H- - 473/ 2020

DODATOK C. 1 AMENDMENT No. 1 TO
K ZMLUVE O KLINICKOM SKUSANI LIEKU MEDICINE CLINICAL TRIAL AGREEMENT
PODL’A ACCORDING TO

PROTOKOLU KLINICKEHO SKUSANIA
CAMG334A2401 (d’alej len ,.Protokol®)

THE CLINICAL TRIAL PROTOCOL
CAMG334A2401 (hereinafter as the “Protocol”)

Novartis Slovakia s.r.o.

sidlo: Zizkova 22B, 811 02 Bratislava

ICO: 36 723 304

DIC: 2022302425

ICDPH: SK 2022302425

zapisany: v Obchodnom registri Okresného sudu

Bratislava I, oddiel: Sro, vlozka &. 44016/B

v mene ktorého kond/zastipeny:
Mgr. Hana Mrézova, vedica oddelenia pre
klinické skusanie, na zéklade plnomocenstva
PharmDr. Katarina Nosjean, na zéklade
plnomocenstva

bankové spojenie:
SWIFT:

IBAN:

(d’alej ako "Novartis")

a

Univerzitna nemocnica - Nemocnica svitého Michala
a.s.

sidlo: Satinského 1.7770/1, 811 08 Bratislava

1CO: 44 570 783

DIC: 202 273 8586

ICDPH: SK2022738586

zapisany: Obchodny register OS BA 1., oddiel: Sa,

vlozka €. 4677/B
v mene ktorého kona/zastipeny: doc. MUDr. Branislav

Delej PhD., MPH, generalny riaditel’ a predseda
predstavenstva

bankové spojenie:
SWIFT:

IBAN:

(d’alej len ,,Institacia‘)

a

Skusajici: MUDr. Franti§ek Juréaga, MPH
bydlisko:
détum narodenia:

(dalej len ,,SkiiSajuci alebo ,,Hlavny ski$ajiici®)

(Indtitucia a Skusajuci tieZ spolotne ako druha zmluvna
strana)

Novartis Slovakia s.r.o.
Registered office:ZiZzkova 22B, 811 02 Bratislava

Company ID: 36 723 304

Tax ID: 2022302425

VAT ID: SK 2022302425

Registration: Commercial Register of District

Court Bratislava I, Section: Sro,
Insertion No. 44016/B
Represented by:

Mgr. Hana Mrazova, Head of the
Department for Clinical Trials, on
a basis of a power of attorney
PharmDr. Katarina Nosjean, on
a basis of a power of attorney

Bank Details:

SWIFT:

IBAN:

(hereinafter “Novartis”)

and

Univerzitna nemocnica - Nemocnica svitého
Michala a.s.

Registered Seat:  Satinského 1.7770/1, 811 08
Bratislava

Company ID: 44 570 783

Tax ID: 202 273 8586

VAT ID: SK2022738586

Registration: Commercial Registry of the
District Court Bratislava 1,

Section:Sa, Insertion No. 4677/B
Represented by: doc. MUDr. Branislav Delej PhD.,
MPH, General Director, Chairman
of the Board

Bank Accoun.
SWIFT:
IBAN:
(hereinafter as the “Institution”)
a
Investigator:

Address:
Date of Birth:

MUDr. FrantiSek Juréaga, MPH

(hereinafter as the “Investigator” or the “Principal
Investigator”)

(Institution and Investigator also together as the other

Party)
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Zmluvné strany uzatvaraju tento Dodatok & 1
k horeuvedenej Zmluve o klinickom ska$ani zo diia
04.07.2019, ktorym sa ru§ia, menia alebo dopiﬁajl’l
ustanovenia tejto  Zmluvy oklinickom  skusani
nasledovne:

The Parties concluded into this Amendment No. 1 to
the above Agreement on the conduct of a clinical
study dated 04.07.2019, repealing and amend the
provisions of the Agreement on the conduct of a
clinical study as follows:

Zmluvné strany sa dohodli na zmene Cl. 14 — Doba
platnosti Zmluvy - Zmluvy v bode 14.1. tak, Ze bod
14.1. bude zniet nasledovne:

,, Zmluva sa uzatvara na dobu trvania klinického
skuSania a jej platnost’ kon¢i najneskor diiom zaniku

povolenia na vykonavanie klinického sktsania |

v Slovenskej republike. Predpokladany termin
ukoncenia klinického skui§ania je 31.05.2023.

The Parties agreed to amend Art. 14 — Agreement
Validity Period - in para. 14.1. of the
Agreement so that para. 14.1. shall be as
follows:

,» The Agreement is concluded for the period of the
clinical trial and its validity shall terminate at
the latest at the date of the expiry of the
authorization for the conducting of the clinical
trial in the Slovak Republic. The clinical trial is
expected to finish on 31.05.2023.”

Priloha €. 1 Zmluvy, ktord upravuje popis klinického
skiSania vratane zakladného ¢&asového planu, ktorej
povodné znenie bolo prilohou ¢.1 Zmluvy, sa nahradza
novym znenim, ktoré je uvedené v Prilohe ¢.1 tohto
dodatku.

Annex No. 1 of the Agreement, which governs the
description of the Clinical Trial, including the
basic schedule, the original wording of which
formed Annex No.l1 of the Agreement, shall be
supplemented by anew wording, as stated in
Annex No. 1 of this Amendment.

Priloha €.2 Zmluvy, ktora upravuje $pecifika rozsahu

a terminov thrady platieb za ¢innosti Institiicie spojené
s vykonanim klinického skuiSania, ktorej povodné znenie
bolo prilohou ¢. 2 Zmluvy, sa nahrddza novym znenim,
ktoré je uvedené v Prilohe ¢. 2 tohto dodatku ¢. 1.

Annex No. 2 of the Agreement, which governs
particulars of the scope and dates of payments for
activities of the Institution associated with the
conduct of the Clinical Trial, the original wording of
which formed Annex No. 2 of the Agreement, shall
be supplemented by a new wording, as stated in
Annex No. 2 of this Amendment No. 1.

Ostatné ustanovenia Zmluvy tymto dodatkom vyslovene
neupravené sa nemenia a zostavaji v platnosti.

Other provisions of the Agreement, which are not
expressly regulated by this Amendment, shall not be
amended and remain valid.

Tato Dodatok nadobuda platnost’ diiom jej podpisania
vietkymi zmluvnymi stranami a u¢innost dilom
nasledujicim po dni jej zverejnenia v centralnom registri
zmluv na www.crz.gov.sk. nakolko ide o povinne
zverejilovani zmluvu v zmysle § 5a ods. 1 Zdakona
o slobode informacii. Novartis zaroveti udeluje svoj
stihlas so zverejnenim tohto Dodatku podla
predchadzajiicej vety. Injtiticia bezodkladne zaSle
Zmluvu na zverejnenie; pokial’ neddjde k zverejneniu do
7 dni odo dia jej uzavretia, moze Novartis podat’ navrh
na jej zverejnenie. Institucia sa zavédzuje vydat Novartisu
pisomné potvrdenie o zverejneni Dodatku bez
zbyto&ného odkladu po jej zverejneni. Institucia je
povinna zabezpedit' nespristupnenie tych ustanoveni tohto
Dodatku, ktoré obsahujii informaciu, ktord sa podla
platnych pravnych predpisov nespristupiiuje.

This Amendment shall be valid upon signature by all
parties and enter into force on the day
following the day after its publication in terms
a central register of contracts on
www.crz.gov.sk, because it is an Agreement
which must be disclosed pursuant to Section
5a para. 1 of Act on Free Access to
Information. Novartis also gives his consent
to the publication according to the previous
sentence. The Institution shall immediately
send the Amendment for disclosure; if the
Amendment will not be disclosed within 7
days following its conclusion, Novartis may
submit a proposal for disclosure. The
Institution undertakes to issue to Novartis a
written confirmation about the disclosure of
the Amendment without undue delay after its
publication. The Institution is obliged to
ensure the non-disclosure of these provisions
of this Amendment, which is under the current
legislation confidential.

Tento dodatok je vyhotoveny v 4 rovnopisoch, dva obdrzi
Institicia a dva Novartis.

This Amendment is executed in four counterparts,
two for the Institution and two for Novartis.

Tento dodatok je vyhotoveny v slovensko-anglickej
verzii. V pripade rozporu medzi slovenskou a anglickou
jazykovou verziou dodatku alebo jeho priloh, ma
prednost’ slovenska verzia.

This Amendment is executed in Slovak-English
version. In case of any discrepancies between the
Slovak and the English language version of the
Amendment or its Annexes, the Slovak version shall
prevail.

Zmluvné strany prehlasuju, Ze si dodatok preéitali, jeho

The Parties represent that they read this Amendment,
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| obsahu porozumeli, %¢ ho uzavreli slobodne a véaine,
ur¢ite a zrozumitelne, ana potvrdenie toho, Ze obsah
tohto dodatku zodpovedd ich skutoénej a slobodnej véli,
ho vlastnoruéne podpisali.

understood its content and concluded it on their own
free will, in earnest, in all conscience and
unequivocally, and in witness of that the content of
this Amendment represents their good faith intention
and free will, they sign it by hand.

Za Novartis/For Novartis:

on a basis of a power of attorney

Za Novartis/For Novartis:

Za Novartis/For Novartis:

Clinical studv manaeer

Za Institaciu/Forthe tnstitatiom. |
Univerzitnd nemocnica - Nemocnica svitého Michalh a.s.
doc. MUDr. Branislav Delej PhD., MPH

generalny riaditel’ a predseda predstavenstva

Za SkuSajtceho/For Investigator
MUD:r. FrantiSek Juréaga, MPH

Jatum/Date:

Mgr. Hana Mrazova, Head of the Department for Clinical Trials /

Datum/Date:

PharmDr. Katarina Nosjean / ¢n a basis ot a power of attorney

Datum/Date:

Mgr. Katarina Zaleskd, projektovy manaZér klinického skiania/

Détum/Date:

Datum/Date:
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Priloha &.1

Annex No. 1

Nazov skiganého produktu/lieku:

Name of the investigational product/medication:

erenumab Erenumab
Referenéné &islo: Reference number:
AMG334 AMG334

Kod klinického skugania: Clinical trial code:
CAMG334A2401 CAMG334A2401

Nazov/Popis klinického ski$ania:

Prospektivne, 12-mesaéné, randomizované,
interven¢né, globilne multicentrické klinické
skuSanie kontrolované i¢innou lie¢bou na
‘porovnanie pretrvavania prospeSnosti dvoch
spdsobov liecby (erenumab podavany raz mesa&ne
oproti perordlnym profylaktikam) u dospelych
pacientov s epizodickou migrénou

Title/Description of the clinical trial:

A 12-month prospective, randomized,
interventional, global, multi-center, active-
controlled study comparing sustained benefit of
two treatment paradigms (erenumab qm vs. oral
prophylactics) in adult episodic migraine patients

Déatum finalnej verzie protokolu:
09.11.2018

Date of final version of the Protocol:
09.11.2018

Skusajuci: MUDr. FrantiSek Juréaga, MPH
Spoluskisajuci: MUDr. Mojmir La$ak
MUDr. Rébert Luptak

The Investigator: MUDr. FrantiSek Juréaga, MPH
Co-Investigator: MUDr. Mojmir Lagak
MUDr. Rébert Cuptak

Centrum:

Univerzitna nemocnica - Nemocnica svitého Michala
a.s.

Neurologicka klinika SZU

Satinského I. 7770/1

811 08 Bratislava

Telefén

Fax:

Mobil:

Centre:

Univerzitna nemocnica - Nemocnica svitého Michala
a.s.

Neurologicka klinika SZU

Satinského 1. 7770/1

811 08 Bratislava

Phone:

Fax:

Mobile:

Riaditel Ingtitacie:
doc. MUDr. Branislav Delej PhD., MPH
Telefén

Director of the Institution:
doc. MUDr. Branislav Delej PhD., MPH
Telephone:

Cislo centra: 4000

Centre number: 4000

Planovany pocet zaradenych pacientov: 5

Planned number of enrolled patients: 5

Monitor klinického skisania:
Tatiana Cabalova

Clinical trial monitor:
Tatiana Cabalova

Adresa:

Novartis Slovakia s.r.o.
Zizkova 22B, 811 02 Bratislava
Tel: a

Fax.

Address:

Novartis Slovakia s.r.o.
Zizkova 22B, 811 02 Bratislava
Tel:

Fax.

Casovy rozvrh klinického skagania:
20.5.2019 —31.05.2023

Clinical study schedule:
20.5.2019 - 31.05.2023

Zaciatok zarad’ovania pacientov:

Commencement of patient enrolment:

20.5.2019 20.5.2019
Ukongenie zarad’ovania pacientov/randomizécie: End of patient enrolment/randomization:
20.11.2019 20.11.2019

Ukoncenie klinického skuania najneskor:
31.05.2023

End of the clinical trial at the latest on:

| 31.05.2023
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Za Novartis/For Novartis: Datum/Date:

Mgr. Hana Mrazova, Head of the Department for Clinical Trials / on a basis of a power of attorney

Za Novartis/For Novartis: Datum/Date: ...

PharmDr. Katarina Nosjean, na/zéklade plhorfiocénstva/ on a basis of a power of attorney

Za Novartis/For Novartis: Datum/Date:

Mgr. Katarina Zélesk4, projektovy manazér klinického skt§ania/Clinical study manager

Za Institaciu/For the Lnstitution: <=utym/Date:

. P ; 811 08 Bratigtav:
Univerzitna nemocnit¢a.- Nemognica svitého Mlc?lala as.

doc. MUDr. Branislav Delej PhD., MPH !
generdlny riaditel’ a predseda predstavenstva

Za Skugajticeho/For Investigator
MUDr. Frantisek Jur¢aga, MPH

Datum/Date: .
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Priloha &.2

Annex No. 2

V3etky thrady sa vykonajti nasledovne:

All payments shall be made as follows:

Platby za navitevy zdokumentované v zdravotnej
dokumentacii Subjektu hodnotenia (vietky vySetrenia
vykonané v sulade s Protokolom) sa budd
uskutoctiovat’ polro¢ne, po¢nic prvym zaradenym
Subjektom hodnotenia, ato v zavislosti na vykonani
planovanych névstev a odovzdanych kompletnych
zdznamov z tychto navstev.

Payments for visits documented in the medical
documentation of the Study Subject (all examinations
performed in accordance with the Protocol) shall be
made semi-annually, starting with the first enrolled
Study Subject and depending on the completion of
scheduled visits and submitted complete records of
such visits.

Novartis sa zavdzuje, Ze na dalej uvedeny ucet
Institicie uhradi nédklady aodmenu za vykonanie
klinického skisania spolu vo vyske 1 638,- EUR za
jeden riadne ukon&eny Subjekt hodnotenia. Tato suma
zahfia vSetky ndklady a &innosti Institicie spojené
s vykonanim klinického skii$ania. Nezahftia odmenu
pre Skusajiiceho a nim uréeny pracovny tim za tikony
nad ramec poskytovania zdravotnej starostlivosti; tato
je dodatoénym nakladom firmy Novartis podla
odstihlasenych podmienok Novartisom v osobitnej
zmluve a nie je predmetom Zmluvy.

Novartis undertake that to the further mentioned
account of the Institution will pay the costs and
remuneration for providing of the clinical trial total in
amount of EUR 1 638 for one duly completed Study
Subject. This amount includes all costs and activities of
the Institution related to the execution of the clinical
trial. Do not include remuneration for the Investigator
and the designated working team for activities beyond
the scope of healthcare provision; this is an additional
cost for Novartis under the terms agreed by Novartis in
a separate agreement with the Investigator and is not
subject - matter of the Agreement with the Institution.

Planovany pocet Subjektov hodnotenia: 5

Uhrada pre Instituciu: 8 190,- EUR - Celkovo
Uhrada pre Institticiu najviac: 1 638,- EUR (slovom:
jedentisicSest’stotridsatosem  eur) za  kazdého
kompletne a vyhodnotitelne spracovany Subjekt
hodnotenia v klinickom skti$ani

sa vyplati nasledovne:

Platbaa)  80,- eur — Po kaZdej navsteve €. SV, Treat
WK-24, Treat WK-48

Platba b)  60,- eur — Po kazdej naviteve &. BV, Treat
WK-4, Treat WK-8, Treat WK-16, Treat WK-20,
Treat WK-28, Treat WK-32, Treat WK-40, Treat WK-
44

Platba ¢)  70,- eur Po kazdej navsteve &. Treat WK-
1, Treat WK-12, Treat WK-36

Platbad) 90,- eur — Po navsteve ¢. Treat WK-
52/ Early Exit

Platba e) 86,- eur Po navsteve &. Treat WK-56

Platba f) 36,- eur Po kaZdej navsteve €. Treat WK-
60, Treat WK- 68, Treat WK-72,
Treat WK-80, Treat WK-84, Treat
WK-92, Treat WK-96

Platba g) 44,- eur Po kaZdej navsteve ¢. Treat WK-

64, Treat WK-76, Treat WK-88, Treat
WK-100, Treat WK-104

A planned number of the Study Subjects: 5
Payment for the Institution: EUR 8 190 - In total

Payment for the Institution maximum of: EUR 1 638
(in words: one thousand six hundred and thirty eight
Euros) for each completely and in a manner allowing
for evaluation, processed Study Subject in the clinical
trial

shall be paid as follows:

Payment a) EUR 80 — Following each of the visti No.
SV, Treat WK-24, Treat WK-48

Payment b) EUR 60 — Following each of the visit No.
BV, Treat WK-4, Treat WK-8, Treat WK-16, Treat
WK-20, Treat WK-28, Treat WK-32, Treat WK-40,
Treat WK-44

Payment ¢) EUR 70 — Following each of the visits No.
Treat WK-1, Treat WK-12, Treat WK-36

Payment d) EUR 90 — Following visit No. Treat WK-
52/Early Exit

Payment ¢) EUR 86 - Following visit No. Treat WK-
56

Payment f) EUR 36 - Following each of the visits
No. Treat WK-60, Treat WK- 68, Treat
WK-72, Treat WK-80, Treat WK-84,
Treat WK-92, Treat WK-96

Payment g) EUR 44 - Following each of the visits
No. Treat WK-64, Treat WK-76, Treat
WK-88, Treat WK-100, Treat WK-104
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Uhrada pre Institaciu navySe 80,- eur — Po kaZdej
naviteve FUP usubjektov, ktori nebuda
pokradovat’ v extenzii Stidie po néavsteve & Treat
WK-52.

Additional payment for the Institution EUR 80
Following each FUP visit for subjects who will not
continue in the study extension after visit No. Treat
WK-52.

Uhrada pre Indtiticiu navySe za 2 Subjekty
hodnotenia, ktoré nesplnia kritérid pre randomizaciu —
tzv. screening failures:

Uhrada pre Indtiticiu za kaZdého vyhodnotitelne
spracovaného Utastnika v Klinickom skusani, ktory
nesplni kritéri4 pre pokraovanie v klinickom ska$an{
sa vyplati nasledovne:

Platba a) 80,- EUR - Za kazdého Ucastnika, ktory
nesplnf kritéria pre pokracovanie v Klinickom skti$ani
pri naviteve ¢. SV

Platba b) 140,- EUR - Za kazdého Utastnika, ktory
nesplni kritéria pre pokracovanie v Klinickom skt$ani
_pri navsteve & SV a BV

Additional payment for the Institution for 2 Study
Subjects who will not meet the randomization criteria —
so-called screening failures:

Payment for the Institution for each Study Subject not
meeting the criteria for continuing the clinical trial
processed in a manner allowing for evaluation:

Payment a) EUR 80,- for each Participant that does not
qualify for the continuation of the Clinical Trial on visit
no. SV

Payment b) EUR 140,- for each Participant that does
not qualify for the continuation of the Clinical Trial on
visit no. SV and BV

Pri odsuhlasenom zaradeni viac ako planovanych 5
randomizovanych Utastnikov a 2 Utastnikov, ktori
nesplnia kritéria pre zaradenie platia vy$Sie uvedené
podmienky pre kazdého d’aliieho Uastnika.

After approved inclusion of more than 5 planned
randomized Participants and 2 Participants who will not
meet the entry criteria the conditions above apply for
each additional Participant.

Platby podla tejto Prilohy zahriiajii vSetky lekarske
vySetrenia jednotlivého Ulastnika podFa Protokolu.
Vsetky pripadné neplanované navstevy a neplanované
telefonické kontakty vramci celého Klinického
skuSania st uZ zahmuté v platbich v zmysle tejto
Prilohy, a za takéto ukony nebudi poskytnuté Ziadne
dal’8ie platby.

Payments under this Annex shall include all medical
examination for each individual Participant under the
Protocol. Any potential unplanned visits or unplanned
phone contacts during all Clinical Trial are already
included in the payments under this Annex, and no
additional payment shall be provided for such action.

Novartis poskytne Institicii platbu za vy3etrenie
pecenovych testov vo vyske 10,- EUR za 1 vy§etrenie
v lokélnom laboratériu.

Novartis shall pay to the Institution for hepar tests in
the amount EUR 10,- for 1 test in the local laboratory.

Institicia mé nérok na nahradu redlne a preukézatelne
vynaloZenych nakladov v savislosti s podévanim
Standardnych peroralnych liekov registrovanych na
Slovensku na profylakticki lie€bu (prevenciu)
migrény (na zaklade indik4cie uvedenej Vv
aktudlne platnom Suhrne charakteristickych vlastnosti
lieku): naproxen, metoprolol, amitryptilin, pizotifén,
topiramat, cinarizin, pripadne iné a to v sulade
s protokolom, ak tieto ndklady boli vopred pisomne
schvalené firmou Novartis. Schvalené néklady preplati
Novartis InStiticii na zdklade samostatnej faktury,
ktoru vystavi Institucia v lehotdch podla Zmluvy (&l
8.4); faktlira za dané lieky bude vystavena zvlast' od
ostatnych platieb podla Zmluvy.

The Institution shall have the right for compensation of
the real and proved costs related to the delivering of
standard oral drugs registered in Slovakia for migraine
prophylactic treatment (prevention) (according to
indication specified in the currently valid Summary of
Product Characteristics of the drug): naproxen,
metoprolol, amitryptyline, pizotifen, topiramate,
cinarizine and others eventually and in compliance with
the protocol, if such costs have been approved by
Novartis in advance. Such costs shall be paid upon the
separate invoice issued according to the Clause 8.4., the
invoice shall be issued separately from any other
Contract’s invoices.

Ak Institicia nepredlozi faktiru za naklady
vynaloZené v suvislosti s podavanim vy$Sie
spomenutych liekov najneskér do 30 dni odo dia
poslednej navstevy posledného pacienta v centre
4000, pravny narok na vystavenie faktury Institiiciou
a na jej petiazné plnenie resp. zaplatenie nakladov zo
strany firmy Novartis zanika.

Pripadné praca skdfajuceho ¢&i Institicie pri podani
vysSSie uvedenych lickov a liecby €i tkonov s tym
stvisiacich je uz zapoditana v uhrade Institicie podla

If the Institution does not submit the invoice in relation
to the above stated drugs within 30 days as of the last
visit of the last patient in the center 4000, the legal right
of the Institution for such costs reimbursement from
Novartis shall expire.

Costs related to work of the Investigator or Institution
performed during the above stated drug administration
is already included in the payment for the Institution
contained in Annex No.2 i.e. such work shall not be
reimbursed separately with extra reward or
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Prilohy ¢.2 tj. za takéto pripadné tikony nebude
hradena Ziadna zv145t odmena &i uhrada.

compensation.

Pri realizécii klinického skii$ania Novartis poskytuje
Subjektom hodnotenia za vykonané navstevy v ramci
klinického skuSania prispevok na nahradu cestovnych
nakladov  spésobom  avrozsahu  schvalenom
regula¢nymi a kontrolnymi orgénmi a Protokolom.

Institicia sa zavizuje poskytnit administrativnu
¢innost’ stvisiacu s vyplatenfim a spracovanim
cestovnych vydavkov pre Subjekty hodnotenia
zaradené do klinického skugania, a to prostrednictvom
Skuasajuceho. Podrobnosti mozu byt Specifikované
v osobitnej dohode medzi Skusajiicim a Novartisom.
Indtittcii za takato €innost SkuSajuceho neprislicha
Ziadna odmena.

During the realization of the clinical trial, Novartis will
provide to the Study Subjects, for completed visits
during the clinical trial, the contribution to cover their
travel costs in the manner and scope approved by the
regulatory and supervisory authorities and the Protocol.
The Institution undertakes to provide via the
Investigator administrative activities related to payment
and processing of such travel costs to the Study
Subjects enrolled in the clinical trial. The details may
be specified in a separate agreement between the
Investigator and Novartis. The Institution is not entitled
to any remuneration for such activities of the
Investigator.

V stivislosti s klinickym skt$anim sa pred za¢iatkom
klinického skuSania ako aj po&as jeho realizacie
uskutoctivju Investigatorské mitingy, na ktorych sa
oboznamuju délezité farmakologické, toxikologické a
klinické informécie, ktoré si potrebné pre spravne
naplanovanie a vykonanie klinického ski3ania, a
ZiCastnené osoby sa pripravuji aSkolia o danom
klinickom  ska3ani, dolezitych  priebeznych
okolnostiach a informéciach a postupoch v danom
klinickom  skagani. VzhFfadom ktomu, Ze
Investigatorské mitingy sa sucastou klinického
skt$ania, Skusajtci (resp. dohodnuty ¢len skuSobného
timu) sa bude zudastiiovat’ Investigatorskych mitingov
podla pokynov Novartisu.

In connection with the clinical study, Investigator
Meetings take place prior to the commencement of the
clinical study as well as during its conduct, in order to
share important pharmacological, toxicological and
clinical information needed for correct planning and
conduct of the clinical study, and participants are
preparing for and get trained with regard to the
particular  clinical study, important continuous
circumstances and information and procedures used in
the particular clinical study. As Investigator Meetings
are part of the clinical study, the Investigator (or
approved member of the investigator’s team) shall

| attend such Investigator Meetings as instructed by

Novartis.

Vpripade t&asti na Investigitorskom mitingu
realizovanom na zéklade pokynov alen so suhlasom
Novartisu, Novartis preplati ndklady suvisiace
s ¢astou Skusajuceho (resp. dohodnutého ¢&lena
ska§obného  timu) vrozsahu podla  vopred
dohodnutych  podmienok  (vritane  emailovou
komunikéaciou). Pravidla niektorych vydavkov su
uréené nasledovne:

a) cesta hromadnym dopravnym prostriedkom
(autobusom, vlakom) — z miesta bydliska do
miesta investigatorského mitingu a spiat’ —
preplacanie cestovného listka — zdokladovat’
cestovny listok,

b) cesta vlastnym dopravnym prostriedkom
(osobnym autom) — zmiesta bydliska do
miesta investigatorského mitingu a spat -
preplacanie spotrebovanych pohonnych hmét
podla priemernej spotreby vozidla podla
technického preukazu aceny pohonnych
hmét stanovenych Statistickymi
ukazovatefmi  cien  pohonnych  hmot
v Slovenskej republike (aj pri ceste mimo
uzemie Slovenskej republike) — zdokladovat’
technicky preukaz osobného vozidla,
podpisané prehlasenie o pocte kilometrov,

¢) cesta taxikom — preplacanie nékladov na
taxik v ramci mesta (mesto investigatorského
mitingu) — z miesta letiska, vlakovej alebo
autobusovej stanice na hotel & miesto

In case of attendance at the Investigator Meeting as
instructed by and only with approval of Novartis,
Novartis shall reimburse costs associated with the
participation of the Investigator (or approved member
of the investigator’s tea m) as agreed in advance
(including e-mail communication). Rules for certain
expenses are determined as follows:

a) travelling by mass transportation vehicle (bus,
train) — from the place of residence to the
venue of the Investigator Meeting and back —
reimbursement of the travel ticket — provide
proof of the travel ticket,

b) travelling by own vehicle (personal car) —
from the place of residence to the venue of the
Investigator =~ Meeting and  back -
reimbursement of fuel consumption according
to average consumption of the vehicle based
on the certificate of roadworthiness and the
price of fuel determined by statistical
indicators of fuel prices in the Slovak Republic
(also in case of travelling outside the territory
of the Slovak Republic) - submit the certificate
of roadworthiness of the personal car and
signed statement of kilometres travelled,

c) travelling by taxi — reimbursement of taxi
costs inside the town (the town of the
Investigator Meeting) — from the airport, train
or bus station to the hotel or venue of the
meeting and back — submit the receipt.

Expenses not approved in advance shall not be
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mitingu aspdt - zdokladovat potvrdenie
o uhrade.
Vydavky, ktoré neboli vopred odsthlasené, sa
nepreplécaji, hoci boli Instituciou, Skusajicim (resp.

reimbursed, even if they were provably paid by the
Institution, Investigator (or agreed member of the
investigator’s team).

dohodnutym  ¢lenom  skdobného  timu)  aj
preukdzatelne uhradené.
Novartis  vyplati  3pecifikované dohodnuté a | Novartis shall pay for specified, agreed and provable

preukézatel'ne vynaloZené vydavky len vtedy, ak tieto
budi riadne zdokladované, pricom InStiticia resp.
Skugajici predlozi Novartisu vytaétovanie nakladov s
potrebnymi dokladmi v najneskér do 14 dni od
ukondenia investigatorského mitingu. V dohodnutych
pripadoch mdze Novartis poskytnit preddavok na
tieto vydavky.

V pripade, Ze sa preukdze, ze S$pecifikované
dohodnuté a preukazatelne vynalozené vydavky nie
st spravne podlozené prislusnymi dokladmi, resp.
neboli vynalozené alebo st vrozpore s internymi
predpismi Novartisu, Novartis si vyhradzuje pravo
odmietnut’ ich prefinancovanie a v pripade, ak uZ
Novartis poskytol platbu na prefinancovanie,
Indtiticia je povinnd vratit Novartisu poskytnuti
Ciastku, ktord nebola vynaloZenad v sulade s touto
dohodou alebo podloZend preukédzatelnymi ¢&i
platnymi dokladmi.

incurred costs only if such costs are properly
documented and the Institution or Investigator shall
submit the settlement of costs with required documents
to Novartis within 14 days after the completion of the
Investigator Meeting. In agreed cases, Novartis may
provide advance payments for such costs.

If it is proved that specified, agreed and provably
incurred costs are not appropriately supported with
relevant documents or if they were not incurred or are
in conflict with internal regulations of Novartis,
Novartis reserves the right to reject their refunding and
in case Novartis has already made payment for their
refunding, the Institution shall be obliged to return the
amount which it received and which was not incurred in
accordance with this agreement or supported by
provable or valid documents, to Novartis.

Novartis poskytne Institicii ndhradu néakladov za
zabezpecenie uchovavania Medicinskych produktov,
najmi skusanych produktov a/alebo skaganych liekov,
vnemocni¢nej lekami Intitlicie v jednorazovej
pausalnej vyske 170,- Eur.

Novartis shall provide to the Institution the
reimbursement of the costs for ensuring the storage of
the Medical Products, mainly of the investigational
products and/or investigational medicines, at the site of
the Institution, and that as a single payment in the
amount EUR 170.

Zmluvné strany sa zavézuju, Ze ak budi odobrané
vzorky biologického materidlu, tieto bude moZné
pouzivat' vylu¢ne len pre ulely klinického skuSania
a len pocas vykonavania tohto skiifania.

The Contracting Parties undertake that if any biological
material will be taken off, they will be used solely for
the purposes of the clinical trial and only during the
execution of this trial.

Institicia vystavené faktiry dorucuje na adresu:

Novartis Slovakia, sr.0., Zizkova 22B, 811 02
Bratislava

The issued invoices of the Institution will be delivered
on the address of Novartis:

Novartis Slovakia, s.r.0., Zizkova 22B, 811 02
Bratislava

Platba v prospech uétu/ Payment to the account:
Nemocnica svitého Michala, a. s.

bankové spojenie

IBAN:

| Platby budd realizované len v peiiaznej mene EURO
a vietky bankové poplatky znisa Novartis.

Payments will be realized only in the EURO currency
and all bank charges shall be borne by Novartis.
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doc. MUDr. Branislav Delej PhD., MPH
generalny riaditel’ a predseda predstavenstva

Za Skusajuceho/For Investigator .
MUDr. Franti$ek Jur¢aga, MPH
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