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CLINICAL TRIAL AGREEMENT

This CLINICAL TRIAL AGREEMENT (the
"Agreement") is effective on date of last signature
hereof (the “Effective Date™), between and among
Univerzitnd nemocnica Bratislava located at
Pazitkova 4, Bratislava, 821 01, Slovak Republic,
company ID number: 31813861, TAX [D number:
2021700549, VAT ID number: SK2021700549,
represented by MUDr. Miroslav BdZoch, PhD., MPH,
director (the "Institution"), Pharmaceutical Research

Associates SK s.r.o., located at BardoSova 2/A,
Bratislava, Post Code 831 01, Slovak Republic,
Company ID number: 36718963, TAX ID:

2022312919, represented by MUDr. Andrea KIC,
proxy ("PRA"), acting as an independent contractor for
TEVA PHARMACEUTICAL INDUSTRIES LTD
located at 5 Basel Street, Petach Tiqva, 49131, Israel,
(the “Sponsor”) and prof. MUDr. Peter Turlani,
Ph.D., an employee of the Institution, who shall serve
as the principal investigator (“Investigator”) for the
Study as defined below. The Institution and the
Investigator may be collectively referred to as the
“Site?

1. STATEMENT OF WORK.

a) The Sponsor (has appointed Teva Pharma
GmbH as its European Union legal
representative  according to the European
Directive 2001/20) entrusted PRA to arrange
and administer the multi-centre study referred in
Section 1(b) below and to perform services in
connection with the Study, including conclusion
of this clinical trial agreement.

b) The Institution will conduct and will permit the
Investigator to conduct the clinical research

study entitled: “A MULTINATIONAL,
MULTICENTER, RANDOMIZED,
DOUBLE-BLIND, PARALLEL-GROUP,

PLACEBO-CONTROLLED STUDY
FOLLOWED BY AN ACTIVE
TREATMENT PERIOD, TO EVALUATE
THE EFFICACY, SAFETY AND
TOLERABILITY OF TWO DOSES OF
ORAL ADMINISTRATION OF
LAQUINIMOD(0.6 mg/day or 1.2 mg/day) IN
SUBJECTS WITH RELAPSING
REMITTING MULTIPLE SCLEROSIS
(RRMS)” (the "Study"), bearing protocol
number LAQ-MS-305 (CONCERTO), as may

Univerzitna nemocnica Bratislava / prof. MUDr. Peter Turgani, Ph.D.
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ZMLUVA O KLINICKOM SKUSANI

Tito ZMLUVA O KLINICKOM SKUSANI
(,zmluva*) nadobida u¢innost dilom posledného
podpisu tejto zmluvy (“Dei WCinnosti”), medzi
Univerzitnd nemocnica Bratislava so sidlom na
adrese Pazitkova 4, Bratislava, 821 01, Slovenska
republika, ICO: 31813861, DIC: 2021700549, IC
DPH: SK2021700549, ktorej menom kona MUDr.
Miroslav BdZoch, PhD., MPH, riaditel’ (,,InStiticia®),
spolotnostou Pharmaceutical Research Associates
SK s.r.o. so sidlom na adrese BéardoSova 2/A,
Bratislava, PSC 83101, Slovenska republika, ICO:
36718963, DIC: 2022312919, zastipenou MUDr.
Andreou KI¢, prokuristkou (,,PRA"), konajucou ako
nezavisly  dodavatel pre spolofnost TEVA
PHARMACEUTICAL INDUSTRIES LTD so sidlom
na adrese 5 Basel Street, Petach Tiqva, 49131, Izrael,
(,zadavatel*) a prof. MUDr. Peter Turéani, Ph.D.,
zamestnancom Institucie, ktory bude konat’ ako hlavny
skasajuci (,,skusajuci®) na ucely tohto klinického
skugania, tak ako je uvedené niZSie. Institiciu
a hlavného skusajiceho moZno d’alej spolu oznacovat’
ako ,,pracovisko®.

1.  SPECIFIKACIA CINNOSTI.
a) Zadavatel' (poveril spolo¢nost Teva Pharma

GmbH ako svojho pravneho zastupcu
v Eurépskej  unii  vsulade s Eurdpskou
smernicou  2001/20) poverii PRA na
zabezpecenie a spravu multicentrického

klinického skuSania uvedeného v Casti 1 pism.
b) dalej avykonavanie sluzieb v stvislosti
s klinickym sku$anim, vratane uzavretia tejto
zmluvy o klinickom skusani.

b) Institacia bude vykonavat a povoli skuajucemu

vykonavat  klinické  skuSanie s nazvom:
~MEDZINARODNA, MULTICENTRICKA,
RANDOMIZOVANA, DVOJITO
ZASLEPENA, PLACEBOM
KONTROLOVANA STUDIA
S PARALELNYMI SKUPINAMI

POKRACUJUCA OBDOBIM AKTIVNEJ
LIECBY NA HODNOTENIE UCINNOSTI,

BEZPECNOSTI A ZNASANLIVOSTI
DVOCH DAVOK PERORALNE
PODAVANEHO LAQUINIMODU (0,6

mg/deii alebo 1,2 mg/deii) UPACIENTOV
S ROZTRUSENOU

MOZGOVOMIECHOVOU SKLEROZOU
S KOLISAVYM (REMITUJICIM)
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a)

be amended from time to time (the “Protocol™)
in conformance with: (i) generally accepted
standards of good clinical practice, (i) the
Protocol, (iii) the Declaration of Helsinki, 1964,
as amended (iv) all applicable laws, rules and
regulations including, but not limited to, those
governing the conduct of the Study and (v) the
approval of the FEthical Committee. The
Institution shall not reassign the conduct of the
Study to another investigator without PRA’s
express written consent. If the Investigator is
unable to perform the duties required by this
Agreement, the Institution shall promptly notify
PRA in writing. If a mutually acceptable
replacement is not available this Agreement may
be terminated by PRA as provided herein.

The Institution shall provide appropriate
resources and facilities so the Investigator can
conduct the Study in a timely and professional
manner and according to the terms of this
Agreement, including where appropriate, trained
and qualified personnel to assist in conduct of
the Study (“Study Team”), who shall comply
with the terms of this Agreement, excluding
personnel supplied by PRA or Sponsor. Unless
otherwise agreed to in writing by the parties, the
Institution shall conduct the Study only at the
facilities indicated in this Agreement.

The Sponsor or PRA shall provide the necessary d)

informed consent form, Study Drug, a
EUDRACT number, confirmation of Ethics
Committee approval, confirmation of the State
Institute for Drug Control approval, and filing
all necessary documents with the competent
authorities.

Institution a Investigator will conduct the Study
at Univerzitnd nemocnica Bratislava, Nemocnica
Staré Mesto located at Mickiewiczova 13,
Bratislava, 831 61, Slovak Republic.

CONDUCT OF THE STUDY

Upon commencement and during the term of the

Univerzitna nemocnica Bratislava / Prof. MUDr. Peter Tur&ani, Ph.D.

€)

2,

a)

LAQ-MS-305

PRIEBEHOM A OPAKOVANYMI
ATAKMI ZHORSENIA (RRMS)* (,klinické
skuSanie”) s Cislom protokolu LAQ-MS-305
(CONCERTO), ktoré sa moze priebeZzne menit’

(-protokol) vsulade s: (i) vieobecne
akceptovanymi normami spravnej klinickej
praxe, (ii) protokolom, (iii) Helsinskou

deklariciou zroku 1964 v platnom zneni, (iv)
vSetkymi prisluSnymi pravnymi predpismi,
pravidlami a nariadeniami, okrem iného aj
vritane pravidiel upravujlicich vykondvanie
klinického skiSania a(v) sthlasom etickej
komisie. Indtiticia nie je opravnend previest’
vykonanie klinického skudania na iného
skuSajiceho bez predchddzajiiceho vyslovného
pisomného sihlasu PRA. Ak skuajici nie je
schopny plnit' svoje povinnosti vyZadované
touto zmluvou, institicia to okamzZite pisomne
ozndmi PRA. Ak nie je k dispozicii vzdjomne
prijatelnéd néhrada, tato zmluvu méZe PRA
ukonCit’ v sulade s touto zmluvou.

Institicia poskytne potrebné zdroje a zariadenia,
aby skusajuici mohol vykonat klinické skiganie
vCasnym a profesiondlnym spdsobom a podl'a
podmienok tejto zmluvy, v pripade potreby aj
vratane Skoleného a kvalifikovaného personlu,
ktory bude poméhat’ pri vykonavani klinického
skisania (,tim klinického skusania”), ktory
bude dodrziavat’ podmienky tejto zmluvy, s
vynimkou personalu, ktory poskytol PRA alebo
zadavatel'. Pokial' sa zmluvné strany nedohodnu
pisomne inak, Institicia bude vykonavat’
klinické sku3anie len v zariadeniach uréenych
v tejto zmluve,

Zadavatel alebo PRA poskytne potrebny
formulér informovaného suhlasu, skusany liek,
Cislo EUDRACT, potvrdenie o sihlase etickej
komisie, potvrdenie o sthlase Statneho ustavu
pre kontrolu lie¢iv apodd vietky potrebné
dokumenty na prislu$né drady.

Indtiticia a Skusajuci budi vykonavat' klinické
skiSanie v Univerzitné nemocnici Bratislava,
Nemocnica  Staré Mesto so  sidlom
Mickiewiczova 13, Bratislava, 831 61,
Slovenska republika.

VYI_(ONAVANIE KLINICKEHO
SKUSANIA.,

Po zacati a poCas doby trvania tohto klinického
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Study, the Institution, through Investigator,
undertakes to:

()

(i1)

(iif)

(iv)

(v)

(vi)

ensure that a medical professional,
competent to answer questions concerning
the Study, obtains from each Patient, (or
where applicable, from Patient’s legal
guardian) a signed written informed consent
to participate in the Study and to the fair
and lawful processing of data by PRA.
Such informed consent shall be in a format
duly approved by PRA and shall be in
accordance with all applicable national and
local laws and regulations.

review all Patient case report forms
(“CRFs™) to assure their accuracy and
completeness and provide these forms and
any other Study data or samples to PRA in
the format and manner agreed upon by the
parties and in an anonymised form;

resolve any potential discrepancies or errors
in the CRFs, and ensure integrity of original
case records, laboratory reports and/or other
raw data sources underlying the data
recorded in the CRFs;

ensure that the time schedules set forth in
the Protocol and this Agreement are strictly
met,

report immediately by telephone to PRA
and the Sponsor any serious adverse events
(as defined in the Protocol) occurring
during the course of a Patient’s
participation in the Study and deliver a
written report to PRA and the Sponsor
within 24 hours of the occurrence of this
event;

implement all appropriate action as required
by Sponsor and/or PRA in order to protect
Patients included to the Study health or
safety;

(vii) cooperate with the coordinating investigator

of the Study to enable this coordinating
investigator to fulfil his obligations,
including in particular its notification duties

Univerzitna nemocnica Bratislava / Prof. MUDr. Peter Tur&ni, Ph.D.

skidania sa

LAQ-MS-305

indtiticia,  prostrednictvom

Skusajuceho, zavizuje:

@)

(i)

(iii)

(iv)

v)

(vi)

(vii)

zaistit', aby zdravotnicky profesional, ktory
je kompetentny odpovedat na otazky
tykajice sa klinického sku3ania ziskal od
kazdého pacienta (v pripade potreby aj od
pravneho zastupcu pacienta) podpisany
pisomny informovany sthlas s t&ast'ou
v klinickom  skuSani  a spravodlivym
a zdkonnym spracovanim tUdajov PRA.
Takyto informovany suhlas bude vo
formate, ktory schvali PRA, a v silade so
vietkymi  prislusnymi  vnutro§tatnymi
a miestnymi pravnymi predpismi
a nariadeniami;

vyhodnotit' vietky zédznamové formulére
uCastnikov klinického skuSania (,,CRF*),
aby sa zaistila ich presnost a uplnost
a poskytnit’ tieto formuldre ainé udaje
z klinického skuSania alebo vzorky PRA vo
formate aspésobom dohodnutym medzi
zmluvnymi stranami a anonymne;

vyriesit' akékol'vek mozZné nezrovnalosti
alebo chyby vo formuldroch CRF a zaistit'
integritu poévodnych Zaznamov
o hodnotenych pacientoch, laboratémych
sprav a/alebo inych surovych zdrojoch
udajov, na zéklade ktorych boli udaje
zapisané do formulédrov CRF;

zaistit, aby sa Casové plany uvedené

v protokole atejto zmluve  striktne
dodrZiavali;

okamzite telefonicky oznamit PRA
a zadavatel'ovi akékol'vek zavazné
neziaduce uCinky (podla  definicie

v protokole), ktoré sa vyskytni polas
ucCasti pacienta v klinickom skasani a do 24
hodin predloZit' o vyskyte tejto udalosti
pisomnui spravu PRA a zadavatel'ovi;

vykonat' vSetky prislusné kroky podla
poZiadaviek zadavatela a/alebo PRA na
ochranu zdravia a bezpelnosti pacientov
zaradenych do klinického sku$ania;

spolupracovat’ s koordinujicim skusajicim
klinického skiSania, aby mal tento
koordinujuci skusajaci moznost’ plnit’ svoje
povinnosti, najmid svoje povinnosti

towards the RELEVANT ETHICAL podavat' spravy PRISLUSNEJ ETICKEJ
COMMITTEE. KOMISIL.
b)  The Institution represents and warrants that: b)  Institicia vyhlasuje a zarucuje sa, Ze:
Page 3 of 25
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(i) the Investigator and any other Study Team
members (as defined above) have
appropriate ftraining and the necessary
experience and skills for conducting the
Study;

(ii) the Investigator shall not be involved in
other study or activities which would hinder
or adversely affect his/her involvement in
the Study, or otherwise be involved in
activities which would be in conflict with
the conduct of the Study;

(iii) the Investigator has obtained all relevant
authorizations of his hierarchy to perform
activities hereunder,

Univerzitna nemocnica Bratislava / Prof. MUDr. Peter Turcani, Ph.D.

(iii)

LAQ-MS-305

(i) skuSajuci a d'alsi ¢lenovia timu klinického
skadania (tak, ako je uvedené vyssie) maji
prisludné 3kolenie a potrebné skusenosti
azrufnosti na vykondvanie klinického
skisania;

(1) skuSajuci nebude zapojeny do iného
klinického skuSania alebo ¢&innosti, ktoré
by mohli brzdit alebo nepriaznivo
ovplyviiovat’ jeho ucast’ v tomto klinickom
skulani, ani inak zapojeny do <innosti,
ktoré by boli vrozpore s vykondvanim
tohto klinického skti3ania;

skusajuci ziskal  vSetky  prisluiné

oprdvnenia na svojej urovni na

vykondvanie ¢innosti podl'a tejto zmluvy;,

(iv) the Study Drug shall be used only in (iv) skddany liek sa pouZije len v sulade
accordance with the Protocol and applicable s protokolom  a prisludnymi  pravnymi
laws and regulations. predpismi a nariadeniami.

¢)  The Institution is responsible for supervising the ¢)  InStiticia je zodpovednd za dohlad nad
activities of all other Study Team members, ¢innostami vSetkych ostatnych ¢lenov timu
including where applicable, other investigators klinického skuSania, v pripade potreby aj
involved in the Study at the Study Site. vratane inych skuaSajicich zapojenych do

klinického skuSania na pracovisku klinického
sku3ania.

3. PAYMENT. 3. PLATBA.

a) PRA will pay the Institution according to the a) PRA zaplati indtitGcii podl'a platobnych
Payment Terms attached hereto as Exhibit A podmienok, ktoré su pripojené k tejto zmluve
(“Payment Terms”) and the Budget attached ako priloha A (,platobné podmienky”),
hereto as Exhibit B (“Budget”), upon receipt of a rozpottu v prilohe B (,,rozpocet®) tejto zmluvy
invoices and other appropriate documentation as po prijati faktar a inej prislu$nej dokumentécie
specified therein. Payments due hereunder are uvedenej v zmluve. Platby splatné podla tejto
pass-through payments from Sponsor that will zmluvy su zasielanymi platbami od zadavatel’a,
be sent after such payments are received by PRA ktoré budi zaslané nasledne, ako tieto plaiby
from Sponsor. PRA shall exercise reasonable prijime PRA od zadavatela. PRA vyvinie
efforts to ensure timely receipt of pass-through primerané usilie na zabezpeCenie vCasného
payments from Sponsor. prijatia zasielanych platieb od zadavatel'a.

b)  The Institution as payee (“Payee”) shall provide b) Institicia ako prijemca (,,prijemca®) poskytne
full payment instructions and bank details, in predtym, ako sa bude dat’ vykonat platba,
writing to PRA in the Payment Information spolo¢nosti PRA  pisomne v kontrolnom
Checklist (“PIC™), before any payment can be zozname informécii o platbach (,,PIC*) uplné
made. The Payee is obliged to inform PRA, in pokyny k platbam a bankové udaje. Prijemca je
writing, of any changes or required updates of povinny pisomne informovat PRA o kazdej
payment instructions and/or bank details. The zmene alebo  potrebnych  aktualizaciach
parties agree that any change of or update to the pokynov k platbam a/alebo bankovych udajov.
Payee’s bank details contained in the PIC may Zmluvné strany sa dohodli, Ze vSetky zmeny
be effected through a written notice and shall not alebo aktualizécie bankovych tdajov prijemcu
of itself require a formal Amendment to this platieb v PIC moZzno vykonavat pomocou
Agreement. pisomného ozndmenia a nebude potrebné, aby

boli vykonané formou formdlneho dodatku
k tejto zmluve.
Page 4 of 25
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Univerzitna nemocnica Bratislava / Prof. MUDr. Peter Turéani, Ph.D.
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The Institution is an independent contractor, and c¢)  Indtiticia je nezavislou zmluvnou stranou
neither PRA nor Sponsor shall be responsible for aPRA ani zadévatel nezodpovedd za Ziadne
any employee benefits, pensions, workers’ zamestnanecké vyhody, déchodky, nahrady pre
compensation, withholding, or employment- zamestnancov, dane zrazené zo mzdy alebo iné
related taxes as to the Institution or its personnel. dane silvisiace spracovnym pomerom, Vo
vztahu k inStiticii alebo jej zamestnancom.

d)  The Payee hereby agrees that no patient or third d)  Prijemca podl'a tohto sthlasi stym, Ze ani
party will be charged for any aspect of treatment pacientovi ani tretej strane nebude uétovana
or Patient care for which the Payee has invoiced liecba ani starostlivost’ o pacienta, ktoré si
or been paid under this Agreement. The Payee prijemca fakturoval alebo za ktoré prijal platbu
hereby agrees that neither participants in the v zmysle tejto zmluvy. Prijemca tymto siihlasi s
Study nor any third party will be charged for tym, Ze ani uCastnikom tohto klinického
Laquinimod (the “Study drug”) or any skiSania ani tretej strane nebude uctovany liek
comparator drugs provided for this Study, nor Laquinimod (,,skiSany liek®), pripadne d’alSie
shall Payee include such cost in any cost report porovnavajuce lieky poskytnuté na ucely tohto
to third-party payers. klinického skisania, a prijemca take ndklady ani

nezahrnie do nijakého vykazu nakladov platcom
tretich stran.

e) Unless otherwise agreed herein, Payee payments e) Pokial' nie je inak dohodnuté v tejto zmluve,
will be made for evaluable Patients and eligible platby prijemcovi budi vykonané len za
Patients only. An eligible Patient is one who hodnotite'nych a vhodnych pacientov. Vhodny
meets all of the inclusion requirements and does pacient je taky, ktory spiiia vietky zarad'ovacie
not meet any of the exclusion criteria of the kritéria protokolu a nespitia Ziadne vylu¢ovacie
Protocol;, who was enrolled by Investigator; and kritéria  protokolu, ktory bol zaradeny
from whom informed consent has been obtained. skusajucim  aod  ktorého bol  ziskany
An evaluable Patient is one for whom all case informovany siihlas. Pacient, ktorého je moZné
report forms (“CRFs”) have been satisfactorily hodnotit’, je taky pacient, pre ktorého boli
completed in accordance with the Protocol, who vsulade s protokolom uspokojivo vyplnené
has completed the appropriate Study procedures vietky zdznamové formuldre ucCastnika
as set forth in the Protocol, and has undergone klinického ska3ania (,,CRF*), ktory absolvoval
the evaluations required by the Protocol. potrebné vySetrenia klinického skti§ania tak, ako

boli uvedené v protokole aktory podstipil
hodnotenia poZadované protokolom.

) The parties acknowledge and agree that the f) Zmluvné strany potvrdzuji a sthlasia, Ze
compensation  provided for Institution’s nahrada poskytnutd za vykondvanie Cinnosti
performance under the Agreement represents the indtiticie podla tejto zmluvy predstavuje
fair market value for the services conducted by spravodlivi trhovi hodnotu za sluzby vykonane
Institution and has been agreed independently inStiticiou a bola dohodnutda nezavisle od
from any business the Institution has made or akychkol'vek obchodnych ¢innosti, ktoré
may make in relation to the ordering of products indtiticia vykonala alebo moéze vykonat v
or services of the Sponsor. suvislosti s objedndvanim vyrobkov alebo

sluzieb zadavatel'a.

g) Institution agrees that PRA is entitled to execute &)  InStiticia sihlasi, Z¢ PRA mé opravnenie
separate service contracts with Institution’s podpisat’ samostatné zmluvy o poskytovani
employees to participate as the Investigator, any sluzieb so zamestnancami inStiticie, aby sa
sub-investigator, or Study Team member, in mohli  zifastnitt ako skaSajici, vedlajsi
connection with the Study. skudajuct alebo clenovia timu klinického

ski§ania  vsuavislosti  stymto  klinickym
skusanim.

h)  The Investigator is signing this Agreement as a h)  SkuSajuci podpisuje Zmluvu ako 2zmluvna
party for the purpose of acknowledging his strana, aby potvrdil svoje zdvdazky v Zmluve
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duties stated herein. In case of any discrepancy
or conflict between the terms of this Agreement
and the terms of the separate agreement between
the Investigator and PRA, the latter shall prevail.

Univerzitna nemocnica Bratislava / Prof. MUDr. Peter Turcani, Ph.D.
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uvedené. V pripade akejkol'vek nezrovnalosti
alebo rozporu medzi podmienkami tejto Zmluvy
a podmienkami osobitnej zmluvy medzi
Skudajucim a spolo¢nostou PRA prevazia
ustanovenia druhej menovane;j.

1) PRA will pay the Institution based on Exhibit B i) PRA vyplati dohodnuti odmenu v 100% vyske
attached. These payments do not cover na ulet indtiticie podla Prilohy B Zmluvy.
reimbursement for Investigator and Study Team. Dohodnutd odmena nezahfila odmenu pre
This reimbursement for Investigator and Study skidajaceho anim urleny tim klinického
Team is handled by separate agreement with skt8ania. Odmenu pre ska3ajiceho ajeho tim
Investigator. klinického skuSania sa PRA za zavizuje riedit’ v

separdtnej zmluve.

4. RECORDKEEPING: REPORTING:; 4. VEDENIE ZAZNAMOV; SPRAVY;
ACCESS. PRISTUP.

a)  Authorised representatives of Sponsor and/or a)  Opravneni zstupcovia zadavatela a/alebo PRA
PRA shall have the right during the performance maju pofas vykondvania tohto klinického
of the Study and after the termination of the skuSania a po jeho ukonfeni pravo, po zaslani
Study, upon reasonable advance notice, and opodstatneného oznamenia v primeranej lehote
during regular business hours, to:) vopred a pocas riadnej pracovnej doby:

(i) audit and examine the Institution's facilities (i) overit’ a skontrolovat’ zariadenia inStiftcie,
required for performance of the Study; and ktoré si pozadované pre vedenie
klinického sku3ania; a
(ii) review all data, records and work products (ii) prezriet si  vietky udaje, zdznamy
(including portions of other Patient records a produkty prace (vratane casti inych
for all patients in the Study) relating to the zédznamov o pacientoch v pripade vietkych
Study, and if necessary, make copies of pacientov zaradenych do tohto klinického
such data, records and work products, skudania) v suvislosti stymto klinickym
provided such copies do not include any skisanim a v pripade potreby vyhotovit
unauthorized individually-identifiable képie  takychto  udajov, zdznamov
information of a Study Patient; a produktov prace, pod podmienkou, Ze
tieto képie nezahfiiaji Ziadne nepovolené
samostatne identifikovatelné informacie
o pacientovi zaradenom do klinického
skisania;
(iii) provide information and instruction on the (i)  poskytnut informacie a pokyny
execution of the Study; and o vykonavani tohto klinického skuSania; a
(iv) assess and/or confirm that the Study is (iv) vyhodnotit' a/alebo potvrdit, Ze klinické
being conducted by the Institution in skiidanie vykondva inStitucia v sulade
accordance to the standards agreed upon s normami dohodnutymi v tejto zmluve.
herein.
The Institution shall maintain complete and Institicia bude wuchovavat’ uplné a presné
accurate records related to the Study, and shall zédznamy tykajuce sa klinického skuidania a bude
retain all such records resulting from the Study uchovavat' tieto zdznamy tykajice sa klinického
in accordance with ICH GCP for the time skusania v sulade s Medzinarodnym kongresom
Page 6 of 25
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required by applicable laws and regulations.
The Sponsor will retain the rights described in
this section (a) after the termination of the Study
at the Institution.

b) If PRA must use or access the Institution’s
computer systems, it will do so in accordance
with the Institution’s instructions and will only
use acquired information for the purpose of the
Study and in accordance with applicable laws.

c) The Institution will promptly notify Sponsor and
PRA if any regulatory authority notifies the
Institution of a planned inspection relating to the
Study. The Institution shall permit PRA and/or
Sponsor representatives to be present during any
such inspection and will provide Sponsor and
PRA copies of any documents provided to any
inspector that relate to the Study, copies of any
written communication received as a result of
such inspection, and a summary of the findings
together with an inspection report. Institution
agrees that, during an inspection by a competent
authority concerning the Study it will not
disclose information and materials relating to the
Study that are not required to be disclosed
without the prior written consent of PRA.

5. CONFIDENTIALITY.

The Protocol, Study Drug(s)(as defined in the
Protocol), CRFs, and any and all information, data,
reports or documents of any kind, disclosed to or
generated by the Institution, the Investigator, or any
Study Team members regarding any phase of the
work performed under this Agreement (other than
Patient medical records) or which otherwise relates to
the Study ("Confidential Information") belong to
Sponsor and shall not be disclosed by the Institution
to any third party or be used for any purpose other
than the performance of the Study without the prior
written consent of Sponsor, during a period of fifteen
(15) years from the last date of disclosure of
Confidential Information. The above obligations of
confidentiality shall not apply to the extent
Confidential Information:

Univerzitna nemocnica Bratislava / Prof. MUDTr. Peter Tur&ani, Ph.D.
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pre harmonizéciu spravnej klinickej praxe

(ICH GCP) po dobu, ktorti vyzaduji prisluiné
praivne predpisy a nariadenia. Zadéavatel' si

poneché priva opisané v tejto Casti (a) aj po
ukonéeni tohto klinického skti$ania v institdcii.

b) Ak PRA musi pouZivat potitalové systémy
indtiticie alebo vstupovat' do nich, urobi tak
vsulade spokynmi indtiticie a informéacie
ziskané bude pouzivat' len na ulely tohto
klinického skulania av silade s prislu¥nymi
pravnymi predpismi.

c)  Indtiticia okamZite upozorni zaddvatel'a a PRA
v pripade, ak akykolvek oprévneny orgin
ozndmi inStiticii v suvislosti s klinickym
skiSanim planovani indpekciu. Indtitucia
umoZni PRA a/alebo zadavatelovi Ulast’ na
takejto indpekcii a poskytne zadivatel'ovi a PRA
kopie akychkol'vek dokumentov, ktoré boli
poskytnuté in3pektorovi a ktoré sa tykaju
klinického skusania, kopie akejkol'vek pisomnej
komunikdcie prijatej ako vysledok tejto
inSpekcie a sthrny zisteni spolu so spravou
zinSpekcie. Indtiticia sthlasi, Ze podas
inSpekcie oprdvneného orgdnu v sivislosti
s klinickym skt3anim neposkytne informécie
a materidly tykajice sa klinického skusania,
ktoré nie je potrebné poskytnit, bez
predchédzajiceho pisomného sthlasu PRA.

5. DOVERNOST.

Protokol, sku3any liek (ako su definované v
protokole), CRF a akékol'vek a vietky informacie,
udaje, spravy alebo dokumenty akéhokol'vek druhu,
poskytnuté intiticii alebo vytvorené institiciou,
skidajiicim, alebo ktorymkol'vek &lenom miestneho
timu  klinického sk®Sania, ktoré sa tykaju
ktorejkol'vek fézy &innosti vykondvanej podla tejto
zmluvy (okrem zdravotnych zéznamov pacienta),
alebo ktoré sa inak tykaju klinického skuSania
(,doverné informdcie*) patria zadavatefovi a
indtiticia ich nesmie poskytnit tretej strane, ani sa
nesmu pouZit' na akykolvek ucel okrem vykonavania
klinického skidania  bez  predchadzajiceho
pisomného sthlasu zadivatel'a, pofas obdobia
pétnastich (15) rokov po poslednom ditume
zverejnenia  dévernych  informacii.  Uvedené
povinnosti zachovania ddvernosti informacii sa

Confidential
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a) is or becomes, through no fault of the Institution,
part of the public knowledge;

b) that the Institution can demonstrate was already
lawfully in the Institution’s possession on the
date of disclosure to the Institution and not
subject to prior confidentiality obligations;

c) is acquired by the Institution from any third
party without restrictions on disclosure; or

d) is developed independently by the Institution
without the use of benefit of Confidential
Information and as evidenced by competent
written records.

Permitted Disclosures. The Institution’s obligations of
non-disclosure and non-use of Confidential
Information shall not apply to the extent the Institution
is required by law to disclose Confidential Information,
provided the Institution promptly notifies Sponsor of
such a requirement prior to disclosure to allow Sponsor
the reasonable opportunity to oppose the requirement
or seek an appropriate protective order. This Section 5
does not limit the Institution’s rights or obligations
under Section 7 Publication.

6. PRIVACY AND DATA PROTECTION.

The parties agree that each will comply with
their respective obligations as outlined in the Protocol
and required under applicable privacy and data
protection laws (including Directive 95/46/EC as
amended from time to time and including Act
122/2013 Coll.,, on personal data protection, as
amended from time to time). The Institution will
ensure that the Investigator obtains the consent of
each Patient (Data Subject), and the Investigator will
provide his/her consent and will obtain the Study
Team member’s consent with regard to their own
personal data, to the use, processing, holding and
transfer of their data to countries other than their own,
that may not have the same level of data protection as
their own country. For any personal information
received from either the Study Patients or the Study
Team, the Sponsor will be the data controller where

Univerzitna nemocnica Bratislava / Prof. MUDr. Peter Tur&ani, Ph.D.
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nebudu vzt'ahovat’ na déverné informaécie:

a)  ktoré su, alebo sa stani verejne zndme bez
zavinenia inStiticie;

b)  oktorych mdze indtitucia preukézat’, Ze uz boli
v stilade so zdkonom vo vlastnictve alebo drZbe
indtiticie vdell ich poskytnutia inStitacii
a nepodliehali zdvazku zachovania dévernosti;

c)  ktoré ziskala inStiticia od tretej strany bez
obmedzenia ich poskytovania; alebo

d)  ktoré inStiticia vyvinula nezdvisle bez vyuZitia
vyhody dbvernych informacii, ako to
preukazuju prislusné pisomné zdznamy.

Pripustné poskytnutie informacii. Povinnost’ institucie
neposkytnut’ a nepouZit' déverné informdacie sa nebude
vztahovat na pripad, ak je inStiticia povinna podla
vieobecne zaviznych pravnych predpisov poskytnut’
doverné informéacie za podmienky, Ze inStiticia
bezodkladne upozorni zadivatela na takuto
poziadavku pred samotnym poskytnutim, aby poskytla
zadavatelovi moZnost namietat proti uvedenej
poziadavke alebo zabezpelit vhodné ochranné
opatrenie. T4to c¢ast 5 neobmedzuje prava ani
povinnosti institucie v stlade s ¢ast'ou 7 Publikovanie.

6. OCHRANA SUKROMIA A UDAJOV.

Zmluvné strany sa dohodli, Ze kazdd z nich bude
dodrziavat’  povinnosti vyzadované vSeobecne
zavdznymi pravnymi predpismi v oblasti ochrany
sukromia audajov (vratane smernice 95/46/ES
vzneni zmien adoplneni avritane zékona
¢. 122/2013 Z.z., oochrane osobnych udajov
a o zmene a doplneni niektorych zakonov, v platnom
zneni). InStittcia zaisti, aby skuSajuci ziskal sthlas
kazdého pacienta (ldaje o subjekte) a skusajici
poskytne svoj sthlas a ziska sthlasy od ¢lenov timu
klinického skuSania na pouZitie, spracovanie, drZanie
a presun ich osobnych udajov do inych krajin, ako je
ich vlastna, priCom tieto krajiny nemusia mat’ stupef
ochrany dajov na rovnakej urovni ako v ich vlastnej
krajine. Pre kazdi osobna informdciu ziskani od
pacientov klinického skusania alebo timu klinického
sktiSania bude zadavatel' kontrolérom udajov, ak

Confidential
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the Study is within the European Union. The
Investigator and the Study Team have the right to
access and correct their personal data. In order to
exercise this right, the requests should be addressed to
the Sponsor and PRA.

7 PUBLICATION.

The Institution shall not, and shall ensure that the
Study Team do not, engage in interviews or other
contacts with the media, including but not limited to
newspapers, radio, television and the Internet, related
to the Study, the Study Drug, Inventions, or the
results of the Study without the prior written consent
of Sponsor. Sponsor may prepare, use, refer to, and
disseminate or distribute reprints of scientific,
medical, and other published articles relating to the
Study, royalty-free, including such reprints that
disclose the name of the Investigator, the Institution
or the Study Team.

8. OWNERSHIP.

All documents, protocols, data, know-how,
methods,  operations, formulas, Confidential
Information and Materials (as defined below)
provided to the Institution, pursuant to this Agreement
are and shall remain Sponsor's property. The
completed CRFs, the final report (if applicable) and
other results of the Study, if any, shall also be owned
by Sponsor. Sponsor shall not own Patient medical
records.

9; INVENTIONS.

The existing inventions and technologies of
Sponsor or the Institution are their separate property
and are not affected by this Agreement. The entire
right, title and interest in and to any and all data,
information, improvements, inventions, discoveries,
know-how, copyrights or other intellectual property
rights, printed materials, and other works, products,
deliverables that are provided, conceived, developed,
or reduced to practice, including all improvements or
modifications which '

(i) rely, use, or incorporate the Study Drug;

Univerzitna nemocnica Bratislava / Prof. MUDr. Peter Turéani, Ph.D.
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klinické skuSanie bude vramci Eur6pskej unie.
Skusajuici a tim klinického skiSania budii mat’ pravo
na pristup a opravu ich osobnych dajov. S cielom
uplatnit’ si toto priavo je potrebné odoslat
zadavatel'ovi a PRA Ziadost',

1 PUBLIKOVANIE.

InStiticia sa nezucastni a zabezpeli, aby sa ani
tim klinického skiSania nezicastnil rozhovoru alebo
inych kontaktov s médiami, okrem iného aj vritane
tlaCe, rozhlasu, televizie a internetu, v suvislosti so
skuSanim, skifanym lieckom, vyndlezmi alebo
vysledkami klinického skusania bez
predchadzajiceho pisomného sthlasu zadavatela.
Zadavatel' mdze pripravit, pouZit, uvadzat a $irit
alebo distribuovat’ vytlacky vedeckych, lekarskych
a inych zverejnenych ¢lankov suvisiacich s klinickym
skuSanim bezplatne, vratane takych vytlackov,
v ktorych bude zverejnené meno skusajiceho, ndzov
indtitacie alebo mena timu klinického ski$ania.

8. VLASTNIiCTVO.

VSetky dokumenty, protokoly, tudaje, know-
how, metddy, operéacie, vzorce, déverné informacie a
materidly (ako si definované d'alej) poskytnuté
inStiticii podla tejto zmluvy, zostani majetkom
zadavatela. Vyplnené CRF, koneénd sprava
(v prisluSnom pripade) ainé vysledky klinického
skuSania budu tiez majetkom zadavatel'a. Predmetom
vlastnickeho prava zadavatela nie su lekérske
zaznamy pacientov.

9.,  VYNALEZY.

Existujuce vynalezy a technologie zadavatela
alebo intitdcie s samostatnym predmetom
vlastnictva atouto zmluvou nie su akymkol'vek
sposobom dotknuté. Prava, ndroky a tituly k vietkym

udajom, informiciam, zlepSeniam, vynalezom,
objavom, know-how, autorskym pravam alebo inym
pravam  dufevného  vlastnictva,  vytlatenym

materidlom ainym dielam, produktom, doruCenym
materidlom, ktoré budi poskytnuté, vymyslené,
vyvinuté alebo zrealizované, vratane vietkych
zlepSeni alebo modifikacii, ktoré

(i) sa tykaju skuSaného lieku, vyuZivaji ho
alebo st v fiom obsiahnuté;

Confidential
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(ii) incorporate or are anticipated by the
Protocol; or

(iii) rely, use, or incorporate any Confidential
Information, shall be the exclusive property
of Sponsor (collectively referred to as
“Sponsor Inventions™).

The Institution shall promptly disclose in writing
to Sponsor each such Sponsor Invention and shall
assign (and shall require all Study Site Team
members to assign) to Sponsor all rights, title and
interest, if any, in and to each such Sponsor Invention,
including all patents, copyrights and other intellectual
property and proprietary rights (and will assign and
shall require all Study Team members to assign) to
Sponsor all rights of action and claims for damages
and benefits arising due to past and present
infringement of said rights.. Institution agrees to
provide, at Sponsor’s expense, reasonable assistance
to Sponsor to enable Sponsor to perfect and enforce
its rights in such Sponsor Inventions.

10. MATERIAL TRANSFER: RETURN OF
MATERIALS: EQUIPMENT.
a) During the Study, Sponsor or Sponsor’s

designee shall provide to the Institution, at
Sponsor’s expense, the Study Drug, placebo and
other compounds or agents for the performance
of the Study (collectively, the "Materials"). The
Materials will be used only by the Institution for
performance of the Study in accordance with the
Protocol and this Agreement. The Institution
shall handle, store, and ship or dispose of
Materials in accordance with the Protocol and
any reasonable written instructions provided by
Sponsor (or Sponsor’s designee), and in
compliance with all applicable, local and
national laws, rules and regulations including,
but not limited to, those governing hazardous
substances.

b)  Upon completion or termination of the Study, all
Materials furnished to the Institution by Sponsor
or Sponsor’s designee, shall be promptly

Univerzitna nemocnica Bratislava / Prof. MUDr. Peter Turéani, Ph.D.
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(ii) zahffiaju protokol, alebo st predpokladané
protokolom; alebo

(iii) sa tykaju dovernych informacii, vyuZivaja

ich, alebo si vnich obsighnuté, su

vyluénym vlastnictvom zadavatela (d’alej
spolo¢ne ako ,.,vynilezy zadavatel'a™).

Indtiticia  bezodkladne ozndmi  pisomne

zadavatelovi kazdy taky vyndlez zadévatela

aprevediec (apoziada vietkych ¢lenov timu

klinického skuSania, aby previedli) na zadivatela
vietky prdva, naroky apodiely (v relevantnom
pripade) na kazdy taky vynalez zadavatela, vratane
vietkych patentov, autorskych priv ainych prav
dusevného vlastnictva a majetkovych prav (a postupi
a poziada vietkych ¢lenov timu klinického skisania,
aby postupili) na zadavatel'a vietky prava na Zaloby
anaroky na odSkodnenie avyhody vyplyvajice

zporuSenia uvedenych prav v minulosti aj
v sudasnosti. InStiticia sa zavdzuje poskytnit' na
naklady zadavatel'a primerant suéinnost’
zadavatelovi, aby mu umoZnila nadobudnat’

a vymahat’ prava na takéto vynalezy zadavatela.

10. PREVOD MATERIALOV: VRATENIE
MATERIALOV; ZARIADENIA.

a) Pocas klinického skuSania zadavatel' alebo
osoba poverend zadavatel'om poskytne na
nédklady zaddvatela inStitacii sktSany liek,
placebo ainé zlozky, ¢inidld na vykondvanie
klinického skuSania (dalej spolo¢ne ako
,materidly”. Materidly bude vyuzivat' inStiticia
vyluéne na vykondvanie klinického sk3ania v
stlade s protokolom a touto zmluvou. Institicia
bude zaobchadzat' s materidlmi, uskladiiovat’
a prepravovat’ ich alebo ich likvidovat' v sulade
s protokolom a vSetkymi oddvodnenymi
pisomnymi pokynmi, ktoré poskytne zaddvatel
(alebo osoba poverend zadavatelom) a v stlade

S0 vietkymi prislu$nymi miestnymi
a vnutroStatnymi pravnymi predpismi,
pravidlami a nariadeniami, okrem iného aj
vratane predpisov upravujucich nebezpefné
l4tky.

b) Po dokonCeni alebo ukonceni klinického

skusania budu v3etky nepouzité materialy,
dodané inStittcii zadavatelom alebo osobou

Confidential
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d)

11.

b)

destroyed or returned as directed by PRA.
Shipping costs relating thereto will be paid by
PRA.

If Sponsor provides equipment to the Institution,
such equipment shall be used by the Institution
only for the performance of the Study and in
accordance with any written instructions of use
provided by the equipment manufacturer or
Sponsor. Such equipment is property of the
Sponsor or Sponsor’s designee and shall be
returned, at Sponsor’s expense, to Sponsor (or
Sponsor’s designee), upon Sponsor’s written
request or upon completion of the Study,
Institution will use reasonable care to maintain
such equipment while in its possession, provided
that Sponsor shall be responsible for
maintenance and repair costs due to normal wear
and tear. If Institution does not return the
equipment, the fair market wvalue of the
equipment will be deducted from the final
payment. If the final payment does not cover
the entire cost of the equipment fair market
value, the Institution will be responsible for
reimbursing Sponsor/PRA for the remainder of
the cost.

Samples of biological material, if any, will be

used exclusively only for the purpose of the
Study and only for implementation of the Study.

TERM: TERMINATION.

This Agreement shall commence on the
Effective Date and shall continue in force until
the Study has been completed at the Institution.
The Study will be conducted with approximate
time frame to 03/2015 in case the Study will not
be terminated earlier in accordance with this
Agreement. Investigator is obliged to announce
the Study termination to Clinical Trial
Department, UNB, PaZitkova 4, Bratislava, 821
01, Slovak Republic within 15 days after Study
termination.

This Agreement may be terminated by PRA or
Sponsor at any time and for any reason upon
thirty (30) days written notice, or immediately
upon written notice by any party either for

Univerzitna nemocnica Bratislava / Prof. MUDr. Peter Turcani, Ph.D.
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poverenou zadavatelom, bezodkladne vratené
podla pokynov PRA. Prepravné néklady
stivisiace s vratenim materidlov uhradi PRA.

Ak zadavatel’ poskytne inStiticii vybavenie, toto
vybavenie bude indtiticia pouzivat len na
vykondvanie klinického skusania a v sulade
s pisomnymi pokynmi na pouZtie, ktoré
poskytne vyrobca vybavenia alebo zadavatel.
Takéto vybavenie bude majetkom zadavatel'a
alebo osoby poverenej zadivatelom ana
naklady zadédvatel'a sa vrati zadévatel'ovi (alebo
osobe poverenej zaddvatelom) na zdklade
pisomnej Zziadosti zadavatela alebo po
dokon¢eni klinického skusania. InStiticia
vyvinie primeranu starostlivost’, aby udrZiavala
toto vybavenie, kym ho bude mat’ k dispozicii,
pod podmienkou, Ze zadavate bude
zodpovedny za néklady na udrzbu a opravy
vdosledku  beZného  opotrebovania. Ak
inStiticia nevrati vybavenie, od koneénej platby
sa odpocita spravodlivd trhovd hodnota tohto
vybavenia. Ak konefna platba nepokryje celt
cenu spravodlivej trhovej hodnoty vybavenia,
institicia bude povinna nahradit’
zadavatel'ovi/PRA zvy$nu Cast’ nakladov.

Vzorky biologického materidlu, pokial budu
odoberang, tieto bude moZné pouzivat vyluéne
len pre ucely klinického sku$ania alen pocas
vykondvania tohto klinického skiidania.
DOBA PLATNOSTI; UKONCENIE.
Tato zmluva nadobudne platnost v deil
ucinnosti abude platitt aZ do dokonéenia
klinického skuSania inStiticiou. Klinické
skuSanie bude vykonavané do 03/2015, ak
neddjde k jej skorSiemu ukonéeniu podla tejto
zmluvy. SkuSajici je povinny ozndmit
ukoncenie klinickej Studie na referat klinickych
Stadii v UNB, Pazitkova 4, Bratislava, 821 01,
Slovenskéd republika, najneskér do 15 dni po
ukonceni klinického skusania.

Tato zmluvu moéZe PRA alebo zadavatel
kedykol'vek a z akéhokol'vek dovodu ukonéit’
pisomnou vypovedou zaslanou tridsat’ (30) dni
pred ukonfenim alebo ktordkol'vek zmluvna
strana  okamZite  pisomnou  vypovedou
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reasonable health or safety reasons.

c) Upon the effective date of termination of this
Agreement, an accounting shall be conducted by
the Institution, subject to verification by PRA.
Following PRA's receipt of adequate
documentation, PRA will pay the Institution for:

(i) all services properly rendered and monies
properly expended by the Institution,
through the effective date of termination
which have not yet been paid by PRA; and

(i1) non-cancelable obligations properly

incurred for the Study by the Institution

prior to receipt of notice of termination.

d)  If the Institution has been paid any amounts
which have not been earned hereunder as of the

date of termination, the Institution shall
promptly return to PRA all such unearned funds
within 30 days.

12. INSURANCE.

The parties hereto acknowledge that Sponsor has
obtained insurance cover, as required by applicable
law, for Study Patient’s injuries arising from their
participation in the Study. Institution shall maintain
adequate insurance or self-insurance to the extent of its
contractual, professional and medical liabilities.
Institution shall, at PRA request, have its insurance
carrier for such insurance furnish to PRA a certificate
that such insurance is in force, such certificate to
indicate any deductible and/or self-insured retention
and stipulate that such insurance will not be canceled
or reduced while this Agreement is in effect without at
least thirty (30) days prior written notice to PRA.

13. INDEMNIFICATION.

a) That Sponsor’s obligation to indemnify, defend
or hold harmless Institution, Investigator and
their respective personnel (collectively, the “Site
Indemnitees”) is limited to an obligation to
indemnity, defend or hold harmless the Site
Indemnities solely from and against any and all
liabilities, damages, losses, claims, or expenses,

Univerzitnd nemocnica Bratislava / Prof. MUDr. Peter Turéani, Ph.D.
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z opodstatnenych zdravotnych alebo

bezpeénostnych dovodov.

¢) Po dni ukonlenia ulinnosti tejto zmluvy
indtiticia vyhotovi vyuétovanie, ktoré musi
potvrdit' PRA. Potom, ako PRA prijme prislu$nu
dokumentéciu, zaplati institiicii za:

(i) vietky sluzby riadne poskytnuté a vydavky
Géelne ariadne vynaloZené inStituciou az
do dria ukongenia, ktoré PRA neuhradila; a

(i) zavizky, ktoré indtiticia riadne plnila v
ramci  klinického skuSania eSte pred

prijatim vypovede a ktoré nemoZno zrusit.

d) Ak inStiticia prijme akékol'vek sumy, ktoré
neboli ziskané na zéklade tejto zmluvy po
datume ukonéenia, okamzite ich vrati PRA do
30 dni.

12. POISTENIE.

Zmluvné strany tymto potvrdzuji, Ze zadéavatel
zabezpetil poistenie podla poziadaviek prisluSnych
pravnych predpisov na zaplatenie zranenia pacientov
v klinickom skusani vyplyvajice z ich ucasti v tomto
klinickom skiSani. InStiticia bude udrZiavat
primerané poistenie alebo zabezpedi vlastné poistenie
vrozsahu svojich zmluvnych, profesiondlnych
a lekarskych zodpovednosti. Indtiticia na poZiadanie
PRA poskytne PRA potvrdenie, Ze je takéto poistenie
platné, na ktorom budi uvedené zriZky a/alebo suma
spolutgasti poistenca a informacia, Ze toto poistenie sa
nezru$i ani nezniZi podas platnosti tejto zmluvy bez
zaslania pisomného oznadmenia PRA najmenej tridsat’
(30) dni pred tym.

13. ODSKODNENIE

a) Povinnost zadavatela od3kodnit, ochrénit
a zbavit' zodpovednosti inStituciu, zadavatel'a
aich prislusny personal (spolu dalej ako
,,0d8kodnené strany  pracoviska®) je
obmedzena na povinnost odSkodnif, ochranit
a zbavit zodpovednosti odSkodnené strany
pracoviska vylu¢ne vzhladom na povinnosti,

Confidential
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including court costs and reasonable attorneys’
fees (“Losses”) resulting from any third party
claims, actions or proceedings seeking
compensation for bodily injury or death of any
Study Patient enrolled in the Study at the
Institution, to the extent that such injury or death
was directly caused by the applicable Study
Drug provided by Sponsor and used in
compliance with the applicable Clinical Trial
Agreement, the Protocol, and the Informed
Consent, but solely to the extent that such
Losses do not arise out of or are not in
connection with any:

(i) Site Indemnitees’ failure to (A) follow any
applicable federal, state or local laws,
regulations, and guidelines, (B) follow
applicable standards of care, or (C) conform
to reasonable and prudent clinical practices,
including GCPs as applicable to clinical
studies:

(i) Site Indemnitees’ wrongful or negligent
acts or omissions, or willful malfeasance or
misuse of the Study Drug;

(11i) Site Indemnitees’ failure to follow the
Protocol or other written recommendations
or instructions provided by Sponsor or
PRA; or

(iv) treatment of a Study subject prior to

Univerzitna nemocnica Bratislava / Prof. MUDr. Peter Tur&ani, Ph.D.

(i) odSkodnené
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Skody, straty, Zaloby alebo vydavky, vritane
sudnych nakladov a odévodnenych poplatkov
pravnemu zéstupcovi (d’alej len ,straty®)
vyplyvajiice z nérokov, Zaléb alebo konani,
ktoré sa snazia o ndhradu za telesné ujmy alebo
smrt’ akéhokol'vek pacienta zaradeného do
klinického skuSania v indtiticii v rozsahu,
v akom bola tdto ujma alebo smrt’ spésobena
prisluSnym skiSanym liekom, ktory poskytol
zadavate aktory bol pouzty v silade
s prisluSnou zmluvou o klinickom sku3ani,
protokolom a informovanym suhlasom, vylu¢ne
viak vtakom rozsahu, vakom takéto straty
nesuviseli s pripadmi, ked":

(i) ods8kodnené strany pracoviska (A)
nedodrZiavali prisludné federélne,
vnutrodtitne  alebo  miestne  prdvne

predpisy, nariadenia alebo smernice, (B)
nedodrziavali prisluSné normy starostlivosti
alebo (©) nepostupovali v sulade
s prisluSnymi  a obozretnymi  klinickymi
postupmi vztahujicimi sa na klinické
skuSania vratane spravnej klinickej praxe;

strany pracoviska konali
nespravne alebo s nedbalost'ou, pripadne sa
dopustili opomenutia alebo wUmyselného

nezakonného konania alebo zneuZitia
skuSaného lieku;
(iii) od$kodnené strany pracoviska

nedodrziavali protokol alebo iné pisomné
odporucania alebo pokyny, ktoré poskytne
zadavatel alebo PRA; alebo

(iv) boli pacienti v klinickom skuani lieCeni

initiation of the Study at the Institution. v indtiticii pred zadiatkom klinického
skuSania.

b)  That Institution, Investigator shall, at a b) InStiticia askusajici prinajmenSom od$kodnia,
minimum, indemnify, defend, and hold harmless obrania a zbavia zodpovednosti zadavatel'a, jeho
Sponsor, its affiliated entities and their pridruzené spoloénosti aich  prisludnych
respective employees and personnel zamestnancov a persondl (spolu dalej ako
(collectively, the “Sponsor Indemnitees™) from ~o0dikodnené osoby zaddvatel’a®) v stvislosti
and against any and all Losses resulting from or s akymikol'vek stratami savisiacimi s narokmi,
arising out of or in connection with any third zalobami alebo konaniami tretej strany
party claims, actions or proceedings relating to v suvislosti s pripadmi, ked”:
any: '

(i) Site Indemnitees’ failure to follow any (i) odskodnené strany pracoviska
Page 13 of 25
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applicable federal, state or local laws,
regulations, and guidelines, or to conform
to reasonable and prudent clinical practices,
including GCPs as applicable to clinical
studies;

(i1) Site Indemnitees’ wrongful or negligent
acts or omissions, or willful malfeasance or

misuse of the Study Drug;

(iii) Site Indemnitees’ failure to follow the
Protocol or other information provided to
Site Indemnitees in connection with the
Study by Sponsor or PRA; or

(iv) treatment of a Study Patient prior to
initiation of the Study. :

14. STATUS OF SPONSOR.

.Sponsor is an intended third-party beneficiary
to this Agreement. To the extent applicable law does
not allow vesting of any rights directly in Sponsor
under this Agreement, such rights will vest in PRA, on
Sponsor’s behalf until the Sponsor grants its consent
according to the Civil Code.

15. CERTIFICATIONS.

a)  The Institution and the Investigator hereby
certifies that it and in the case of the Institution
its employees have not been and are not
currently debarred or disqualified from
participating in clinical research under any laws
or regulations or subject to a sanction,
disciplinary action, or agreement by or with any
federal, state or local agency, including state
licensing authorities or regulatory authorities,
medical societies, or specialty boards, that
restricts their ability to practice medicine. If
during the term of this Agreement, the
Institution, or anyone on its employees, or the
Investigator

Univerzitna nemocnica Bratislava / Prof. MUDr. Peter Turani, Ph.D.
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nedodrziavali prislu$né federalne,
vnutro§titne  alebo  miestne  prdvne
predpisy, nariadenia alebo smernice alebo
nepostupovali  vsulade s prisluSnymi
a obozretnymi klinickymi postupmi
vztahujucimi sa na klinické skasania

vratane spravnej klinickej praxe;
(i) odSkodnené strany pracoviska konali
nespravne alebo s nedbalost’ou, pripadne sa
dopustili opomenutia alebo umyselného
nezdkonného konania alebo zneuZitia
skuSaného lieku;
(iii)) odSkodnené strany pracoviska
nedodrziavali  protokol  alebo  iné
informdcie, ktoré poskytol zadavatel’ alebo
PRA od3kodnenym osobdm pracoviska
v suvislosti s klinickym sku$anim; alebo
(iv) boli pacienti v klinickom sk$ani lie€eni
pred zaciatkom klinického skisania.

14. STATUS ZADAVATEDLA.

Zadavatel' je urfend oprdvnend osoba tretej strany
vzhladom na tito zmluvu. V rozsahu, v ktorom
prisludné pradvne predpisy neumoZfuji na ziklade
tejto zmluvy postipit Ziadne prava priamo
zadavatelovi, budu tieto prava postipené v mene
zadavatel'a na PRA, az kym zadavatel’ neudeli suhlas
v sulade s ob¢ianskym zdkonnikom.

15. POTVRDENIA.

a) InStiticia a Skusajuci a v pripade Institucie aj
zamestnanci tymto potvrdzuji, Ze neboli
vyli&eni ani nie su v sicasnej dobe vylideni ani
diskvalifikovani Z ucasti v klinickych
skuSaniach  podla  Ziadnych  vSeobecne
zavdznych pravnych predpisov alebo nie su
predmetom sankcie, disciplinirneho opatrenia,
alebo dohody s akoukol'vek federélnou, $tatnou
alebo miestnou agentirou, vratane S§tatnych
organov vydavajicich licencie  alebo
regulaénych organov, lekarskych spolo¢nosti
alebo Specidlnych komisii, ktoré obmedzuje ich
schopnost’ na vykon lekarstva. Ak pocas doby
trvania tejto zmluvy bude institicia alebo
zamestnanci alebo Sku3ajuci

Confidential
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b)

c)

16.

(i) becomes debarred or disqualified or subject
to a sanction, disciplinary action, or
agreement, as described above

receives notice of an action or threat of an
action, sanction, disciplinary action or
agreement, as described above with respect
to its debarment or disqualification, the
Institution shall notify PRA immediately.

(i)

The Institution hereby certifies that it has not
and will not use in any capacity the services of
any individual or entity which has been debarred
or disqualified from participating in clinical
research under any laws or regulations. In the
event that the Institution becomes aware of the
debarment, threatened debarment,
disqualification or threatened disqualification of
any individual or entity providing services to the
Institution or to the Investigator which directly
or indirectly relate to activities under this
Agreement, the Institution shall notify PRA
immediately.

The Institution warrants and promises that, in
connection with this Agreement, it has not and
will not (directly or indirectly) make any
improper payment or offer (or authorizing
another to pay or offer) money or anything of
value to a government official or any other
person connected with the provision of services
under this Agreement, in order to improperly
influence any act or decision of such official or
person, to induce such official or person to do or
omit to do any act in violation of his or her
relevant duty, to obtain any improper advantage,
to procure improper performance of a function
or activity associated with this Agreement or in
the case of a government official, to induce such
official to use his or her influence improperly to
affect or influence any act or decision of a
government.

ASSIGNABILITY.

Institution may not assign any of its rights or

delegate any performance under this Agreement,

Univerzitna nemocnica Bratislava / Prof. MUDr. Peter Turéani, Ph.D.
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(i) vylaceni alebo diskvalifikovani, alebo buda
predmetom  sankcie, disciplinarneho
konania alebo dohody, ako je popisané
vyssie

dostanti ozndmenie o zalati konania alebo
hrozbe zadatia konania, o zafati sankcie,
disciplinairneho opatrenia alebo dohody,
ako je popisané¢ vysSie, za ucelom
vylicenia alebo diskvalifikicie, institicia
bezodkladne oznami tuto skutoénost’ PRA.

(ii)

Indtiticia tymto potvrdzuje, Ze nevyuZivala
a nebude nijakym spdsobom vyuZivat ¢innosti
fyzickej osoby ani subjektu, ktory bol vylueny
alebo diskvalifikovany zucasti v klinickych
skusaniach na zdklade akychkolvek pravnych
predpisov alebo nariadeni. V pripade, ak sa
inStiticia dozvie o vyliéeni, hroziacom
vyli¢eni, diskvalifikdcii alebo  hroziacej
diskvalifikacii fyzickej osoby alebo subjektu,
ktory poskytuje sluzby institicii  alebo
skusajucemu, ktoré sa priamo alebo nepriamo
tykaji c¢innosti podla tejto zmluvy, indtiticia
bezodkladne oznami tuto skutoénost’ PRA.

Indtiticia sa zaruCuje a slubuje, Ze v suvislosti
stouto zmluvou (priamo ani nepriamo)
nevykonala ani nevykona Ziadne neprimerané
platby alebo ponuky (neoprévni ind osobu na
vykonanie platieb alebo ponuky) na zaplatenie
finanénych prostriedkov alebo inej hodnotnej
veci vladnemu tradnikovi alebo inej osobe
v suvislosti s poskytovanim sluZieb na zéklade
tejto zmluvy na neprimerané ovplyvnenie ¢inu
alebo rozhodnutia takéhoto tiradnika alebo
osoby, na ovplyvnenie takéhoto tradnika alebo
osoby, aby konali alebo nekonali poruSenim
svojich prislunych povinnosti, s cielom ziskat'
akukol'vek neprimeranu vyhodu, aby vyvinuli
neprimerant ¢innost' alebo aktivitu suvisiacu
s touto zmluvou alebo v pripade vlddneho
uradnika naviedli takéhoto Uradnika, aby
neprimerane pouzil svoju moc na ovplyvnenie
¢inu alebo rozhodnutia viady.

POSTUPENIE.

Inititiicia nie je opravnena postupit’ akékol'vek

prava ani zavizky podla tejto zmluvy, dobrovolne
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voluntarily or involuntarily, whether by merger,
consolidation, dissolution, operation of law, or any
other manner except with the prior written consent of
PRA, and any purported assignment or delegation
without PRA’s written consent is void. PRA may
assign the Agreement at any time and for any reason
to Sponsor or Sponsor’s representative.

17. NOTICES.

With the exception of Study funds paid by
PRA pursuant to Section 3 hereof, all notices required
or permitted to be given under this Agreement shall be
in writing and shall be (a) delivered personally, (b) sent
by certified mail, or (c) sent by a nationally-recognized
courier guaranteeing next-day delivery, to the
recipients below. The parties agree that changes to the
addresses below for receipt of notices under this
Section may be effected by a letter signed by the
relevant party and does not require an amendment to
this Agreement signed by all parties:

If to PRA:
Pharmaceutical Research Associates SK s.r.o0.
C/O Pharm Research Associates (UK) Ltd
500 South Oak Way, Green Park
Reading, Berkshire, RG2 6AD
United Kingdom
Attention: Manager of Legal Affairs
If to the Sponsor:
Teva Pharmaceutical Industries Ltd.

Attention: Chief Legal Officer, Legal
Department

5 Basel Street, Petah Tiqva 49131, Israel

Telephone: 972-3-926-7297

Univerzitna nemocnica Bratislava / Prof. MUDr. Peter Tur&ni, Ph.D.
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ani nedobrovolne, ¢i uZz na zaklade zludenia,
zrudenia, priamo zo zdkona, alebo akymkol'vek inym
sposobom, s vynimkou predchadzajuceho pisomného
sthlasu PRA. Akékol'vek 1udajné postipenie bez
pisomného sthlasu PRA je neudinné PRA mozZe
kedykol'vek a z akéhokol'vek ddévodu postupit’ tito
zmluvu zaddvatel'ovi alebo zastupcovi zadédvatel’a.

17. QZNAMENIA.

S vynimkou finanénych prostriedkov
klinického skuSania uhradenych PRA podl'a ¢lénku 3
tejto zmluvy, vietky ozndmenia, ktoré musia alebo
moZzu byt =zaslané podla tejto zmluvy, buda
v pisomnej forme a budu (a) dorucené osobne, (b)
zaslané doporuCenym listom, alebo (c) zaslané
celodtitne  uzndvanym  kuriérom, zarucujucim
doruenie hned’ v nasledujici ded, prijemcom
uvedenym d'alej. Zmluvné strany sa dohodli, Ze zmeny
adries uvedenych niZ§ie uréenych na prijimanie
oznamov podla tejto ¢asti moZno vykonat formou
listu podpisaného prisluinou zmluvnou stranou
a nevyZaduje sa vyhotovenie dodatku k tejto zmluve
podpisaného vSetkymi stranami.

Pre PRA:
Pharmaceutical Research Associates SK s.r.o.
C/O Pharm Research Associates (UK) Ltd
500 South Oak Way, Green Park
Reading, Berkshire, RG2 6AD
Spojené kralovstvo
Do ruk: Veduci pravneho oddelenia
Pre Zadavatel’a:
Teva Pharmaceutical Industries Ltd.

Do ruk: veduici pravneho oddelenia, pravne
oddelenie

5 Basel Street, Petah Tiqva 49131, Israel

Telefon: 972-3-926-7297
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Facsimile: 972-3-926-7429
And to
Teva Pharma GmbH

Attention: Clinical Operations
Waldecker-Stralie 7
D-64546 Moerfelden-Walldorf, Germany
If to the Institution:
Univerzitnd nemocnica Bratislava
Pazitkova 4
Bratislava 821 01
Slovak Republic
Attention:MUDr. Miroslav BdZoch, Ph.D., MPH

18. USE OF NAMES.

The Institution shall not use the name, symbols
and/or trademarks of PRA or the Sponsor in any form
of publicity in connection with the Study unless
explicitly approved by PRA or the Sponsor in advance:.
Institution agrees that, in accordance with applicable
law, Sponsor may make public the amount of funding
provided hereunder for the conduct of the Study and
may identify Institution as part of this disclosure.

19. WAIVER: SEVERABILITY.

No waiver of any term or condition of this
Agreement whether by conduct or otherwise in any
one or more instances shall be deemed to be or
construed as a further or continuing waiver of any
such term or condition, or of any other term or
condition of this Agreement. If any one or more of
the terms or conditions of this Agreement are held to
be invalid, void, illegal or unenforceable in any
respect, the validity, legality and enforceability of the
remaining terms and conditions contained herein shall
not in any way be affected or impaired hereby.

Univerzitna nemocnica Bratislava / Prof. MUDr. Peter Turéani, Ph.D.
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Fax: 972-3-926-7429

A spolo¢nosti

Teva Pharma GmbH

Do rik: Klinické prevadzky

Waldecker-Strafle 7

D-64546 Moerfelden-Walldorf, Nemecko
Pre InStitaciu:

Univerzitnd nemocnica Bratislava

Pazitkova 4

Bratislava 821 01

Slovenska republika

Do rik: MUDr. Miroslav BdZoch, Ph.D., MPH

18. POUZIVANIE MIEN.

Indtiticia nesmie pouzivat meno, symboly a/alebo
ochranné znamky PRA alebo zadévatel'a v akejkol'vek
forme publicity v stvislosti s klinickym skuSanim,
pokial’ uvedené PRA alebo zadavatel’ vyslovne vopred
neschvali. Institicia suhlasi, Ze =zadivatel mobZe
v stlade s prisluSnymi pravnymi predpismi zverejnit’
sumu finanénych prostriedkov poskytnutych na
zaklade tejto zmluvy za vykonavanie klinického
skifania a méZe oznalit' inStiticiu ako sucast’ tohto
zverejnenia.

19. VZDANIE SA: ODDELITEDNOST.

Neuplatnenie prava podla ktoréhokol'vek
ustanovenia tejto zmluvy, & uZ konanim alebo inak
v jednom alebo viacerych pripadoch, sa nebude
vykladat' ako d’alSie alebo trvalé vzdanie sa prava
podl'a takéhoto ustanovenia alebo iného ustanovenia
tejto zmluvy. Ak jedno alebo viacero ustanoveni tejto
zmluvy budd vyhlasené za neplatné, nedcinné,

nezakonné alebo nevykonatelné v akomkol'vek
ohlade, platnost, zékonnost' a vykonatelnost
ostatnych ustanoveni vnej wuvedenych nebude

Ziadnym spésobom ovplyvnena ani ohrozend.

Confidential
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20. ENTIRE AGREEMENT; EXHIBITS;
COUNTERPARTS; CHOICE OF LAW AND
LANGUAGE,

This Agreement, together with the Exhibits
attached hereto, constitutes the full understanding of
the parties with respect to the subject matter hereof,
and a complete and exclusive statement of the terms of
their agreement, and no terms, conditions,
understanding or agreement purporting to amend,
modify, vary or waive the terms of this Agreement
shall be binding unless made in writing and signed by
an authorised representative of each party hereto. This
Agreement and any amendment hereto may be
executed in several counterparts, each of which shall
be deemed an original but taken together shall
constitute one and the same instrument.

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

To the extent permitted by law, the Slovak version
shall have precedence in case of any discrepancies
between local language version and the English
language version.

21. CONTINUING OBLIGATION: SURVIVAL
OF PROVISIONS.

Except as otherwise specifically provided herein,
termination of this Agreement shall not relieve any
party hereto from any obligation under this Agreement
that accrued or arose from facts and circumstances in
existence prior thereto. In addition, the provisions of
this Agreement that by their nature contemplate
continuing obligations shall survive expiration or
termination of this Agreement.

Signatures appear on following page.

Univerzitnd nemocnica Bratislava / Prof. MUDr. Peter Tur&ani, Ph.D.
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CELA DOHODA: PRILOHY:

EXEMPLARE; VYBER PRAVA

A JAZYKA

20.

Tato zmluva spolu sprilohami k nej
pripojenymi, tvori uceleni dohodu zmluvnych stran
ojej predmete auplné avyluéné vyhldsenie
podmienok tejto zmluvy, pricom akékolvek vyrazy,
podmienky, dojednania alebo dohody, ktoré by mali
menit, modifikovat’, upravovat” alebo rusit' podmienky
a ustanovenia tejto zmluvy, budi zivdzné len vtedy,
ak budu vyhotovené pisomne a podpisané opravnenym
zastupcom kazdej zmluvnej strany tejto zmluvy. Tato
zmluva aakykol'vek dodatok knej méZzu byt
vyhotovené v niekol’kych exemplaroch, zktorych
kazdy sa bude povaZovat' za origindl, ale spolo¢ne
budu predstavovat’ jednu a t1 ist listinu.

Této zmluva sa bude riadit’ a vysvetlovat' v stlade
s pravnymi predpismi Slovenskej republiky.

V rozsahu, vakom to povoluje zdkon, bude mat’
slovenska verzia prednost’ v pripade akychkol'vek
nezhod medzi verziou v miestnom jazyku a anglickou
Verziou.

21. PRETRVAVAJUCI ZAVAZOK;
PRETRVAVAJUCA PLATNOST
USTANOVENL

Ak tito zmluva neustanovuje inak, ukoncenie
tejto zmluvy nezbavuje Ziadnu zmluvni stranu
povinnosti plnenia akéhokol'vek zaviazku podla tejto
zmluvy, ktory uz nastal alebo vznikol zo skutoénosti
a okolnosti, ktoré existovali pred takymto ukon&enim.
Ustanovenia tejto zmluvy, ktoré svojou povahou
predstavuju zévdzky, ktoré ukondenim tejto zmluvy
nezanikaji, budi nad’alej platit” aj po alebo ukonéeni
tejto zmluvy.

Podpisy st uvedené na nasledujucej strane.
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IN WITNESS WHEREOF, the parties have
caused this Agreement to be executed by their duly
authorised representatives on the date(s) indicated
below, but effective for all purposes as of the Effective
Date.

Pharmaceutical R

By/Podpisal:

MUDr. Andrea KI¢

Name/Meno:

Proxy/Prokuristka

O Ockrtnn OI4

UNIVERZITNA NE!

Title/Funkcia:

Date/Datum:

By/Podpisal:

Opravnend osoba

MUDr. Miroslav Bdzoch, Ph.D.,
MPH

Name/Meno:

Director / Riaditel’

07 10. 201

Title/Funkcia:

Date/Datum:

PROF. MUDR. PETER TURCANI PH.D.

Authorised Signature/
Opravnena osoba

Name/Meno: prof. MUDr. Peter Turcéni Ph.D.

Title/Funkcia: Investigator / Skucajuci

0f/ocr/ Lo/

Date/Datum:

Univerzitna nemocnica Bratislava / Prof. MUDr. Peter Turéani, Ph.D.
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NA DOKAZ TOHO zmluvné strany podpisali
tuto Zmluvu prostrednictvom svojich opravnenych
zastupcov v dole uvedeny deri, ale s ucinnostou pre
vietky ugely az v Denl uéinnosti.
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EXHIBIT A

PAYMENT TERMS

Protocol Number: LAQ-MS-305

1,

Patient Enrollment — The Study is competitive
for patient recruitment. Approximately 300 sites
will be recruiting worldwide for a total of 1,800
eligible patients. PRA anticipates that the Site
will recruit approximately 6 patients, and up to,
approximately, 20 patients, but makes no
guarantees regarding this number. PRA will
advise on recruitment progress and notify sites
when recruitment is complete. -

Univerzitna nemocnica Bratislava / Prof. MUDr. Peter Turéani, Ph.D.

LAQ-MS-305
PRILOHA A

PLATOBNE PODMIENKY

Cislo Protokolu: LAQ-MS-305

1.

Zarad’ovanie pacientov - toto klinické
skiSanie je wvpripade naboru pacientov
konkurencné. Priblizne 300 pracovisk z celého
sveta bude robit’ ndbor celkom 1 800 vhodnych
pacientov. PRA predpoklada, Ze pracovisko
ziska pribliZne 6 pacientov a maximalne 20
pacientov. Vzhladom na tento pofet vSak
neposkytuje Ziadne zaruky. PRA poskytuje
poradenstvo o procese naboru a oznamuje
pracoviskdm, ak sa nabor ukon¢i.

2. Screen Failures — PRA will pay for screen 2. Pacienti, ktori nevyhoveli pri skriningu -
failures as set out in the Budget (Exhibit B). The PRA zaplati za pacientov, ktori nevyhoveli pri
Site must document all screening procedures skriningu, podla rozpoétu (priloha B).
completed prior to screen failure and must Pracovisko musi zdokumentovat  vSetky
ensure that the patient has signed an informed vySetrenia vykonané pocas skriningu pred tym,
consent form. PRA will not pay for any ako pacient nevyhovie pri skriningu a musi
procedures carried out after the patient has zabezpe(it, aby pacient podpisal informovany
failed screening. sthlas. =~ PRA nezaplati za Ziadne vySetrenia

vykonané po tom, ako pacient nevyhovie pocas
skriningu.

3. Non-payable Activities — PRA will not pay for 3. Neprepldcané Cinnosti — PRA nezaplati za
any treatments given in violation of the Protocol Ziadne liecby poskytnuté Vv rozpore
unless approved by the Sponsor, nor will PRA s protokolom, pokial' ich neschvéli zadavatel,
pay for any actions that violate applicable laws ani za Zadne C¢innosti, ktoré s v rozpore
or regulations. s prisluSnymi  prévnymi  predpismi  alebo

nariadeniami.

4, Payment Timing— PRA will make quarterly 4. Casovy plan platieb — PRA bude platby
payments in EUR within forty-five (45) days of vykonavat’ Stvrtroéne do Styridsiatich piatich
receipt of a valid invoice. A valid invoice must (45) dni od prijatia platnej faktury v eurach.
include the Protocol name and number and a Platna faktira musi obsahovat’ nazov protokolu
detailed summary of reimbursements to be a Cislo a podrobny rozpis thrad na preplatenie
made including screen failures. If the Payee is vratane pacientov, ktori nevyhoveli pri
VAT registered, the VAT Registration Number skriningu. Ak je prijemca platby registrovany
must also be stated on the invoice. Institution na ucely DPH, musi byt na faktiire uvedené aj
must make invoices payable by PRA and sent, identifika¢né ¢islo DPH. IndtitGcia musi
along with any inquiries relating to payments to: zabezpecCit, aby PRA zaplatila faktiry a odoslat’

ich spolu s informéaciami o prevodoch na adresu:
Accounts Payable Accounts Payable
Pharmaceutical Research Associates SK Pharmaceutical Research Associates SK
S.I.0. s.r.o.
BaérdoSova 2/A BardoSova 2/A
Page 20 of 25
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Slovak Republic/ Institution Only Clinical Trial Agreement
Univerzitna nemocnica Bratislava / Prof. MUDr. Peter Tur&ani, Ph.D.

Bratislava, 831 01
Slovak Republic

Institution’s bank details:

Account’s name: Univerzitna nemocnica
Bratislava

Bank name: Statna pokladnica

Bank address: Radlinského 32, Bratislava, 810
05, Slovak Republic

Bank account: 7000279808/8180

IBAN: SK58 8180 0000 0070 0027 9808
SWIFT: SPSRSKBAXXX

Change of Institution’s bank details is not a
reason for concluding the Amendment to this
Agreement.

Payment identification will be presented based
on invoice issued by the Institution in
accordance with approved RFI.

Budget — The attached Budget (Exhibit B)
includes all fees payable. PRA will pro-rate
payments based on activities completed in
compliance with the Protocol.

Early Termination by Patients — PRA will
make payments for patients who withdraw early
from the Study based on activities completed in
compliance with the Protocol.

Ethics Committee/IRB Fees — PRA will
directly pay Ethics Committee/IRB fees
submitted to PRA.

Interim Payments — PRA will withhold 10% of
all payments for subject visits until PRA issues
the final payment as described herein. PRA will
reimburse the Payee, in accordance with the
Budget (Exhibit B) and these Payment Terms,
the remaining 90% of fee payment due
(collectively, “Interim Payments™). Any unused
portion of an advance payment made to the
Institution will be offset against subsequent
Interim Payments until such amount has been
exhausted.

LAQ-MS-305

831 01 Bratislava
Slovenska republika

Fakturaéné idaje InStiticie:

Meno prijemcu: Univerzitnd nemocnica
Bratislava

Nézov a adresa banky: Statna pokladnica,
Radlinského 32, Bratislava, 810 035, Slovensk4
republika

Cislo t&tu: 7000279808/8180

IBAN: SK58 8180 0000 0070 0027 9808
SWIFT: SPSRSKBAXXX

Zmena fakturatnych udajov InStitticie nie je
dévodom k uzatvoreniu dodatku k Zmluve.

Ako variabilny symbol bude pouzité &. faktury
Indtitiicie na zédklade odsuhlasenych podkladov
dorucenych do Institicie.

Rozpolet — priloZeny rozpoclet (priloha B)
zahffia vietky splatné poplatky. PRA zaplati
pomerné sumy na zaklade ¢innosti, ktoré boli
vykonané v silade s protokolom

Pred¢asné ukonéenie ulasti pacientmi — PRA
zaplati za pacientov, ktori predfasne ukonéili
svoju ucast v klinickom skuSani na ziklade
¢innosti, ktoré boli vykonané v sulade s
protokolom.

Poplatky etickej komisii/IRB — PRA zaplati
priamo etickej komisii/IRB poplatky predloZené
PRA.

PriebeZné platby — PRA pozastavi 10%
vietkych platieb za navitevy pacienta az kym
PRA nevykona konecnu platbu v stlade s touto
zmluvou. PRA zaplati prijemcovi platieb
vsulade srozpoftom (priloha B) a tymito
platobnymi podmienkami zostavajucich 90 %
splatného poplatku (spolu ako ,priebezné
platby®). Akdkol'vek nepouzitd c¢ast’ zalohy
zaplatend Indtitticii sa odpoéita od priebeZnych
platieb az kym nebude tato suma vy¢erpana.
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10.

Final Payment — PRA will pay the remaining
10% of fees owed when all data resolution has
been completed and accepted by Sponsor and
when all Materials have been reconciled by
PRA/Sponsor.

Taxes — The prices set out in the budget are in
EUR and do not include VAT (Value Added
Tax). If the Institution is VAT registered, and if
and to the extent VAT is required under
Institution’s country law, VAT shall be added to
each payment and shown on the invoice at the
local applicable VAT rate. The Institution shall
have sole responsibility for compliance with all
applicable tax laws. All invoices shall clearly
state any applicable VAT amounts for services
provided under this Agreement and shall be
submitted in accordance with applicable laws.
The Institution shall not invoice PRA or the
Sponsor for any other taxes based on or
connected with the Institution’s services under
this Agreement.

Univerzitna nemocnica Bratislava / Prof. MUDr. Peter Tur¢ani, Ph.D.

10.

LAQ-MS-305

Koneé&na platba — PRA zaplati zostavajucich
10 % poplatkov, ktoré zostani po vyhodnoteni
vietkych udajov a ich schvaleni zadavatel'om
apo vyrovnani  v3etkych  materidlov
PRA/zadavatel'om.

Dane - Ceny uvedené v rozpocCte si v eurdch a
nezahfiiaji DPH (daii z pridanej hodnoty). Ak
je InStitucia registrovana k platbe DPH a ak
pravne predpisy v krajine Indtiticie DPH
vyzaduju, DPH sa ku kaZdej platbe pripotita
podla platnych miestnych sadzieb DPH a
uvedie sa na faktire. Za dodrZiavanie
vietkych platnych zdkonov o daniach je
zodpovedna vyhradne Indtiticia. Na vietkych
faktarach budu jasne uvedené &iastky DPH za
sluzby poskytnuté podla tejto Zmluvy a
faktary budt predloZené v sulade so vietkymi
prisluSnymi  zdkonmi. Indtitticia nebude
spoloénosti  PRA  alebo  Zadavatelovi
fakturovat’ akékol'vek iné dane v stvislosti so
sluZbami In3tuticie poskytovanymi podl'a tejto
Zmluvy.

Note: No other funding requests will be considered
without the written consent of PRA or Sponsor.

Pozndmka: Bez predchddzajiiceho pisomného
stthlasu PRA alebo zadivatel'a sa nebudii brat’ do
uvahy Ziadne d’alfie Ziadosti o preplatenie.
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Slovak Republic/ Institution Only Clinical Trial Agreement
Univerzitna nemocnica Bratislava / Prof. MUDr. Peter Turcani, Ph.D.

LAQ-MS-305
EXHIBIT B PRILOHA B
BUDGET ROZPOCET
Teva Pharmaceutical industries LTD.
LAQ-MS-305
TEAQ305X-LAQ30S
Investigator prof. MUDr. Peter Turcani, Ph.D.
Study Center Univerzitna nemocnica Bratislava
Country Slovakia
Currency EUR
Overhead 17%
Site Terms

1. Per Patient Budget - The budget items in Exhibit B include all fees payable and will be paid in accordance with the Payment Terms set forth in Exhibit A.
2. "Ad Hoc / Conditionally Payable Fees" shown in the tables below that are not paid by third party payor will be paid at the rates listed below.
3. Description of Period 1, Early Treatment Discontinuation (ETD) for Period 1, and Period 2 wisits:

Period 1 - Double Blind Placebo Controlled: Screening, Baseline, Visit 3, Visit 4, Visit 5, Visit 6, Visit 8, Visit7, Visit 8, Visit 9, Visit 10, Visit 11, Visit 12/Completion/End of Study
Discontinuation (ESD)

ETD - Early Treatment Discontinuation: If a patient is discontinuing treatment early, they are to have the ETD Visit and encouraged to retum for any remaining Period 1 Visits

Period 1 and Period 2 - Double Blind Placebo Controlled and Active T t S ing, Baseline, Visit 3, Visit 4, Visit 5, Visit 6, Visit 8, Visit7, Visit 8, Visit 8, Visit 10, Visit 11, Visit 12-
Period 1 and Period 2, Visit 13, Visit 14, Visit 15, Visit 16, Visit 17, Visit 18, Visit 19, Visit 20, Visit 21, Visit 22/Completion Peried 2ETD

Site Costs

Ad Hoc Site Costs

Initial Submission for Local IRB/ERB/Ethics Committee Amount invoiced one time fee
Annual renewal for Local IRB/ERB/Ethics Committee Amount invoiced annual
Amendments for Local IRB/ERB/Ethics Committee Amount imvoiced recuming
Total Site Costs:
Page 23 of 25
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Slovak Republic/ Institution Only Clinical Trial Agreement
Univerzitnd nemocnica Bratislava / Prof. MUDr. Peter Tur&ani, Ph.D.

LAQ-MS-305
Per Patient Costs / Per Visit
Expected Number Total
Unit Cost Unit Type Overhead SubTotal ofinstances  Coat
Period 1 - Double Blind Placebo Controlled
Screening - Visit 1 130 sach 2 152 1 152
Basaline - Visit 2 144 sach F- 168 1 168
Visit 3 57 each 10 67 1 &7
Visit 4 46 each 8 54 1 54
Visit 5 116 each 20 138 1 138
Visit 6 13 sach 21 144 1 144
Visit 7 94 @ach 16 110 1 110
Visit 8 123 each 21 144 1 144
Visit 9 101 @ach 17 18 1 118
Visit 10 116 aach 20 136 1 138
Visit 11 54 @ach 16 110 1 110
Visit 12 - Completion / ESD 126 each 2 147 1 147
Early Treatment Discontinuation (Conditional-Period 1 only)
ETD Visit 126 each 21 147 0 -
Visit 3 53 each ] a2 0 -
Visit 4 az each T 48 0 -
Visit 5 112 each 18 31 0 -
Visit & 118 each 20 138 0 -
Visit 7 90 each 15 105 0 -
Visit 8 118 each 20 138 0 -
Visit 9 97 sach 17 114 0
Visit 10 112 each 19 131 Q -
Visit 11 90 each 15 106 0 -
Visit 12 - Completion / ESD 122 each 3l 143 0 -
Period 2 - Active Treatment
Baseline Perod 2 - Visit 12 24 each 4 28 1 28
Visit 13 57 each 10 &7 1 87
Visit 14 45 each 8 54 1 54
Visit 15 116 each 20 18 1 136
Visit 16 123 each 2 144 1 144
Visit 17 94 each 18 110 1 110
Visit 18 123 each Fil 144 1 144
Visit 19 94 @ach 16 110 1 110
Visit 20 123 each 21 144 1 144
Visit 21 o sach 16 110 1 110
Visit 22 - Completion Period 1/ ETD 126 each 21 147 1 147
Period 1 Estimated Total Cost Per Patient (Inclusive of cverhead): 1,487
Number of Patients: 1
Period 1 Estimated Total Per Site: 1,487
Period 1 and Period 2 Estimated Total Cost Per Patient (Inclusive of overhead): 2881
Number of Patients: 1
Period 1 and Period 2 Estimated Total Per Site: 2,681
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Slovak Republic/ Institution Only Clinical Trial Agreement

Univerzitna nemocnica Bratislava / Prof. MUDr. Peter Turéani, Ph.D.

LAQ-MS-305
Ad Hoc / Conditionally Payable Fees
Unit Cost Unit Type Overhead Total Cost

Screen Failure at Screening Visit 43 each 7 50
Screen Failure at Baseline Visit 178 each 30 208
Rescreening (MUST be sponsor approved) Ba each 15 103
Unscheduled Visit 30 each 5 35
Unscheduled Relapse Visit B8 each 15 104
Unscheduled Follow-up Relapse Visit 51 9 60
Mandatory Telephone Call to female patients to remind them of
scheduled home pregnancy test.(Period 1-Months
4,5,7,8,10,11,13,14,16,17,19,20,22,23; Period 2 Months
4AT, SAT TAT BAT, 10AT, 11AT, 13AT, 14AT 16AT 17AT, 18AT, 20AT, 22AT,
23AT 4 each 1 5
Blood Draw and Lab Handling if applicable per protocol (Local or Central) 8 each 1 7
Complete Neurclogical Exam during Scheduled (Visits 3, 4, 13, and 14)
or Unscheduled Visit if applicable (Includes EDSS, FS and T25FW) 44 each 7 51
Ancillary Studies:

Magnetization Transfer (MTR) (selected sites/countries) 34 each 6 40

30-T1-w acquisition of the cenical cord (selected sites/countries) 45 each 8 53

Blood Draw and Lab Handling (Whole Blood Serum) 6 each 1 7

Blow Draw and Lab Handling for Inmunological Assessment 6 each 1 7
Follow-up Exam (Rescreening or Unscheduled Visit if applicable) 14 each 2 16
Neurological Exam (Includes EDSS, FS and T25FW) and Evaulation of
relapse (Unscheduled Visit if applicable) 53 each -] 62

“tem will be paid upon recaipt of actual invoice w ithout increase for administrative
andor overhead fees.
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