement have been safisfied.
Randomization occurs at Visit 1.

A1.1  Fee for Each Evaluable Subject

HARMONOGRAM A

A1 ROZPOCETSKUSANIA

Spoloctnost Medpace ako platobny zdstupca
zaddavatela vykond platbu —Institdcii a skdsajucemu
lekdrovi - uvedend v informacnej tabulke S a 6
nizSie - {dalegj len ,prijemcovia platby") na zdkiade
fejto zmluvy z finan&nych prostriedkov blokovanych
zaddvatelom za sluzby poskytnuté na zdklade
harmonogramu platieb uvedeneho niZbie. Vietky
poplatky uvedené v zozname zahfhajld: mzdové
naklady, dane a ndhrady pacientovi, podla
potreby. Z DPH sU fieto poplatky vyliZené, pretoze
spoloénosf Medpace, Inc. je spoloCnost so sidlom
v USA. Ak ddjde k akymkolvek zmendm v pravnych
predpisoch o DPH pocas platnosti tejfo zmiuvy,
zmluvnd  sfrana, ktord mdé  zdkonnd  dafiovl
povinnosf, zaplati DPH. Platby sU zalozené na
elektronickych formuldroch Z&GZnamov
o pacientoch (dale] len ,,eCRF"), laboratérych
Uddgjoch, Oddjoch zo sysiému IVRS alebo inych
§pecifickych zdrojoch ¢dajov. Vietky sumy, ktoré sU
tu zobrazené, sU vypoditané v EUR.

Spolo¢nost Medpace a zaddvatel sa zavazujl, Ze
so  skd8ajucim  lekdrom  neuzatvorio  Ziadnu
samostatnd zmluvu, predmetom ktorej by bola
akdkolvek odmena za klinické skOanie uvedené v
fejto zmluvy. V pripade, Ze spolocnost Medpace
alebo zaddvatel porusi tGto svoju povinnost, bude
sa uvedené povaZoval za podsiatne poruienie
fejto zmluvy.

a1l Poplatok za kaZdého vyhodnotiteiného

pacienta 4925 EUR

Vyhodnotitelny pacient je taky, kiory bol zaradeny
(randomizovany do lie€by} a u ktorého boli spinené
vietky platné podmienky proickolu a tejto zmiuvy.,
Randomizdcia sa vykondva pri 1. ndviteve.
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Al1.2 Tofal Subject Budget (Estimated) €29,550

The fotal subject budget is based on é subjects
expected to be randomized ot site.

A2 SETUP FEES & VISIT PAYMENTS -
A2.1 Selup Fees

Table 1 -SetupFees e

FEES CUNSTITUTION

Admlmsiroiwe
Fee

E

1€1,300

! e
Phormacy Fee E€3(}O

Payment will be made within forty-five (45) days of:

Sponsor declaring Institution to be ready for
Study Inifiation;

IRB/EC approval; and

Medpace's receipt of the fully executed
Agreement.

A2.2  Ongoing Payments

Paymenis for Study subject visits, as set forth in Table
below, will be paid on a quarterly basis for the
actual number of Study subjects for whom eCRFs
have been completed less ten per cent {10%) of
each quarterly payment, which will be withheld until
and paid with the fingl payment. Quarterly
payments will be made within forty-five (45) days
after the end of each quarter. The quarterly
schedule may be offset from the calendar quarter.

Celkovy  rozpocet
(odhadovany)

Al1.2 na pacientov

29 550 EUR

Celkovy rozpocet je zaloZeny na é pacienioch, ktori
maju byt randomizovani na pracovisku.

A2  POPLATKY ZA ZACATIE A PLATBY ZA
_ NAVSEVY
A2.1 - Poplatky za zacdtie

Tabulka | - Poplatky zazadatle

EP_OPLATKY : IN;TITUC[A |
R o UR—
?Adminésirch‘vny poplotok 1 300 EUR E
Poplqtok pre Iekcrnu 300 EUR ;

Platha sa vykoncl do s’ryrldsm’nch pthCh (45} dni od:

vyhlasenia  institucie zaddavatelom  za
pripravenu na zacatie klinického skdsania;

sUhlasu institucionalnej
komisie/elickej komisie a

hodnotiacej

prijatia riadne
spolocnosfou Medpace.

podpisanej zmiuvy

A2.2 Priebeiné platby

Platby za ndvitevy pacientov v rdmci skd3ania
uvedené v nasledujice] tabulke budd vyplacane
StvrifroCne za skutolny pocet pacientov, pri ktorych
boli vyplnené zdznamy eCRF, po odpocitani
desiatich percent (10 %} z kazdej stvrfrodnej platby,
ktoré budyl odpocitane a vyplatene gz s konecnou
plaibou. Stvriro&né platby sa budy vykondvat do
$tyridsiatich piatich {45) dni po skonceni $tvriroka.
Stvrfro&ny harmonogram sa mdZze vyrovnal na
z&klade kalenddarneho stvriroka.
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Table 2 - Fees for Compleied Clinical Visits for Randomized Subjects

VISIT INSTITUTION ;INVESTIGATCOR
Screen/Day | €28350 1€4661.50
Treatment 2/Day 8 €20850 1€486.50
Treatment 3/Day i5 €20850 €486.50
Treatment 4/Day 22 €20850 1€486.50
Treatment 5/Day 29 €19500 K 45500

Follow up 1 (Test of Cure Visif] 1€ 14400 1€ 334.00

Follow up 2 €7650  [€178.50
Follow up 3 €76.50 €178.50

Follow up 4 €746.50 €178.50

TOTAL PER PATIENT €1477.50 €3,447.50
Total number of patients é b

TOTAL FOR ALL PATIENTS €8,865.00 |€20,685,00
A2.3  Screen Failures

Table3-Screenfalres o o
VISIT OF FAILURE 1Nsmunon [INVESTIGATOR E
Visit Screen/Day | €212.70 €496.30

Payment for 5 screen failures will be made for screen
failures for whom Medpace has received all
appropriate documentation of procedures/visits
completed with the nexi scheduled payment owed
to the Institution and Investigator. Eligible screen
fallure payment will be based on the order (by date)
of when the subject is consented.

A2.4  Final Payment

Final payment for all services performed under this
Agreement will be paid to Instittion and
Investigator by Medpuace after:

Final resolution of all gueries;
Upon final acceptance of all eCRFs;

The receipt and approval of any outstanding
regulatory documents as required by Sponsor;

za dokon&ené Stevy pre randomizovanych pacieatov

knnmgll. deft

BIS0EUR 1661, 50EUR
Oleterie ¢, 218, den BIDEUR |4BES0EUR
Olehenie ¢, 315, defi 0B.0EUR 486,50 EUR
QOlehenie €. 4/22. defi B30 EUR 484,50 EUR
QOlelrenie €. 5/29. def 19500 EUR 495,06 EUR
Nésledné sledovaiia &, 1 {Konhola Gspefnosh echy) | 14400 EUR 336,06 EUR
Nasledng sledovanie €, 2 T630ER 178,53 EUR
Nisledng sledovonie .3 I0ER  (17650ER
Nesledné sledovonie €. 4 160ER 17850 EUR
SPOLU TA PACIENTA 1477 50 EUR 13 447,50 EUR
Celkovy pocet pacientov 6 § ]
SPOLU 24 VSETKYCH PACIENTOV |8 85,00 EUR 120 85,00 EUR

A2.3  IZlyhanie skriningu

Taburkch Neuspesne vysledky skrtnmgu o )

: INSTITGC) §SKUSAJuc J

NEGSPESNA NAVSTEVA (A L ;
_ S | i

Skriningova 212,70 EU 496,30 l

naviteva/l. den iR EUR

Platba za 5 neUspeinych skriningov bude vykonand
za neUspeiné skriningy, za kioré spolo¢nost
Medpace dostala vietku primerany dokumentdciu
z postupov/ndavitev vykonanych s nasledujucou
napldnovanou platbou, ktord ma byt zaplatend
In3titucii o skd3ajocemu  lekdrovi. Platba  za
opravneny nedspesny skrining bude zaloZend na
poradi (podla dd&tumu), kedy bol pacient
schvdleny.

A2.4 Koneénd platba

Konec¢nu platbu za vietky sluiby vykonané na
z&klade tejto zmiuvy zaplati spoloénost Medpace
Indtitucii a skb3ajicemu lekarovi- po:

kone&nom vyriedeni vietkych otazok,

kone¢nom prijati vietkych z&znamov eCRF,
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The return of all unused Study Drug, Study
supplies {including any equipment provided by
Sponsor] and Confidential Informalion fo
Sponsor; and

Upon completion oif all other applicable
conditions set forih in the Agreement.

A3 INVOICEABLE ITEMS

Poymeni will be made within forty-five (45) days of
receipt of invoice and supporting documeniation if
applicable.

A3.1  Unitized Procedures/Costs
chle 4 - Unitized Procedures i e _
PROCEDURE .COST l
e : |
Serum gem‘on’ncm €10/ Sample I
sample L. . 1
A3.2 Unscheduled Visit €120 / Visit
Unscheduled visils will be compensated for

randomized subjects for whom completed eCRFs,
as applicable, have been accepted by Sponsor or
Sponsor's represeniative. Payment will be made 1o
the Institution.

A3.3 Pdfient Travel Reimbursement €20/ Visit

Medpace shall pay Investigator for costs related to
travel costs at a rate of €20 per visit, based on the
actual number of Study subjects for whom
completed eCRFs have been accepted by Sponsor
or Sponsor’s representative. Payment will be made
wiih the next scheduled payment,

Additional funds may be available for fravel costs
exceeding €20 per visit with prior written approval
from the Sponscr. Payment will be made within forty-
five (45) days upon receipt of invoice and
supporting documentiation.

akychkolvek
dokumentov

prijafi a schvdleni
nevyriedenych  regulaénych
pozadovanych zaddavatelom,

vrateni vietkého nepouZitého skO3aného
lieku, doddvok v ramci skUSania (vratane
akéhokolvek vybavenia poskytnutého
raddvatelom) a dobévemnych  informéci
zaddvatelovi a

splneni  vietkych  ostatnych  platnych

podmienok uvedenych v tejto zmluve.

FAKTUROVATELNE POI.OZKY

Platby sa vykonaqjo do Styridsiatich p:c:’r[ch (45] dni
od prijatia faktiry a podkladovej dokumentdcie
{v pripade potreby).

A3

A3.1 Zjednoiené postupy/ndklady

Tqbui‘kq 4- Z|ednotene poslupy )
VYSETRENIE

NAKLADY _

: :
[ DU |

(
Vzorka gentamicinu 1‘]0 EUR/vzorky
VSO

Nepldnovand ndviteva 120 EUR / navitevu

Neplanovand ndviteva bude uhradend za
randomizovanych pacientov, pre ktorych boli
vyplnené zdznamy eCRF (v pripade potreby), boli
schvdleni  zaddvatelom alebo zastupcom
zaddavateld. Platba bude preplatend Institocii.

A3.2

pacieniskych  cestovnych

20 EUR / navstevu
Mepdace zaplati -skd3ajucemu vydavky sOvisiace

s cestovnymi ndkladmi v hodnote 20 Eur za kazdy
vizitu, na zdklade skutoéného pociu pacientov

A3.3 Preplatenie

ndhrad

v Stodii, ktorych zkompletizované eCRF  bolo
akceptované Sponzorom  alebo  zdstupcom
Sponzora.

Dodatoé&né dofinancovanie cestovnych ndkladov
prevysujicich 20 Eur za vizifu s predchddzajocim
sUhlasom Sponzora moZe byf plainé. Platba bude
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A2.4  Anfiobiolics Reimbursement

Medpace will reimburse site at actual cost for
purchase of antibiotics used per protocol during the
study. Payment will be made within forty five (45)
days of receipt of invoice and supporting receipts.

A3.5  Offloading Devices

Medpace will reimburse site up to €120 for
offloading devices used per profocol during the
study. Payment will be made within forty five (45)
days of receipt of invoice and supporting receipis.

A3.6 Addifional Study-necessiiated Fees

institution and/or Investigator will be reimbursed at
actual cost for any other unforeseen but reasonable
procedures or costs necessitated by the Study or
Protocel {and any amendments thereto} and pre-
approved by Medpace/Sponsor. In such case,
Medpace or Sponsor is required to enter into written
amendment to this Agreement.

A3.7 Nominal equipment

Institution may be provided during the course of the
Study small items of equipment necessitated by the
Study or Protocol and pre-approved by
Medpace/Sponsor.

vystavend styridsafpaf (45) dni po obdriani faktary
a podpornej dokumentdcie.

A3.4  Preplatenie ndhrad za anlibiotika

Medpace preplatl Institucii skutoéné ndhrady za
nakup anfibiotik vZité podla profokolu pocas stddie.
Platba sa bude vykonavat do Styridsiatich piatich (45)
dni od prijatia faktiry a podkladovej dokumentdcie.

A3.5 Odlahéovacie pomocky

Medpace preplafi indtitdcii hodnotu do vysky 120 eur
za odiah&ovacie pomdcky pouidité podia profokolu
pocas S5tudie. Platba sa bude vykondvat do
Styridsiatich piafich {45} dni od prijatia fakidry
podkladovej dokumentdcie

Dalsie potrebné poplatky sovisiace so
skdsanim

A3.6

Indtiticia a/alebo skUSajici  dostane ndhradu
skutocnych ndkladov za iné nepredvidané, ale
oddvodnené vyleirenia alebo ndklady potrebné
pre skdlanie «alebo na zdklade protokolu
(a akychkolvek jeho dodatkov) a vopred schvdlené
spolocnosfou Medpace/zaddvatelom. V takomio
pripade je spolodnosf Medpace alebo raddvatel
povinny uzatvorif k tejio zmluve dodatok v pisomnej
forme.

A3.7 Idkladné vybavenie

Institdcia moze pocas vykondvania skisania dostaf
malé predmeiy vybavenia potrebné na sklianie
alebo na zdklade protokolu, ktoré vopred schvdli
spolo¢nost Medpace/zaddvatel.
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A4 MEDPACE RIGHTS
Medpace reserves the right to suspend payments
due fto Institution and Investigator, if Principal
Investigator and/or Institution do net complete data
entry, guery resolutions, and electronic signatures
on eCRFs and/or provide regulatory documents to
Medpace within fimelines defined by the project
feam. Payments will resume once the missing or
incomplete information is resolved.

A5  MEDPACEINVOICING

All payment inquiries and invoices submitted shall

include the Proiocol number and Principal
Investigator name and be sent to the following:

Email: siteinvoices@medpace.com
Phone; 513-579-9911

Medpace, Inc.

Attn: Clinical Operations Site Payments
5375 Medpace Way

Cincinnati, Ohio 45227

All invoices must be submitted to Medpace within ninety
(90) days of occurrence or up to fifteen (15) days after
receipt of the final payment.

Aé  PAYEEINFORMATION

All payments made by Medpace as sei forth herein
shall be payable solely to Institution and Investigator
at the addresses set forth below. Any such
paymenis which are due to any other party
performing services in connection with the Study
shall be a maiter solely between Insiitution or
Investigator and such party.

A4 PRAVA SPOLOCNOSTI MEDPACE
Spolo¢nost  Medpace si vyhradzuje  pravo
pozastavif platby splatné -Indtitdcii a skdSajucemu
lekdrovi, ak hlavny skUsajoci lekdr a/alebo indtitocia
nevypinia Udaje, nevyrielia otdzky a elekironicky
nepodpfiu  zdznamy eCRF ani  neposkytnU
regulaéné dokumenty spoloc¢nosti  Medpace
v rdmci terminov uvedenych projekénym timom.
Platby sa za&nlG vyplacat opdtf po doplneni
chybagjucich alebo neGplnych informacii.

A5 FAKTURACIA SPOLOCNOSTI MEDPACE

Vieiky otdzky tykajuce sa platieb a predkladané
faktUry majd zahfiiaf Cislo profokolu a meno
hlavného skligjiceho a majl byt zaslané na
nasledujicu adresu:

E-mail; siteinvoices@medpace.com
Telefon: 513-579-9911

Medpace, [nec.

Do rik: Clinical Operations Site Payments
5375 Medpace Way

Cincinnati, Ohio 45227

Vietky faktary musia byt predloZené spolognosti Medpace
do devit'desiatich (90) dni od vykonania alebo do
pétnastich (15) dni po prijati koneénej platby.

Aé  INFORMACIE O PRIJEMCOVI

Vietky plaiby vykonané spoloénosfou Medpace
uvedené v tejio zmluve budy splatné vyluCne -
Institucii alebo skd3ajicemu lekdrovi na adresu
uvedent dalej. Akékolvek - platby, ktoré s splatné
inej strane vykondvajucej sluZby v suvislosti so
skUsanim, budy  zdlefitosfou vyluéne medzi -
Institdciou a skiiajucim lekarom a takouto stranou.
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