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FINANCIAL SUPPORT AGREEMENT:

This Newborn Screening Agreement
(“Agreement”) is entered into as of May 13,
2022 (“Effective Date”) between

NOVARTIS GENE THERAPIES
SWITZERLAND GMBH

located at Suurstoffi 14, 6343 Rotkreuz,
Switzerland

(“Novartis Gene Therapies”)
and

Children's University Hospital with
Polyclinic Banska Bystrica, with its
registered office at: L. Svobodu 4, 974 09
Banska Bystrica, Slovakia

ID: 379 579 37

Represented by: Ing. Juraj Gallo, director
("Sponsor”)

Responsible person: PhDr. Zuzana
Mydlova, (“Principal Investigator”)

WHEREAS, the Sponsor is going to
undertake a pilot screening study on
immunodeficiency (SCID) and spinal
muscular atrophy (SMA) in the Sponsor's
Newborn Screening Centre of the Slovak
Republic (the “Study”), as described in the
protocol (the “Protocol”), which definition

includes any subsequent amendment thereof

and attached hereto in Annex 1, such Study
to be carried out at the Sponsor and/or at the
Participating Sites;

In the event of a conflict between the terms of
the Protocol and the terms of this Agreement,
the terms of this Agreement shall govern;
provide however, that for matters relating
directly to clinical procedures, the terms of the
Protocol shall govern.

DOHODA O FINANCNEJ PODPORE:

Tato dohoda o skriningu novorodencov
(dalej len ,zmluva“) uzatvaraja diia 13.
smiet 2022 (dalej len ,datum uc€innosti*)

spolo¢nost

NOVARTIS GENE THERAPIES
SWITZERLAND GMBH,

so sidlom Suurstoffi 14, 6343 Rotkreuz,
Svajéiarsko

(dalej len ,Novartis Gene Therapies®)

Detska fakultna nemochnica

s poliklinikou Banska Bystrica, so
sidlom: L. Svobodu 4, 974 09 Banska
Bystrica, Slovensko

ICO: 379 579 37

Zastapena: Ing. Juraj Gallo, riaditef
(dalej len ,zadavatel™)

Zodpovedna osoba: PhDr. Zuzana
Mydlov, (dalej len ,hlavny skasajuci®)

KEDZE zadavatel sa chysta uskuto&nit
pilotnu skriningovu stadiu tazkej
kombinovanej imunodeficiencie  (SCID) a
spinainej svalovej atrofie (SMA)
v skriningovom  centre novorodencov
zadavatela v Slovenskej republike (dalej len
.Skisanie"), ako sa uvadza v protokole
(dalej len ,protokol), ktorého definicia
zahfnia vSetky jeho nasledné zmeny) a ktory
tvori prilohu €. 1 tejto zmluvy, pri¢om toto
skuSanie sa ma uskutoénit uzadavatela
a/alebo vo zi¢astnenych centrach.

V pripade rozporu medzi podmienkami
protokolu a podmienkami tejto zmluvy su
rozhodujuce podmienky tejto zmluvy, avSak
v zalezitostiach tykajucich sa priamo
klinickych  postupov  maju  prednost
podmienky protokolu.



WHEREAS, the Sponsor has assumed
responsibility for the initiation, management
of the Study and will be the sponsor of the
Study for the purpose of the International
Conference on Harmonisation (ICH)
Guideline for Good Clinical Practice (“ICH
GCP”) and the European Directive
2001/20/EC on the approximation of the laws,
regulations and administrative provisions of
the Member States relating to the
implementation of good clinical practice in the
conduct of clinical trials on medicinal products
for human use (the “EU Clinical Trials
Directive”);

WHEREAS, Novartis Gene Therapies is
interested in the scientific outcome of the
Study and the scientific implications of the
future development of Zolgensma®; and

WHEREAS, at the Sponsor's request,
Novartis Gene Therapies has agreed to
provide funding for the Study and provide
such information, advice and assistance as
may be required during the course of the
Study and agreed between the parties on the
terms and conditions set out in this
Agreement; and

WHEREAS, the Principal Investigator and the
Sponsor have agreed to conduct the Study on
the terms and conditions set out in this
Agreement.

NOW, THEREFORE, the parties have
agreed as follows:

1. DEFINITIONS

The following definitions shall apply:

KEDZE zadavatel prevzal zodpovednost za
zaCatie a riadenie skuSania a bude
zadavatelom skusSania na u¢ely usmernenia
Medzinarodnej konferencie o harmonizacii
(ICH) pre spravnu klinickG prax (dalej len
JCH GCP*) a eurdpskej smernice
2001/20/ES o aproximacii zakonov, inych
pravnych predpisov a spravnych opatreni
¢lenskych Statov tykajucich sa uplatfiovania
dobrej klinickej praxe pocas Kklinickych
pokusov s humannymi liekmi (dalej len
.Ssmernica EU o klinickom sklsani");

KEDZE spolodnost Novartis Gene
Therapies ma zaujem o vedecké vysledky
skuSania a vedecké dbsledky budiceho
vyvoja lieku Zolgensma® a

KEDZE spoloénost Novartis Gene
Therapies na ziadost zadavatela suhlasila
s poskytnutim finanénych prostriedkov na
ski$anie a s poskytnutim informacii,
poradenstva a sucinnosti, ktoré mézu byt
pozadované v priecbehu skdaSania a
dohodnuté medzi zmluvnymi stranami za
podmienok stanovenych v tejto zmluve; a

KEDZE hlavny sku$ajlici a zadavatel sa
dohodli na vykonavani skusania =za
podmienok stanovenych v tejto zmiluve.

PRETO sa
nasledovne:

zmluvné strany dohodli

1. DEFINICIE

Platia tieto definicie;



“Affiliate” means, with respect to a party, any
corporation or other business entity controlled
by, controlling or under common control with
that party. “Control” for the purposes of this
definition shall mean direct or indirect
beneficial ownership of fifty percent (50%) or
more of the voting interest in an entity, or such
other relationship as, in fact, constitutes
actual control.

Applicable Laws” means all laws,
regulations, orders and guidelines applicable
fo the conduct of the Study and the
processing of Personal Data, including,
without limitation, EU Clinical Trials Directive
(as defined in the preamble above), General
Data Protection Regulation 2016/679, ICH
GCP (as defined in the preamble above), and
the applicable version of the World Medical
Association Declaration of Helsinki Ethical
Principles for Medical Research Involving
Human Subjects.

“Intellectual Property” means all patents,
design rights (whether registered or
unregistered), trademarks, service marks,
domain names, trade and business names,
publicly available and registered applications
for any of the foregoing, copyrights,
inventions, Information, trade secrets, know-
how and registered database rights including
all applications for the same, all extensions
and renewals to any of them and publicly
available and registered applications for any
of them and any right or form of protection of
a similar nature and having equivalent or
similar effect to any of them which may
subsist anywhere in the world.

“Invention” means all discoveries,
improvements, inventions, new concepts and
ideas arising from the Study together with all
related results and information.

.prepojena osoba“ vo vztahu k niektorej
zmluvnej strane znamena akukolvek
spoloc¢nost alebo iny podnikatelsky subjekt
vo viastnictve zmluvnej strany, vlastniaci
Zzmiuvnu stranu, alebo v spolo¢nom
vlastnictve zmluvnej strany. ,Vlastnictvo*
na ucely tejto definicie znamena priame
alebo nepriame skutoéné vlastnictvo
patdesiatich percent (60 %) alebo vaésieho
podielu na hlasovacich pravach v subjekte
alebo taky iny vztah, ktory v skuto&nosti
predstavuje skutoénu kontrolu;

.plathé pravne predpisy® znamenaju
véetky zakony, nariadenia, prikazy a
usmernenia vztahujlice sa na vypracovanie
skusania a spracovanie osobnych udajov
vratane, okrem iného, Smernice EU o
klinickom skGsani (ako je definovana
v preambule vyssie), V$eobecného
nariadenia o ochrane udajov 2016/679, ICH
GCP (ako je definované v preambule

vysSie) a platnej verzie Helsinskej
deklaracie o Etickych principoch Svetovej
lekarskej asociacie pre vykonavanie

medicinskeho vyskumu vyskum s tiéastou
fudskych subjektov;

,<dusevné vlastnictvo* znamena vSetky
patenty, prava na dizajn (registrované alebo
neregistrované), ochranné znamky, znamky
sluzieb, doménové menda, obchodné a
firemné nazvy, verejne dostupné a
registrované prihladky pre ktorékolvek
zvy$Sie uvedenych, autorské prava,
vynalezy, informéacie, obchodné tajomstva,
know-how a registrované prava k databaze
vratane vsetkych ich prihlasok, vSetky
rozsirenia a obnovenia ktoréhokolvek z nich
a verejne dostupné a registrované prihlasky
pre ktorékolvek z nich a akékolvek pravo
alebo spdsob ochrany podobnej povahy a
s rovhakym alebo podobnym uéinkom ako
ktorékolvek z nich, ktoré mézu existovaf
kdekofvek na svete;

,vynalez znamena vsetky objavy,
zlepsSenia, vynalezy, nové koncepcie a
napady vyplyvajlice zo sklSania spolu so
véetkymi styvisiacimi vysledkami
a informaciami;



“Novartis Gene Therapies Information”
means technical knowledge, know-how,
experience, data and business background of
a confidential nature provided by Novartis
Gene Therapies under this Agreement.

“Novartis Gene Therapies Intellectual
Property” has the meaning set forth in
Section 11.1.

“Participating Sites” means any clinical site
which is participating in the performance of
the Study.

“Personal Data” means any information that
identifies or can identify a specific individual,
that is collected, accessed, received,
transmitted, maintained or used directly or
indirectly, in connection with the Study.

“Principal Investigator” means the
individual identified in the header of this
Agreement who will be responsible for the
direction of the Study in accordance with
applicable Sponsor policies.

“Protocol’ means the Study protocol, a
signed copy of which shall be attached in
Annex 1, and any amendments thereto.

“Sponsor’ means an individual, company,
institution or organisation which takes
responsibility for the initiation, management
and/or financing of a clinical trial.

“Sponsor Intellectual Property” has the
meaning set forth in Section 11.2.

“Study Data” means the information that is
collected as part of the Study.

“Subcontractor” means any party who has
been contracted by the Sponsor to perform
part of the Study or provide goods or services
in support thereof.

“Third Party” means a party who agrees to
contribute financial or other in-kind support to
the sponsor for the study.

.informacie spolo¢nosti Novartis Gene
Therapies" znamenaju technické znalosti,
know-how, skusenosti, (daje a obchodné
informacie dbverného charakteru
poskytnuté spoloénostou Novartis Gene
Therapies na zaklade tejto zmluvy;

,<dusevné vlastnictvo spolocnosti
Novartis Gene Therapies® ma vyznam
uvedeny v odseku 11.1;

,<Zutastnené centrd“ znamenaju akékolvek
klinické pracovisko, ktoré sa podiefa na

vykonavani skusania;

,osohné ddaje" znamenaju akékolvek
informacie, ktoré identifikuju alebo mézu
identifikovat konkrétnu osobu a ktoré sa
v sUvislosti so skusanim priamo alebo
nepriamo ziskavajl, spristupiiuju, prijimajq,
prenasajl, uchovavaju alebo pouzivaju;

Jhlavny skusajaci® znamena osobu
uvedent v zahlavi tejto zmluvy, ktora bude
zodpovedna za vedenie skuSania v sulade
s platnymi zasadami zadavatefla;

.protokol® znamena protokol o skusaniu,
ktorého podpisana képia je uvedena
v prilohe €& 1, a vsetky jeho zmeny

a doplnenia;
.Zadavatel* znamena fyzickd osobu,
spolocnost, institiciu alebo organizaciu,

ktora prebera zodpovednost za zadatie,
riadenie al/alebo financovanie klinického
skisania.

,dusevné vlastnictvo zadavatela® ma
vyznam uvedeny v ¢&l. 11.2;

Ludaje zo skiiSania“ znamenaju informéacie
ziskané v ramci skusania.

.Subdodavatel* znamena  akukolvek
stranu, ktori zadavatel zmluvne poveril
vykonanim Casti skusania alebo
poskytnutim tovaru alebo sluZieb na jej
podporu.

Jtretia strana® znamena stranu, ktora
sthlasi s poskytnutim finanénej alebo inej
nepenaznej podpory zadavatelovi skusania.



2. TERM OF THE AGREEMENT

This Agreement becomes effective on the
Effective Date and will remain in effect until
the Study has been completed and the
Sponsor has provided Novartis Gene
Therapies with a copy of the final study report,
unless terminated earlier pursuant to the
provisions of this Agreement in Section 12.

3. OBLIGATIONS AND
RESPONSIBILITY OF THE
SPONSOR

3.1 The Sponsor shali be the sole sponsor

of the Study. Prior to initiating the

Study, the Agreement shall be fully

executed and shall include the final

Protocol in Annex 1, which has been

previously submitted by the Sponsor

in English, to Novartis Gene

Therapies for Novartis Gene

Therapies’ review for the purpose of
confirming its scientific soundness. If

the Protocol is not in English, the
Protocol synopsis in English shall be
attached to the Agreement in addition
to the Protocol.

2. DOBA PLATNOSTI ZMLUVY

Tato zmluva nadobuda uginnost drfiom
Géinnosti a zostane v plathosti az do
ukonéenia skuSania akym zadavatel
neposkytne spoloénosti Novartis Gene
Therapies  koépiu zavereénej spravy
o klinickom  skaSani, pokial nebude
vypovedana predéasne v stlade
s ustanoveniami tejto zmluvy v €l. 12.

3. POVINNOSTI A ZODPOVEDNoOST
ZADAVATELA

3.1 Zadavatel je jedinym zadavatelom
ski$ania. Pred zacatim skuds$ania
musi byt zmluva riadne uzavretd a

musi obsahovat zaverecny protokol

uvedeny vprilohe ¢&. 1, kiory
Zadavatel predtym prediozil na
posiidenie spolo¢nosti Novartis

Gene Therapies v anglickom jazyku
za Ucelom potvrdenia jeho vedeckej
spofahlivosti. Ak protokol nie je
v angli¢tine, kzmluve sa okrem
protokolu pripoji aj stihrn protokolu
v angliétine.



3.2

3.3
(a)

For purposes of the Study, Sponsor
shall be the data controller (as defined
in GDPR) and is solely responsible for
adherence to all data protection laws,
as they relate to the Study and
especially for the patient informed
consent. Sponsor shall ensure (i) all
subjects participating in the Study or
their legal representatives have
received a copy of the patient
information leaflet; (ii) consent is
obtained from all subjects prior to their
enrolment in the Study, without any
undue influence or coercion from any
person directly involved in the Study
and only after having been duly
informed; (iii) the patient informed
consent form meet all applicable laws
and regulations; and (iv) include
provisions in the patient informed
consent which provide for Novartis
Gene Therapies, its Affiliate and/or
their representatives’ access to all
data, documents, results, reports and
other materials obtained or derived
during the performance of the Study
("Data”), and Sponsor or its Affiliate
may share such Data with any health
authorities in other countries and may
also add to its or Affiliate’s research
databases.

The Sponsor shall:

Ensure that the Study is conducted in
compliance with this Agreement, the
Protocol and with all Applicable Laws,
including ICH GCP; be responsible for

the management, audit and
monitoring of the Study and
compliance with all legal and

regulatory requirements;

3.2

3.3
(a)

Na uéely skudania je zadavatef
spravcom udajov (ako je definovany
v nariadeni GDPR) a je vyluéne
zodpovedny za dodrziavanie
vetkych pravnych predpisov o
ochrane (dajov, ktoré sa tykaju
skuSania, a najma za informovany
suhlas pacienta. Zadavatel
zabezpeti, aby (i) v8etky subjekty
zUc¢astiujlce sa na skusani alebo

ich zakonni zastupcovia dostali
képiu pisomnej informéacie pre
uzivatefov lieku; (ii) suhlas bol

ziskany od vsetkych subjektov pred
ich zaradenim do sku$ania bez
akéhokolvek nepatri¢éného
ovplyviovania alebo natlaku zo
strany akejkofvek osoby priamo
zapojenej do skusanie a az po tom,
ako boli riadne informovani; (iii)
formular informovaného suhlasu
pacienta spifial vSetky platné zakony
a predpisy a (iv) obsahoval
ustanovenia v informovanom
suhlase pacienta, ktoré zabezpeéia
spolo¢nosti Novartis Gene
Therapies, jej prepojenej osobe
alalebo ich zastupcom pristup ku

véetkym uUdajom, dokumentom,
vysledkom, spravam a inym
materialom ziskanym alebo
odvodenym po&as vykonavania

skusania (dalej len ,udaje”), pri¢om
Zadavatel alebo jeho prepojena
osoba mézu tieto Gdaje poskytnut
vietkym zdravotnickym organom
vinych krajinach a mézu ich tiez
pridat do svojich vyskumnych
databaz.

Zadavatel je povinny:

zabezpeéit, aby bolo sktiSanie
vykonavané v sulade s touto
zmluvou, protokolom a vSetkymi
platnymi pravnymi predpismi
vratane ICH GCP; zodpovedate
zariadenie, kontrolu a sledovanie
sku$ania a dodrZiavanie v8etkych
pravnych a regulaénych
pozZiadaviek;



(b)

Obtain all necessary approvals from
an appropriate ethics committee and
competent regulatory authorities prior
to starting the Study and maintain
such approvals for the duration of the
Study; and shall provide Novartis
Gene Therapies with copies of such
approvals, including without limitation
approval of the Protocol within two (2)
weeks from the date of obtaining each
approval;

(c)

(d)

(e)

(f)

)

Procure that Participating
Sites obtain the written
informed consent of each
subject or patient enrolled in
the Study;

Control the scientific and
technical conduct of the Study;

Retain all records resulting
from the Study (“Records”) for
the duration required by ICH
GCP and other Applicable
Laws;

Be responsible for the
management and payment of
all Participating Sites and any
Subcontractors engaged by
the Sponsor.

register the Study and publish
the results of the Study in a
public registry as mentioned in
Section 5.3.
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(b)

(c)

(d)

(e)

®

(9)

pred zadéatim skusania ziskat
vSetky potrebné sudhlasy od
prisludnej etickej komisie a
prisluénych kontrolnych organov
a pocas trvania skusania tieto
suhlasy udrziavat v platnosti a
poskytnut spolocnosti Novartis
Gene Therapies kopie tychto
stihlasov, vratane, okrem iného,
schvalenia protokolu, ato do
dvoch (2) tyzdrov od datumu
ziskania kazdého suhlasu;

zabezpetit, aby zudéastnhené
centra ziskali pisomny
informovany suhlas kazdého
subjektu alebo pacienta

zaradeného do sku$ania;

kontrolovat vedecké a technické
vykonavanie skusania;

uchovavat vSetky zaznamy
tykajice sa skuSania (dalej len
.Zaznamy"”) po dobu, ktoru
vyzaduje ICH GCP a iné platné
pravne predpisy;

zodpovedat za riadenie a platby
vietkych z(&astnenych centier a
vietkych subdodavatelov,
ktorych zadavatel zjedna.

skusanie zapisat do registra a
zverejnit vysledky skusania vo
verejnom registri, ako je uvedené
v ¢l 5.3.



3.4

Throughout the term of this
Agreement, the Sponsor shall allow
Novartis Gene Therapies and its
agents to visit the facilities where the
Study is performed, including third
party sites, to audit the facilities and
Records, to review documents and to
interview relevant personnel, to
assure Novartis Gene Therapies that
the Study is being and has been
conducted in compliance with this
Agreement, the Protocol and with all
Applicable Laws. Such audit shall take
place during normal business hours
and upon reasonable advance notice
to Sponsor. Novartis Gene Therapies
shall notify Sponsor in writing of any
observations or findings of non-
compliance and the Parties shall
agree on corrective action to be
implemented, which action shall be
implemented at Sponsor's expense.
The Sponsor agrees fo inform
Novartis Gene Therapies immediately
in case of an inspection of the Study
announced by national or foreign
health authorities and to allow any
such health authorities to inspect the
Records. Auditing by Novartis Gene
Therapies or its agents shall be
performed in accordance with
Applicable Laws.
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3.4

Poctas platnosti tejto  zmluvy
zadavatel umozni  spoloénosti
Novartis Gene Therapies a jej
zastupcom navstivit  zariadenia,
v ktorych sa skusanie vykonava,
vratane pracovisk tretich stran,

vykonat kontrolu zariadeni a
zadznamov, posudif dokumenty
a vykonat pohovor s prisluSnym

personalom, aby bola spolo¢nost
Novartis Gene Therapies uistena, ze
skiSanie sa vykonava a bolo

vykonavana v sulade s touto
zmluvou, protokolom a vdetkymi
platnymi pravnymi predpismi.

Takato kontrola sa uskuto¢ni pocas
beznej pracovnej doby a na zaklade
primeraného predchadzajuceho
oznameni zadavatelovi. Spolotnost
Novartis Gene Therapies pisomne
oznami zadavatelovi vietky zistenia
alebo nalezy nestladu a zmluvné
strany sa dohodnl na napravnych
opatreniach, ktoré sa maju vykonat,
pricom tieto opatrenia sa vykonaju
na naklady zadavatela. Zadavatel
sa zavazuje bezodkladne
informovat  spoloénost  Novartis
Gene Therapies v pripade ohlasenegj
kontroly  skusania oznamenej
narodnymi  alebo  zahrani&nymi
zdravotnickych organov a umoznit
vietkym takymto zdravotnickym
organom nahliadnut do zaznamov.
Kontrola zo strany spolo&nosti
Novartis Gene Therapies alebo jej
zastupcov bude vykonana v sulade
s platnymi pravnymi predpismi.



3.5

The Study shall be carried out under
the supervision of the Principal
Investigator. In the event that the
Principal Investigator ceases to be
involved in the Study for whatever
reason, the Sponsor agrees to notify
Novartis Gene Therapies
immediately. Within thirty (30) days
after such notification the Sponsor and
Novartis Gene Therapies shall agree
a successor who has similar clinical
expertise and similar experience, and
who is acceptable to both parties. The
new Principal Investigator shall sign
an amendment to the Agreement to
ensure he or she complies with the
terms of the Agreement. The key
contacts of Novartis Gene Therapies
and the Sponsor for matters related to
the Study shall be as specified in
Annex 2 (Key Contacts).
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3.5

Skasanie bude vykonavané pod
dohfadom hlavného skusajticeho.
V pripade, Ze sa hlavny skuasajuci
prestane z akéhokolvek dovodu na
skusani podiefat, zadavatel sa
zavézuje spolocnost Novartis Gene
Therapies okamzite informovat. Do
tridsiatich (30) dni od takéhoto
oznamenia sa zadavatef a
spolocnost Novartis Gene
Therapies dohodnu na nastupcovi,
ktory ma podobné klinické odborné .
znalosti a skusenosti a ktory je
prijatelny pre obe zmluvné strany.
Novy hlavny skusajici podpise
dodatok  k zmluve, aby sa
zabezpedilo, Zze bude dodrZiavat
podmienky zmluvy. Kluéové
kontakty spolo¢nosti Novartis Gene
Therapies a zadavatela pre
zalezZitosti tykajuce sa skusania su
uvedené v prilohe &. 2 (KFlugové
kontakty).



3.6

The Sponsor shall be responsible for
the management and payment of all
Participating Sites and
Subcontractors engaged by the
Sponsor. It is the responsibility of the
Sponsor to ensure that all work
performed by Subcontractors is done
in compliance with this Agreement
and to provide Subcontractors with all
necessary documentation to allow the
proper performance of the Study. The
Sponsor undertakes to impose on all
Subcontractors terms and conditions
not less strict than those set out in this
Agreement, including, but not limited
to provisions contained in Section 3.4
(concerning auditing rights), Annex 4
(Safety Data collection and reporting

responsibilities), Section 6
(Publication), Section 8
(Confidentiality), Section 9

(Ownership of Data) including Section
10.3 (concerning Novartis Gene
Therapies’ access right to the Study
Data), Section 10 (Intellectual
Property) and Section 27.1 (Sponsor’s
Indemnity Obligations). The Sponsor
agrees that to the extent the terms of
any current or future executed
contract between the Sponsor and
any Subcontractor and the terms of
this Agreement conflict, the terms of
this Agreement shall govern. The
Sponsor shall be liable to Novartis
Gen Therapies for any breach of those
obligations by any Subcontractor.
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3.6

Zadavatel zodpoveda za riadenie a
platby vsetkych zuéastnenych
centier a subdodavatefov, ktorych
zadavatel poveri. Zadavatel je
povinny zabezpedit, aby vSetky
prace vykonavané subdodavatefmi
boli vykonané v sulade s touto
zmluvou, a poskytnut
subdodavatelom vsetku potrebnu
dokumentaciu, ktord  umoZni
riadne  vykonanie skusania.
Zadavatel sa zavazuje ulozit
vietkym subdodavatelom
podmienky najmenej v takom
rozsahu, ako stanovi tato zmluva,
vratane, okrem iného, ustanoveni
obsiahnutych v ¢l. 3.4 (tykajucich
sa prav na vykonanie kontroly),
v ptilohe & 4 (Zber udajov o
bezpecnosti a ohlasovacie
povinnosti), v &l. 6 (Publikacia),
v ¢l. 8 (Ddvernost informacii), v €l
9 (Vlastnictvo Udajov) vratane &l.
10.3  (tykajucich sa prava
spoloénosti Novartis Gene
Therapies na pristup k udajom zo
skisania), v¢&l. 10 (DuSevné
vlastnictvo) a v ¢l. 27.1 (Povinnosti
zadavatela tykajuce sa
odskodnenia). Zadavatel suhlasi
stym, Ze vrozsahu, vakom su
podmienky akejkolvek suéasnej
alebo budticej uzavretej zmluvy
medzi zadavatelom a akymkolvek
subdodavatelom V rozpore
s podmienkami tejto zmluvy, platia
podmienky tejto zmluvy. Zadavatef
zodpoveda spoloénosti Novartis
Gene Therapies za akékolvek
porudenie tychto povinnosti zo
strany ktoréhokolvek
subdodavatela.



3.7

3.8

The Sponsor shall fully inform
designated Novartis Gene Therapies
personnel of the progress of the
Study. In particular, the Sponsor will
provide Novartis Gene Therapies
quarterly and at any other time upon
Novartis Gene Therapies' written
request with progress reports, which
will include the following information
and any other information that
Novartis Gene Therapies may
reasonably request:

e general study progress,
milestones and overall
enrollment/recruitment status in
total and per Participating Sites.

The Sponsor shall report severe
adverse events (“SAE”) and other
safety information to Novartis Gene
Therapies in accordance with the
procedures set out in Annex 4.
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3.7

3.8

Zadavatel je povinny v plhom
rozsahu  informovat  uréenych
pracovnikov spoloénosti Novartis
Gene Therapies o priebehu
skusania. Zadavatel bude
spolo¢nosti Novartis Gene

Therapies Stvrtroéne a kedykolvek
na pisomnt ZzZiadost spolognosti
Novartis Gene Therapies
poskytovat najma spravy o pokroku,
ktoré budu obsahovat nasledujuce
informacie a akékolvek dalsie
informacie, ktoré si spoloénost
Novartis Gene Therapies moéze
primerane vyziadat:

o vieobecny pokrok v skuasani,
mifniky a  celkovy  stav
zaradovania do
ska8ania/naboru  suhrnne a
podrla zucastnenych centier.

Zadavatel  nahlasi  spoloénosti
Novartis Gene Therapies zavaziné
neziaduce Uginky (angl. severe
adverse events, SAE) a iné
informacie o bezpecnosti v slllade
s postupmi uvedenymiv prilohe ¢&. 4.



3.9

The Sponsor shall notify Novartis 3.9

Gene Therapies of any significant
amendment made to the Protocol prior
or during the conduct of the Study,
and of any non-routine
communications with any ethics
committee or health authority prior to
or during the conduct of the Study. A
significant amendment to the Protocol
(hereinafter a “Significant
Amendment”) shall be defined as any
modification to the Protocol which may
impact the conduct of the study, the
scientific value of the Study, the
potential benefit of the patient or
patient safety, including changes of
study objectives, study design, patient
population, sample sizes, study
procedures, or significant
administrative aspects requiring a
formal amendment to the Protocol. If,
in the Principal Investigator's opinion,
it is necessary to make a Significant
Amendment to the Protocol during the
Study, the Sponsor will immediately
inform Novartis Gene Therapies prior
to submission to any ethics committee
or health authority. If the amendments
made to the Protocol substantially

change or alter the original proposal

approved by Novartis Gene
Therapies, Novartis Gene Therapies
reserves the right to terminate the
Agreement early according to Section
13.2.
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Zadavatel spoloCnosti  Novartis
Gene Therapies oznami vSetky
vyznamné zmeny a dopinenia
protokolu pred vykonanim skusania
alebo pocas jeho vykonavania, ako
aj akukofvek vynimoénu
komunikaciu s etickou komisiou
alebo zdravotnickym organom pred
vykonanim skGSania alebo poéas
jeho  vykonavania.  Vyznamna
zmena  protokolu  (dalej len
,vyznamna zmena"“) je definovana
ako akdakolvek zmena protokoly,
ktora méze ovplyvnit priebeh
skasania, vedeckl hodnotu
skasania, potencidlny prinos pre
pacienta alebo bezpeénost
pacienta, vratane zmien ciefov
skusania, jeho koncepcie, subor

pacientov, velkosti vzoriek,
postupov skusania alebo
vyznamnych administrativnych

aspektov, ktoré si vyzaduju formalnu
zmenu protokolu. Ak je podla nazoru
hlavného skusajuceho potrebné
vykonat vyznamn( zmenu protokolu
potas skusania, zadavatel bude
pred predloZenim akejkolvek etickej
komisii  alebo  zdravotnickemu
organu okamzite informovat
spoloénost Novartis Gene
Therapies. Ak zmeny protokolu
podstatne zmenia alebo upravia
pévodny navrh schvaleny
spoloénostou Novartis Gene
Therapies, spolo¢nost Novartis
Gene Therapies si vyhradzuje pravo
zmiuvu predéasne ukonéit Zmluvu
podra él. 13.2.



3.10 The Sponsor shall provide Novartis 3.10 Zadavatel bez zbytoéného odkladu

3.11

Gene Therapies without undue delay
with copies of all interim reports
produced during the performance of
the Study and shall also provide
Novartis Gene Therapies with a copy
of the final third party study report
(“TPSR”) produced at the end of the
Study which includes a full summary
of safety and efficacy information from
the Study as soon as the report is
finalized preferably within nine (9)
months of the last visit by the last
patient (“LPLV”) but no later than 13
months after completion of the Study.
If the Study includes pediatric
patients, the TPSR shall be provided
within four (4) months from LPLV but
no later than seven (7) months after
completion of the Study. The final
study report shall comply with the
established principles and standards
for the corresponding format
according to ICH GCP and shall be in
English.

The Sponsor shall independently
prepare and submit publication(s)
reporting study results to scientific
congress and/or journal. Sponsor
shall provide Novartis Gene
Therapies the publication draft prior to
submission/presentation, and the final
presented or published version as
outlined in Section 7. The final
publication shall be provided within
twenty-four (24) months from LPLV.
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3.1

poskytne spoloénosti Novartis Gene
Therapies kopie vietkych
priebeznych sprav vypracovanych
potas vykonavania sk(3ania a
poskytne spolo¢nosti Novartis Gene
Therapies aj kopiu zavereénej
spravy o skusani tretej strany (d'alej
len ,sprava tretej strany")
vypracovanej na konci skusania,
ktorA obsahuje uplny prehlad
informacii o bezpeénosti a uéinnosti
sku$ania, a to ¢&o najskér po
dokondéeni spravy, pokial moZno do
deviatich (9) mesiacov od poslednej
navitevy posledného pacienta
(dalej len ,LPLV"), najneskér véak
do 13 mesiacov od skong&eni
skusania. Ak sU suc¢astou skusania
detski pacienti, sprava tretej strany
bude poskytnutd do Styroch (4)
mesiacov od LPLV, najneskdr viak
sedem (7) mesiacov po skonéeni
skuSania. Zavereéna sprava o
skusani musi byt vsulade so
stanovenymi zasadami a normami
pre pristusny format podia ICH GCP
a musi byt v anglickom jazyku.

Zadavatel nezavisle pripravi ana
vedeckom kongrese alalebo
v Casopise predlozi
publikaciu/publikacie,

v ktorej/ktorych  uvedie  vysledky
skuSania. Zadavatel  poskytne

spoloénosti Novartis Gene
Therapies navrh publikacie pred jej
predlozenim/prezentaciou a

koneénu prezentovanu alebo
publikovanu verziu, ako je uvedené
v &él. 7. Koneéné zverejnenie bude
vykonané do dvadsiatich Styroch
(24) mesiacov od poslednej
navstevy posledného  subjektu
(LPLV).



4.1

4.2

4.3

RESPONSIBILITY OF NOVARTIS
GENE THERAPIES

Novartis Gene Therapies has agreed
to provide financial support for the
Study in the maximum amount of
165,000 EUR (One Hundred Fifty-
Five Thousand Euros). Payment shall
be made by Novartis Gene Therapies
according to the Payment Plan set
forth in Annex 3.

Payment will be made by Novartis
Gene Therapies within sixty (60) days
of receipt of arequest for payment
letter from the Sponsor, according to
the Payment Plan detailed in Annex 3.
Such request for payment letter shall
reflect the amounts stated in Section
41,

Request for payment letters shall
be addressed to:

Novartis Gene
Switzerland GmbH
Suurstoffi 14,

6343 Rotkreuz, Switzerland

Therapies

All request for payment letters shouild
be sent to
emeainvoices.gtx@novartis.com and
rudolf_walther.van_olden@novartis.c
om.

No payments other than those
explicitly foreseen under Section 4.1
shall be made by Novartis Gene
Therapies to the Sponsor with respect
to the Study unless agreed in writing
(excluding writings exchanged by e-
mail). Such agreement must be
executed by authorized personnel,
must include a specific statement of
any fees or costs to be paid and the
reasons for payment, and must be
attached as an Annex to this
Agreement.
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4,

41

4.2

4.3

ZODPOVEDNOST SPOLOCNOSTI
NOVARTIS GENE THERAPIES

Spoloénost Novartis Gene
Therapies sa zaviazala poskytnut
finanéna podporu skusani
v maximalnej vyske 155 000 EUR
(sto péatdesiatpéttisic eur). Platbu
uskutoéni spolo¢nost Novartis Gene
Therapies  podla splatkového
kalendara uvedeného v prilohe ¢. 3.

Spoloénost Novartis Gene
Therapies vykona platbu do
Sestdesiatich (60) dni od prijatia
Ziadosti o Uhradu od zadavatela
podfa splatkového kalendara
uvedeného v prilohe & 3. Tieto
Ziadosti o uhradu budda odrazat
sumy uvedené v bode 4.1.

Ziadosti o thradu sa zasielaju na
adresu:

Novartis Gene
Switzerland GmbH
Suurstoffi 14,

6343 Rotkreuz, Svajgiarsko

Therapies

V8etky Ziadosti o Uhradu by mali byt
zasielané na adresy
emeainvoices.gtx@novartis.com a
rudolf_walther.van_olden@novartis.
com.

Spolo¢nost Novartis Gene
Therapies neuskutocni Ziadne iné
platby zadavatelovi okrem tych,
ktoré su vyslovne uvedené v ¢l. 4.1,
pokial to nie je pisomne dohodnuté
(s vynimkou pisomnosti
vymieflanych e-mailom). Takato
dohoda musi byt podpisana
opravnenymi pracovnikmi, musi
obsahovat konkrétne vyucétovanie
vSetkych poplatkov alebo néakladov,
ktoré maju byt zaplatené, a dévody
platby a musi byt pripojena ako
priloha K tejto zmluve.



5.1

5.2

PUBLIC STATEMENTS

Each party shall have the right to 5.1

make public disclosure of its
involvement in the Study and any
disclosures required by Applicable
Laws. The disclosing party will provide
the other party with any proposed
public statement or press release
regarding the Study within a
reasonable time prior to the planned
disclosure.

The non-disclosing party shall have
the right to give comments and
suggestions for modification of such
public statements or press releases,
and the disclosing party agrees to
consider and discuss such comments
and suggestions with the other party
in good faith. The disclosing party
agrees to accept such comments and
suggestions to the extent based on
confidentiality of information or patent
protection concerns. The non-
disclosing party will not request more
than one (1) month for such review.

5.

52
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VEREJNE OZNAMENIA

Kazda zmluvna strana ma pravo
zverejnit informacie o svojej Ucasti
na skusani a vsetky informacie,
ktoré vyzaduja platné pravne
predpisy.  Zverejiiujuca  strana
poskytne druhej strane pripadné
navrhované verejné vyhlasenie
alebo tladovu spravu tykajlucu sa
skusania v primeranom predstihu
pred planovanym zverejnenim.

Nezverejhujica strana ma pravo
podavat pripomienky a navrhy na
upravu takychto verejnych vyhlaseni
alebo tlacovych sprav
a zverejiujuca strana sa zavazuje,
Ze ftieto pripomienky a navrhy
v dobrej viere zvazi a prediskutuje
s druhou zmluvnou stranou.
Zverejfivjuca strana sa zavazuje
tieto pripomienky a navrhy schvalit

v rozsahu vychadzajucom
z dovernosti informacii alebo
zaujmu o ochranu patentov.
Nezverejiiujica strana nebude

poZadovat na takéto preskimanie
lehotu dlhsiu ako jeden (1) mesiac.



5.3

The Sponsor shall register the Study 5.3

and post Study results on
clinicaltrialsregister.eu and/or one or
more other online clinical trial
registries in  accordance and
compliance with all Applicable Laws
and the requirements and guidelines
of each online clinical trial registry on
which the Clinical Trial will be posted.
Each such posting shall comply with
all applicable requirements of this
Agreement including, but not limited
to, Sections 5 and 9; however, to the
extent that Section 5.2 is deemed to
require Novartis Gene Therapies’
consent for any such posting, such
consent is hereby given. Novartis
Gene Therapies will not register the
Study, nor post Study results on
clinicaltrialsregister.eu and/or any
other online clinical trial registry.
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Zadavatel zapise skisanie
a zverejni jeho vysledky na stranke
clinicaltrialsregister.eu alalebo
v jednom alebo viacerych inych
online registroch klinického
skuSania v sulade so vSetkymi
platnymi pravnymi predpismi a
poZiadavkami a usmerneniami
kazdého online registra klinického
sktsania, v ktorom bude klinicka
skusanie zverejnené. Kazdé takéto
zverejnenie musi byt v sllade so
vSetkymi platnymi poziadavkami
tejto zmluvy vratane, okrem iného,
€l. 5 a 9, avSak pokial sa ma za to,
ze ¢l 5.2 wvyzaduje sudhlas
spoloénosti Novartis Gene
Therapies s akymkolvek takymto
zverejnenim, takyto slhlas sa
tymto udeluje. Spoloénost
Novartis Gene Therapies nezapise
skusanie do registra ani vysledky
skudania nezverejni na stranke
clinicaltrialsregister.eu a/alebo
vinom online registri klinického
ski$ania.



6.1

PUBLICATION

The Sponsor shall
prepare and submit the study-related
publications to scientific congresses
and/or journals. Novartis Gene
Therapies shall have the right to
review a draft of each publication and
presentation (including, but not limited
to, full manuscripts, abstracts, poster
presentations and oral presentations)
of results of the Study prior to its
submission or disclosure to anyone
not affiliated with Novartis Gene
Therapies or the Sponsor. A copy of
each proposed publication and
presentation shall be submitted to
Novartis Gene Therapies for review at
least thirty (30) business days for
manuscripts, and fifteen (15) business
days for abstracts, posters and oral
presentations prior to such
submission or  disclosure. If
publication is in a language other than
English, the Sponsor shall provide
Novartis Gene Therapies the abstract
in English for Novartis Gene
Therapies’ review prior to submission
and/ or presentation. The Sponsor
and the Principal Investigator
acknowledge that such right is for the
purpose of enabling Novartis Gene
Therapies to provide peer input
regarding the scientific accuracy of

data, verify  that proprietary
information is not being inadvertently
divulged, to secure intellectual

property rights (as needed), and to
provide any relevant supplementary
information prior to submission to
congress or journal. In no
circumstances will the review be
undertaken with the purpose of
influencing or amending the reported
outcomes and the authors’
interpretation of data in the
publication.
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6.

independently 6.1

PUBLIKACIA

Zadavatel samostatne pripravi a
predloZi publikacie suvisiace so
skisanim na vedecké kongresy
a/alebo do Casopisov. Spoloénost
Novartis Gene Therapies ma pravo
skontrolovat navrh kazdej publikacie
a prezentacie (vratane, okrem
iného, Uplnych rukopisov, zhrnuti,
posterov a Ustnych prezentécii)
vysledkov  skUSania pred ich
predloZzenim alebo zverejnenim
akémukolvek subjektu, ktory nie je
prepojeny so spolo¢nostou Novartis

Gene Therapies alebo
zadavatelom. Képia kazdej
navrhovanej publikacie a

prezentacie musi byt predlozena
spolo¢nosti Novartis Gene
Therapies na posudenie najmenej
tridsat  (30) pracovnych  dni
v pripade rukopisov a péatnast (15)
pracovnych dni v pripade zhrnuti,
posterov a ustnych prezentacii pred
ich predloZzenim alebo zverejnenim.

Ak je publikdcia vinom ako
anglickom jazyku, zadavatel
spolocénosti Novartis Gene
Therapies poskytne zhrnutie
v anglickom  jazyku, aby ho
spoloénost Novartis Gene

Therapies pred predlozenim a/alebo
prezentaciou mohla skontrolovat.
Zadavatel a hlavny skuasajuci beru
ha vedomie, Ze uéelom tohto prava
je, aby spolo¢nost Novartis Gene
Therapies mohla pred predloZzenim
na kongres alebo do ¢&asopisu

poskytnut recenzné pripomienky
tykajuce sa vedeckej presnosti
udajov, overit, ¢i nedoslo

k netimyselnému prezradeniu
vlastnickych informacii, zabezpedit
prava dusevného vlastnictva (podla
potreby) a poskytnut akékofvek
relevantné dopliiujuce informacie.
Za Ziadnych okolnosti sa posudenie
nevykonava s ciefom ovplyvnit
alebo zmenit ozndmené vysledky a
interpretaciu Udajov v publikacii zo
strany autorov.



6.2

6.3

6.4

6.5

At the request of Novartis Gene
Therapies, any Novartis Gene
Therapies Information contained

therein shall be excised from the
proposed publication or presentation.

Novartis Gene Therapies may require
any proposed  publication or
presentation to be delayed for up to
four (4) months to enable a patent
application to be prepared and filed.
The four (4) month period shall
commence on the date of receipt of
the proposed publication or
presentation, or from the date when all
relevant data from the Study are made
available to Novartis Gene Therapies,
whichever is later.

Novartis Gene Therapies’ support
must be  disclosed in the
acknowledgement section of the
publication(s).

In addition, Sponsor shall share with
Novartis Gene Therapies a copy of the
final publication upon presentation
(abstract, poster, oral presentation)
and/or a copy of the final journal
manuscript.
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6.2

6.3

6.4

6.5

Na ziadost spolo¢nosti Novartis
Gene Therapies budi z navrhovanej

publikacie alebo prezentacie
odstranene vsSetky informacie o
spoloénosti Novartis Gene

Therapies, ktoré obsahuje.

Spoloénost Novartis Gene
Therapies mbze pozadovat
odlozenie akejkolvek navrhovanej
publikacie alebo prezentacie az o
Styri (4) mesiace, aby bolo mozné
pripravit a podat patentovl
prihlasku. Lehota 3tyroch (4)
mesiacov zaéina plynit dfiom
prijatia navrhovanej publikacie alebo
prezentacie alebo driom, ked su
spoloénosti Novartis Gene
Therapies spristupnené vsetky
relevaniné Gdaje zo skusania, podfia
toho, ¢o nastane neskér.

Podpora spolo¢nosti Novartis Gene
Therapies musi byt uvedena v &asti
Podakovanie v publikacii
(publikaciach).

Zadavatefl dalej spolo¢nosti Novartis
Gene Therapies poskytne jedno
vydanie kone¢nej publikacie pri
prezentacii (abstrakt, poster, Ustna

prezentacia) al/alebo vydanie
kone&ného ¢asopiseckého
rukopisu.



8.1

USE OF THE SPONSOR'S OR
NOVARTIS GENE THERAPIES’
NAME

The Sponsor, the Principal
Investigator and Novartis Gene
Therapies will, and will cause their
Subcontractors and agents to, obtain
prior written permission from the
relevant party before using the name,
symbols and/or marks of the other
party in any form of publicity in
connection with the Study, according
to Section 5. This shall not include
documents or legally required
disclosure by the Sponsor or Novartis
Gene Therapies that identifies the
existence of the Agreement.

CONFIDENTIALITY

Novartis Gene Therapies may
disclose to the Sponsor certain
confidential and proprietary
information and materials relating to
its business and the Sponsor may
disclose to Novartis Gene Therapies
certain confidential and proprietary
information relating to the Study solely
for the purpose of facilitating,
supporting and/or conducting such
Study. All confidential and proprietary
information exchanged by Novartis
Gene Therapies and the Sponsor
shall constitute “Information” This
provision shall apply subject to
compliance with applicable laws.
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7.

POUZIVANIE NAZVU
ZADAVATELA ALEBO
SPOLOCNOSTI NOVARTIS GENE
THERAPIES

Zadavatel, Hlavny skasajuci a
spolo¢nost Novartis Gene Therapies
ziskaju a zabezpedia, aby ich
subdodavatelia a zastupcovia ziskali
predchadzajuci pisomny suhlas od
prislusnej zmluvnej strany pred
pouzitim nazvu, symbolov a/alebo
znadiek druhej zmluvnej strany
v akejkolvek  forme  propagacie
v sUvislosti so ski8anim podfa Casti
5. To nezahffia dokumenty alebo
zakonom pozZadované informacie
poskytované zadavatefom alebo
spoloénostou Novartis Gene
Therapies, vktorych sa uvadza
existencia tejto zmluvy.

DOVERNOST INFORMACII

Spoloénost Novartis Gene
Therapies je opravnena
zadavatelovi  spristupnit  urcité

doverné a vlastnicke informacie a
materialy tykajlce sa jej podnikania
a zadavatel  je opravneny
spolo¢nosti Novartis Gene
Therapies spristupnit urcité déverné
a vlastnicke informacie tykajuce sa
skidania  vyluéne na  Ucely
umoznenia, podpory alalebo
vykonania tohto sku$ania. VSetky
doéverné a vlastnicke informacie,
ktoré si spolo¢nost Novartis Gene
Therapies a zadavatel vymenia,
predstavuji  ,informacie”. Toto
ustanovenie sa uplatiuje v stlade
s platnymi pravnymi predpismi.



8.2

In consideration of Novartis Gene 8.2

Therapies’ and the Sponsor's
disclosure of Information to each
other, each recipient agrees that,
during the term of this Agreement and
for a period of five (5) years from the
termination or expiry of this
Agreement, it shall retain in
confidence the Information belonging
to the other, and wil prevent
disclosure of such Information to third
parties and will not use the Information
provided by the other party or any of
its Affiliates for any purpose other than
as provided in this Agreement, without
the prior written consent of the
disclosing party. These restrictions
shall not apply to Information which:

(a) May be communicated to the
Sponsor's scientific and/or
(institutional) review
committee(s) under a similar,
appropriate understanding of
the confidential nature of the
proprietary information
supplied and under a similar
obligation of confidentiality and
non-use as set forth herein;

(b) Is required, but only to the
extent necessary to be
disclosed, to obtain informed
consent from those patients or
subjects who are eligible and
choose to participate in the
Study. Notwithstanding the
foregoing, such Information
will not be provided in
response to unsolicited
inquiries by telephone or to
individuals who are interested
in information about the Study,
but not potential Study
patients;
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Za vzajomné poskytnutie informacii
spoloénostou Novartis Gene
Therapies a zadavatelom sa kazdy
Z prijemcov zavazuje, ze pocas
platnosti tejto zmluvy a po dobu
piatich (5) rokov od ukonéenia alebo
uplynutia platnosti tejto zmluvy bude
zachovavat doévernost informacii
patriacich druhej zmluvnej strane a
zabrani spristupneniu tychto
informacii  tretim  stranam a
nepouzije informacie poskytnuté
druhou zmluvnou stranou alebo
ktoroukolvek z jej prepojenych oséb
na iny Ucel, ako je dohodnuty v tejto
zmluve, bez predchadzajiceho
pisomného suhlasu poskytujicej
strany. Tieto obmedzenia sa
nevztahuju na informécie, ktoré:

(a) mézu byt oznamené
vedeckej al/alebo
(institucionalnej) hodnotiacej
komisii (komisiam)
zadavatela na  zaklade
podobného, primeraného

pochopenia dovernej povahy
poskytnutych informacii a na
zaklade podobnej povinnosti
zachovavania  miéanlivosti
a nepouzivania  ddvernych
informacii, ako je stanovené
v tejto zmluve;

(b) musia byt zverejnené, ale len
v rozsahu nevyhnutnom na
zverejnenie, aby bolo mozné
ziskat informovany suthlas od
tych pacientov alebo
subjektov, ktori vyhovuju
poziadavkam a rozhodnu sa
zudastnit na skusani. Bez
ohladu na vyssie uvedené sa
takéto Informacie
neposkytnii v odpovedi na
nevyziadané telefonické
otazky alebo osobam, ktoré
majl zaujem o informéacie o
skusani, ale nie su pre
skasanie potencialnymi
pacientmi;



8.3

(c) At the time of disclosure is or
thereafter becomes available
to the public through no fault of
the receiving party;

(d) As shown by written records,
was known to, or was
otherwise in the possession of
the receiving party or its
Affiliate prior to the receipt of
such Information from the
other party;

(e) As shown by written records, is
obtained by the receiving party
from a source other than the
other party and other than one
who would be breaching a
commitment of confidentiality
to that other party by disclosing
the Information to the receiving

party; or

4)) As shown by written records, is
developed by or on behalf the
receiving party or its Affiliates
independently of any
disclosure made hereunder.

The Sponsor and Novartis Gene
Therapies shall ensure that their
employees, Subcontractors, Third
Parties and agents and any other
persons assisting in the conduct of the
Study to whom Information is
disclosed are informed of the
obligations of confidentiality and non-
use under this Agreement and are
made subject to the same obligations
of confidentiality and non-use as set
out herein.
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8.3

(c) su v Case zverejnenia alebo
sa neskdér stanu verejne
dostupnymi bez zavinenia
prijimajlcej strany;

(d) ako vyplyva z pisomnych
zaznamov, boli pred prijatim
takychto informécii od druhej
zmluvnej strany zname alebo
boli inak v drzani prijimajlucej
strany alebo jej prepojenej
osoby;

(e) ako vyplyva z pisomnych
zaznamov, prijimajlca strana
ich ziskala z iného zdroja ako
od druhej zmluvnej strany a
iného ako od toho, kto by
poskytnutim informacii
prijimajucej strane porusil
zavazok miéanlivosti vodi
tejto druhej strane; alebo

{)) ako vyplyva z pisomnych
zaznamov, boli ziskané
prijimajacou stranou alebo jej
prepojenymi osobami alebo
vich mene nezavisle od
akéhokolvek zverejnenia
podla tejto zmluvy.

Zadavatef a spoloénost Novartis
Gene Therapies zabezpedia, aby ich
zamestnanci, subdodavatelia, tretie
strany a zastupcovia a akékolvek
iné  osoby, ktoré poskytuju
sucinnosti pri vykonavani skisania a
ktorym su spristupnené informacie,
boli informovani o povinnostiach
zachovavat mi¢anlivost a
nepouzivat déverné informacie
podra tejto zmluvy, a aby sa na nich
vztahovali rovnaké  povinnosti
zachovavania mi¢anlivosti a
nepouzivania dévernych informacii,
ako su stanovené v tejto zmluve.



8.4

8.5

8.6

8.7

Notwithstanding anything else in this
Section 8, each party shall be
permitted to disclose the other party’s
Information if obliged to do so by the
order of a court or Applicable Law,
provided that the receiving party
notifies the disclosing party of such
obligation prior to said disclosure
insofar as possible to enable the
disclosing party to take reasonable
actions to avoid or minimize the
degree of such disclosure and such
Information is disclosed only to the
extent necessary.

Notwithstanding anything else in this
Section 8, Novartis Gene Therapies
shall be allowed under conditions not
less strict than the conditions set forth
under this Agreement to disclose
Information belonging to the Sponsor
to Novartis Gene Therapies’ Affiliates
for the purposes of improving the
knowledge of the subject within
Novartis Gene Therapies and its
Affiliates.

Notwithstanding anything else in this
Section 8, the Sponsor will not be
bound by any obligations of
confidentiality where maintaining
confidentiality could prejudice patient
safety or welfare, or where it is obliged
by law to disclose information.

The obligations set forth in this
Section 8 shall survive discontinuation
or completion of the Study and for ten
(10) years following the expiration or
early termination of this Agreement.

OWNERSHIP OF DATA

The Study Data and all copyrights
therein shall be the property of the
Sponsor, subject to the rights of
Novartis Gene Therapies as specified
in Section 10.
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8.4

8.5

8.6

8.7

Bez ohladu na ostatné ustanovenia
tohto ¢l. 8 je kazda zmluvna strana
opravnena spristupnit informacie
druhej zmluvnej strany, ak je k tomu
povinna na zaklade rozhodnutia
sidu alebo platnych pravnych
predpisov, stym, Ze prijimajuca
zmluvna strana o tejto povinnosti
informuje  zverejiiujucu  zmluvnu
stranu pred uvedenym
spristupnenim, pokial je to mozZné,
aby zverejiujucej zmluvnej strane
umoZznila prijat primerané opatrenia
na zabranenie alebo minimalizaciu
rozsahu takéhoto spristupnenia a
takéto informacie sa zverejnia len
v nevyhnutne potrebnom rozsahu.

Bez ohlfadu na ostatné ustanovenia
tohto ¢l. 8 je spoloénost Novartis
Gene Therapies opravnena za

podmienok  najmenej v takom
rozsahu, ako stanovi tato zmluva,
spristupnit  informacie  patriace
zadavatelovi prepojenym osobam
spolo¢nosti Novartis Gene
Therapies na Ggely zlep3enia
poznatkov odanom  predmetu

v ramci spolo¢nosti Novartis Gene
Therapies a jej prepojenych oséb.

Bez ohladu na ostatné ustanovenia
tohto &l. 8 nebude zadavatel viazany
Ziadnymi povinnostami mi¢anlivosti,
ak by zachovanie mléanlivosti mohlo
ohrozit bezpecnost alebo zdravotny
stav pacientov, alebo ak je povinny
poskytnut informacie zo zakona.

Povinnosti uvedené vtomto €l 8
zostavaju v platnosti aj po preruseni
alebo dokonceni skisania a pocas
desiatich (10) rokov po skongeni
platnosti alebo predéasnom
ukonéeni tejto zmluvy.

VLASTNICTVO UDAJOV

Udaje zo skusania a vSetky autorské

prava knim si vlastnictvom
zadavatefla s vyhradou prav
spolo¢nosti Novartis Gene

Therapies uvedenych v &l. 10.



9.2

9.3

9.4

The Sponsor shall ensure that the
Study Data are kept in orderly, safe
and secure storage in accordance
with regulatory requirements for
document retention following the local
archiving regulations for such data.

The Sponsor shall grant Novartis
Gene Therapies access to all
anonymized and aggregate Study
Data generated in the course of the
Study at no additional cost. Novartis
Gene Therapies shall have the right to
make copies of the Study Data.
Notwithstanding any other provision of
this Agreement, Novartis Gene
Therapies and its Affiliates and their
licensees or sublicensees shall have
the right to use the anonymized and
aggregate Study Data for all
purposes, including, but not limited to,
regulatory purposes (including filing),
patent purposes, and publication
referencing purposes at no additional
costs.

Sponsor shall ensure that patient
informed consent identifies  all
anticipated purposes for use of Study
Data and shall ensure patient
informed consent permits the sharing
of anonymized and aggregate Study
Data with Novartis Gene Therapies its
Affiliates and any successors and
assigns of either party, including those
located outside the European
Economic Area. In obtaining and
documenting the patient informed
consent, Sponsor shall comply with
the applicable regulatory
requirement(s), and shall adhere to
ICH GCP and to the ethical principles
as laid out in the Declaration of
Helsinki.
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9.2

9.3

9.4

Zadavatel zabezpeéi, aby boli udaje
z0 skuSania uchovavané na
riadnom, spolahlivom a bezpe¢nom
mieste vsllade s regulaénymi
poziadavkami na  uchovavanie
dokumentov  podla  miestnych
predpisov o archivacii takychto
udajov.

Zadavatel  spoloénosti  Novartis
Gene Therapies umozni pristup ku
vietkym anonymizovanym a
suhrnnym Gdajom zo skusania,
ktoré vznikli v priebehu skusania,
ato bez dodatoénych nakladov.
Spolo&nost Novartis Gene
Therapies ma pravo vyhotovovat
képie Gdajov zo skuSania. Bez
ohfadu na akékolvek iné
ustanovenie tejto zmluvy ma
spolo¢nost Novartis Gene
Therapies a jej prepojené osoby
a drzitelia ich licencii alebo
sublicencii pravo pouzivat
anonymizované a suhrnné udaje zo
skuasania na vsetky (cely, vratene,
okrem iného, na regulaéné Ucely
(vratane  prekladania  podani),
patentové Ucely a Ucely
odkazovania na publikacie, ato
v3etko bez dodato&nych nakladov.

Zadavatel zabezpec&i, aby boli
v informovanom suhlase pacienta
uvedené vsetky predpokladané
ucely pouzitia idajov zo skusania, a
zabezpedi, aby informovany suhlas
pacienta umoznoval poskytovanie
anonymizovanych a suhrnnych
Udajov zo sku$ania spoloénosti
Novartis Gene Therapies, jej
prepojenym osobam a akymikolvek
pravnym nastupcom a
nadobudatelom ktorejkolvek zo
stran vratane tych, ktoré sa
nachadzaji mimo  Eurdpskeho
hospodarskeho priestoru. Pri
ziskavani a dokumentovani
informovaného suhlasu pacienta je
zadavatef  povinny  dodrziavat
prislusné regulaéné poziadavky
a postupovat v sllade s ICH GCP a
etickymi  zasadami  Helsinskej
deklaracie.



10.

10.1

10.2

10.3

INTELLECTUAL PROPERTY

Apart from any copyright in the Study
Data any Invention, whether
patentable or not, made by the
Sponsor, its employees and agents
and any other persons assisting with
the conduct of the Study and any
related Intellectual Property thereto
shall be assigned to Novartis Gene
Therapies ("Novartis Gene
Therapies Intellectual Property”).

Copyright in the Study Data and any
Invention, whether patentable or not,
made by the Sponsor, its employees
and agents and any other persons
assisting with the conduct of the Study
arising from the performance of the
Study other than an Invention
constituting Novartis Gene Therapies
Intellectual Property pursuant to
Section 10.1 above shall be the
property of the Sponsor (“Sponsor
Intellectual Property”). The Sponsor
may agree to allocate ownership of
the Sponsor Intellectual Property to
Subcontractors and third parties at its
discretion.

Sponsor agrees to, and to cause its
employees, agents and collaborators
and the Principal Investigator to,
execute promptly all documents and
take all such other action as may
reasonably be requested by Novartis
Gene Therapies to permit Novartis
Gene Therapies to obtain the benefit
of its rights under this Agreement
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10.

10.1

10.2

10.3

DUSEVNE VLASTNICTVO

Okrem akychkolvek autorskych prav
k tdajom zo skusania budu vSetky
vyhalezy, bez ohfadu na to, &i su
patentovatelné alebo nie, vytvorené
zadavateflom, jeho zamestnancami
a zastupcami a akymikolvek inymi
osobami, ktoré poskytuja suéinnost
pri  vykonavani skdsania, a
akékolvek s nimi suvisiace dusevné
vlastnictvo postipené spoloénosti
Novartis Gene Therapies (dalej len
~dusevné vlastnictvo spolocnosti
Novartis Gene Therapies®).

Autorské prava kudajom zo
sku$ania a k akymkofvek
vynalezom, bez ohfadu na to, &i su

patentovatelné alebo nie,
vytvorenym  zadavatefom, jeho
zamestnancami a zastupcami a

akymikolvek inymi osobami, ktoré
poskytuju sucinnost pri vykonavani
skusania a ktoré vznikli v suvislosti

s vykonavanim ska3ania, okrem
vynalezu tvoriaceho  duSevné
vlastnictvo  spoloénosti  Novartis

Gene Therapies podla bodu 10.1
vysSie, su vlastnictvom zadavatela
(dalej len ,dusevné vlastnictvo
zadavatela"). Zadavatel modze
suhlasit s pridelenim vlastnictva
dudevného vlastnictva zadavatela
na subdodavatefov a tretie strany
podra vlastného uvazenia.

Zadavatel sa zavédzuje vyhotovit a
zabezpec€i, aby jeho zamestnanci,
zastupcovia a spolupracovnici a
hiavny  skasajluci  bezodkladne
vyhotovili vSetky dokumenty a
podnikli v3etky dalSie kroky, ktoré
mobze spolo¢nost Novartis Gene
Therapies primerane pozZadovat,
aby spolo¢nosti Novartis Gene
Therapies mohli svedgit prava podla
tejto zmluvy.



10.4

11.

Sponsor shall ensure that the
Principal Investigator and the
Sponsor's employees, agents and
collaborators involved in the Study will
comply with its obligations under this
Agreement.

STATUS OF THE PARTIES

Each party is acting hereunder as an 11.1

independent contractual party. No
provision of this Agreement shall be
deemed to constitute any party as the

agent, employee, partner, joint
venture, or legal representative of any
other party for any purpose

whatsoever. No party is granted any
express or implied right or authority to
assume, or to create, any obligation or
responsibility, or to execute any
agreements or to make any
commitments verbally or in writing for
or on behalf of, or in the name of, any
other party in any manner or thing
whatsoever without that other party’s
express written consent or thing
whatsoever without that other party's
express written consent.
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10.4 Zadavatel zabezpeéi, aby hlavny

1.

skudajuci ajeho  zamestnanci,
zastupcovia a  spolupracovnici
zapojeni do skusania dodrziavali
svoje povinnosti podfa tejto zmluvy.

POSTAVENIE ZMLUVNYCH

STRAN

Kazda zo zmluvnych stran kona
podla tejto zmluvy ako nezdvisla
zmluvna strana. Ziadne ustanovenie
tejto zmluvy sa nepovaiuje za
ustanovenie, ktoré by ustanovovalo
ktorikolvek stranu za zastupcu,
zamestnanca, partnera, spoloény
podnik alebo pravneho zastupcu
ktorejkolvek inej strany na akykolvek
G&el. Ziadnej zmluvnej strane sa
neudeluje Ziadne vyslovné ani
implicitné pravo alebo opravnenie na
prevzatie alebo vytvorenie
akéhokolvek zavéazku alebo
zodpovednosti, ani na uzatvaranie
akychkolvek zmlav alebo prijimanie
akychkolvek zavéazkov Ustne alebo
pisomne v mene alebo na U(cet
ktorejkolvek inej strany akymkolvek
spbsobom alebo v akejkolvek veci
bez vyslovného pisomného suhlasu
alebo veci bez  vyslovného
pisomného sihlasu tejto druhej
zmluvnej strany.



11.2

11.3

Sponsor hereby represents and
warrants that it is not the subject of
any legal or regulatory restrictions or
sanctions, or disqualified by any
regulatory authority or any other
official body and has not been
debarred under the provisions of any
law or any regulation of any
governmental or regulatory
authorities, whether within or outside
the country where the Study is carried
out ("Debarred” or “Debarment”). In
the event that during the term of this
Agreement Sponsor (i) becomes
Debarred or (i) receives from a
regulatory authority, notice of an
action or threat of an action with
respect to its Debarment, Sponsor
shall promptly notify Novartis Gene
Therapies in writing.

In the event that Sponsor becomes
Debarred, Sponsor shall immediately
cease all activities relating to this
Agreement and this Agreement shall
automatically terminate, without any
further action or notice by Novartis
Gene Therapies. In the event that
Novartis Gene Therapies receives
notice from Sponsor or otherwise
becomes aware that (i) a Debarment
action has been brought against
Sponsor or (i) Sponsor has been
threatened with a Debarment action,
then Novartis Gene Therapies shall
have the right to terminate this
Agreement immediately.
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11.2

Zadavatel tymto vyhlasuje a
zaruéuje, ze nepodlieha Ziadnym
zadkonnym alebo regulaénym
obmedzeniam alebo sankciam, ani
nebol diskvalifikovany Ziadnym
kontrolnym organom alebo inym
Uradnym organom a nebol vyliceny
podla ustanoveni Ziadneho zakona
alebo  akéhokolvek  nariadenia
Statnych alebo kontrolnych organov,
¢i uz vkrajine, kde sa ski3anie
realizuje, alebo mimo nej (dalej len
~yluéeny*  alebo Svylugéenie®).
V pripade, Zze sa pocas platnosti tejto
zmluvy  zadavatef (i) stane
vyliéenym alebo (ii) dostane od
kontroiného organu oznamenie o
konani alebo hrozbe konania
v suvislosti s jeho vyliéenim,
zadavatel to bezodkladne pisomne
oznami spolocnosti Novartis Gene
Therapies.

V pripade, ze sa zadavatel stane
vyluéenym, okamzite ukonéi v3etky
¢innosti suvisiace s touto zmluvou a
tato zmluva sa automaticky ukongi
bez akéhokolvek daldieho konania
alebo  oznamenia zo  strany
spolo¢nosti Novartis Gene
Therapies. Ak spolotnost Novartis
Gene Therapies dostane od
zadavatela oznamenie alebo sa inak
dozvie, Ze (i) proti zadavatelovi bolo
zacaté konanie o vyluceni alebo (ii)
zadavatefovi hrozi konanie o
vylaéeni, potom ma spoloénost
Novartis Gene Therapies pravo tito
zmluvu okamzite ukondéit.



12.

12.1

12.2

Sponsor certifies, with respect to the
Study, that it has not and will not use
in any capacity the services of any
individual or entity that has been
Debarred. In the event that Sponsor
becomes aware of the Debarment or
threatened Debarment of any
individual or entity providing services
to Sponsor that directly or indirectly
relates to the Study, Sponsor shall
notify Novartis Gene Therapies
immediately and Novartis Gene
Therapies shall have the right to
terminate this Agreement
immediately.

TERMINATION

This Agreement may be terminated by
either party for any reason upon not
less than thirty (30) days’ written
notice as long as permitted under
applicable law; otherwise, this
Agreement may be unilaterally
terminated by either party upon written
notice to the other party for serious
medical, scientific or safety reasons.

This Agreement may be terminated
based on any of the following
termination events:

Early termination of the Study:
If Sponsor terminates the
Study early, for any reason,
Sponsor may terminate this
Agreement upon ten (10) days’
written notice to Novartis Gene
Therapies;

(a)
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12.

121

12.2

Zadavatel v suvislosti so skusanim
potvrdzuje, Ze nevyuzil a nevyuZije
v Ziadnej funkcii sluzby Ziadnej
fyzickej alebo pravnickej osoby,
ktora bola vyli¢ena. Ak sa zadavatel
dozvie o wvylu€eni alebo hrozbe
vyludenia akejkolvek osoby alebo
subjektu, ktory poskytuje
zadavatelovi sluzby priamo alebo
nepriamo sulvisiace so skusanim,

zadavatel je povinny okamzite
informovat  spoloénost  Novartis
Gene Therapies a spoloénost

Novartis Gene Therapies ma pravo
tato zmluvu okamzite ukonéit.

UKONCENIE

Tato zmluvu mobze vypovedal
ktorakofvek zo zmluvnych stran
z akéhokolvek dévodu
s vypovednou lehotou najmenegj

tridsat (30) dni, pokial to umoznuju
platné pravne predpisy; inak mdze
tato zmluvu jednostranne vypovedat
ktordkolvek zmluvna strana na
zéklade pisomného oznamenia
druhej  zmluvnej strane  zo
zavaznych lekarskych, vedeckych
alebo bezpeénostnych dévodov.

Tato zmluvu je mozné ukonéit na
zaklade niektorej z nasledujucich
udalosti  veducich  k ukonceniu
platnosti:

(a) predéasné ukonéenie
skusania: Ak  zadavatel
skuSanie predéasne ukonci
z akéhokolvek ddvodu, mdze

tato zmluvu ukonéit na
zaklade pisomného
oznamenia spolocnosti
Novartis Gene Therapies
s vypovednou lehotou desat
(10) dni;



(b)

(c)

Early termination by Novartis
Gene Therapies: Novartis
Gene Therapies may
terminate this Agreement upon
ten (10) days’ written notice to
Sponsor if: (i) the Study does
not start within six (6) months
of the Effective Date of this
Agreement; or (i) for
reasonable commercial or
scientific reasons. Novartis
Gene Therapies shall be
entitted to terminate this
Agreement with effect from the
date specified in its written
notice to Sponsor (a) in the
event of breach by Sponsor of
any applicable laws and
regulations including without
limitation the GCP; (b) if upon
any material change in
Protocol, Novartis Gene
Therapies determines, in its
sole discretion, that it is no
longer interested in providing
the Support; or (c) due to
safety reasons relating to the
use of Study Product.

Termination for cause: Either
Party may terminate this
Agreement if the other Party
breaches any of the provisions
of this Agreement and, in the
case of a breach capable of
remedy, fails to remedy the
same within thirty (30) days
after receipt of a written notice
from the non-breaching Party
giving full particulars of the
breach and confirming the
intention to terminate if not
remedied.
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(b)

(c)

predéasné ukonéenie zo
strany spoloénosti Novartis
Gene Therapies: Spoloénost
Novartis Gene Therapies
mdZe tato zmluvu ukonéit na
zaklade pisomného
oznamenia zadavatelovi
s vypovednou lehotou desat
(10) dni, ak: (i) sa skuSanie
nezatne do Siestich (6)
mesiacov od datumu uginnosti
tejto zmluvy; alebo (i)
z opodstatnenych

obchodnych alebo vedeckych
dévodov. Spoloénost Novartis
Gene Therapies je opravnena
tato Zmluvu ukongit
s Uéinnostou od  datumu
uvedeného v pisomnom
oznameni  zadavatel (a)
v pripade porusenia
akychkolvek platnych zakonov
a predpisov zo strany
zadavatefa, vratane, okrem
ineho, GCP; (b) ak po
akejkolvek podstatnej zmene
protokolu spolo¢nost Novartis
Gene Therapies podfa
vlastného uvazenia rozhodne,
Ze uZ nema o poskytovanie
podpory zaujem; alebo (c)
z bezpeénostnych  ddvodov
tykajlicich sa  pouzivania
skusaného lieku.

ukoncenie s udanim ddvodu:
Ktorakolvek zo zmluvnych
strin mdze tato zmluvu
vypovedat, ak druha zmluvna
strana porusi niektoré
z ustanoveni tejto zmluvy a
v pripade porusenia, ktoré je
mozné napravit, ho nenapravi
v lehote tridsiatich (30} dni od
doruéenia pisomného
oznamenia od poskodenej
strany, a to suvedenim
Uplnych informacii o poruseni
a s potvrdenim umysilu
vypovedat zmluvu, ak neddjde
k naprave.



13.

131

13.2

CONSEQUENCES OF
TERMINATION

Upon termination of Novartis Gene
Therapies’ involvement in this
Agreement for whatever reason all
Novartis Gene Therapies Information
shall be returned to Novartis Gene
Therapies, subject to any regulatory
and ethical requirements.

In case of termination by the Sponsor
according to Section 12.1 or 12.2, the
Sponsor will provide Novartis Gene
Therapies with access to all
anonymized and aggregate Study
Data. For purposes of this clause,
Personal Data is excluded from the
obligation of disclosure. In addition, as
long as permitted under applicable
law, the Sponsor shall provide
Novartis Gene Therapies with an
abbreviated TPSR or abbreviated final
report. Furthermore, Sponsor shall
submit the study-related publications
based on Study Data obtained before
termination to scientific congresses
and/or journals and Novartis Gene
Therapies shall have the right to
review the draft(s) in accordance with
Section 6 of the Agreement. Finally,
pursuant to Section 17 of the
Agreement, termination by the
Sponsor will not affect all the rights
and obligations which are intended to
survive termination of this Agreement.
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13.

13.1

13.2

DOSLEDKY UKONCENIA

Po ukonéeni ucasti spolocnosti
Novartis Gene Therapies na tejto
zmluve z akéhokolfvek dévodu sa
véetky  informacie  spolo€nosti
Novartis Gene Therapies vratia
spolo¢nosti Novartis Gene
Therapies vsulade so vSetkymi
regulaénymi a etickymi
poziadavkami.

V pripade ukonéenia zmluvy zo
strany zadavatefa podra él. 12.1
alebo 12.2 poskytne zadavatel
spoloénosti Novartis Gene
Therapies pristup ku vSetkym
anonymizovanym a  suhrnnym
udajom zo skusania. Na Géely tohto
¢lanku su osobné udaje vyluéené
z povinnosti  zverejnenia. Okrem
toho zadavatel poskytne spolo¢nosti
Novartis Gene Therapies skratenu
spravu  TPSR alebo skratend
zavereénd spravu, ak to umoznujl
platné pravne predpisy. Zadavatel
dalej predlozi publikacie suvisiace
so skusanim, ktoré vychadzaju
zalozené zudajov zo skuSania
ziskanych pred ukonéenim a ktoré
si uréené na vedecké kongresy
a/alebo do Casopisov, a spoloénost
Novartis Gene Therapies ma pravo
posudit navrh(-y) v sulade s¢l. 6
zmluvy. Nakoniec plati, Ze v sulade
s ¢l. 17 zmluvy vypoved zo strany
zadavatela nema vplyv na vsetky
prdva a povinnosti, ktoré maijt
pretrvat aj po vypovedani tejto
zmluvy.



13.3

13.4

13.5

Upon the effective date of termination
according to Sections 12.1 or 12.2, the
Sponsor shall conduct an accounting
report, subject to verification and
approval by Novartis Gene Therapies.
Within thirty (30) days after receipt of
adequate documentation setting forth
the results of such accounting,
Novartis Gene Therapies will make
payment to the Sponsor (in no event
exceeding the difference between the
maximum amount specified in Section
41 and the total amount paid
previously by Novartis Gene
Therapies to the Sponsor under or in
connection with this Agreement) for:

(a) All Study activities properly
rendered and costs properly
incurred by the Sponsor
according to the terms of this
Agreement up to the effective
date of termination and not yet
paid for; and

(b) Reasonable non-cancelable
commitments properly
incurred by the Sponsor for the
conduct of the Study prior to
receipt of notice of termination.

In case of termination by Novartis
Gene Therapies due to Sponsor's
material breach, Novartis Gene
Therapies shall owe no further
payment to the Sponsor.

The Sponsor will refund to Novartis
Gene Therapies within thirty (30) days
following the termination date any
funds advanced to it but not expended
or irrevocably committed by the
Sponsor prior to the date of
termination.
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13.3

13.4

13.5

Po dni G¢innosti ukon&enia podra ¢&l.
12.1 ale 12.2 zadavatel spracuje
vyuétovanie, ktora podlieha
overeniu a schvaleniu spoloénostou
Novartis Gene Therapies. Do
tridsiatich (30) dni po prijati
odpovedajticej dokumentécie
obsahujtcej vysledky tohto
vylctovania spoloénost Novartis
Gene Therapies zaplati
zadavatelovi (v Ziadnom pripade
vSak nie viac ako rozdiel medzi
maximalnou sumou uvedenou v &l

4.1 a celkovou sumou, ktora
spoloénost Novartis Gene
Therapies predtym zaplatila
zadavatefovi na zaklade tejto

zmluvy alebo v suvislosti s fiou) za:

(a) vSetky riadne vykonané
ginnosti v ramei skd$ania a
naklady, ktoré zadavatelovi
riadne vznikli v stlade
s podmienkami tejto zmiuvy
az do dia  ucinnosti
ukoncenia a ktoré este neboli
uhradeng, a

(b) primerané nezrusitelné
zavazky, ktoré zadavatefovi
riadne vznikli v slvislosti
s realizaciou skusania pred
prijatim oznamenia o}
ukondeni.

V pripade ukontenia zo strany
spoloénosti Novartis Gene
Therapies z dévodu podstatného
porusenia zmluvy zadavatefom,
spoloénost Novartis Gene
Therapies nebude mat vofi
zadavatelovi Ziadne dalSie zavéazky.

Zadavatel spolocnosti  Novartis
Gene Therapies do ftridsiatich (30)
dni odo dia ukoncenia vrati vietky
finanéné prostriedky, ktoré mu boli
poskytnuté vopred, ale neboli
zadavatefom vynalozené alebo
neodvolatelne viazané pred driom
ukong&enia.



14,

14.1

14.2

14.3

14.4

WARRANTIES

The Sponsor represents and warrants
to Novartis Gene Therapies that it is
not a party to any agreement which
would prevent it from fulfilling its
obligations under this Agreement and
that during the term of this Agreement
the Sponsor will not enter into an
agreement to undertake studies which
would in any way restrict its ability to
undertake the Study or fulfill its
obligations under this Agreement.

The Sponsor warrants and represents
to Novartis Gene Therapies that it has
the full right and authority to enter into
this agreement, and that it is not
aware of any impediment which would
inhibit its ability to perform the terms
and conditions imposed on it by such
agreement.

The Sponsor warrants and represents
to Novartis Gene Therapies that the
Sponsor's policies applicable to the
performance of the Study are
consistent with the terms of this
Agreement and Protocol.

For the purpose of transparency, and
to ensure Novartis Gene Therapies is
providing adequate funding, Sponsor
shall disclose to Novartis Gene
Therapies any other funding received
from a Third Party to undertake the
Study, and as the case may be,
Sponsor shall disclose the amounts
received from the other supporting
party. Sponsor shall disclose this
information to  Novartis Gene
Therapies along with the request for
support.
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14.

14.1

14.2

14.3

14.4

ZARUKY

Zadavatel vyhlasuje a zaruuje
spolocnosti Novartis Gene
Therapies, 2Ze nie je zmluvnou

stranou Ziadnej dohody, ktora by mu
branila v pineni jeho zavézkov podla
tejto zmiuvy, a ze pogas platnosti

tejto zmluvy neuzavrie Ziadnu
zmluvu o vykonani skusani, ktora by
akymkofvek spdsobom
obmedzovala  jeho schopnost

realizovat skusanie alebo plnit svoje
2zavazky podla tejto zmluvy.

Zadavatel vyhlasuje a zaruduje
spoloénosti Novartis Gene
Therapies, ze ma piné pravo a
opravnenie uzavriet tito zmluvu a ze
si nie je vedomy ZzZiadnej prekazky,
ktora by mu branila v plneni
podmienok uloZzenych mu touto
zmiuvou.

Zadavatel vyhlasuje a zaruéuje
spolo¢nosti Novartis Gene
Therapies, Ze zasady zadavatela
vztahujice sa na vykonavanie
skusania su v sulade s podmienkami
tejto zmluvy a protokolu.

V zaujme transparentnosti a
zabezpecenia primeraného
financovania zo strany spoloénosti
Novartis Gene  Therapies je
zadavatel povinny  spolo¢nost
Novartis Gene Therapies informovat
o akychkolvek inych finanénych
prostriedkoch, ktoré ziskal na
vykonanie skdi$ania od tretej strany,
a pripadne oznamit sumy prijaté od
ingj strany poskytujicej podporu.
Zadavatel tieto informacie
spolo¢nosti Novartis Gene Therapies
oznami  spolu so  Ziadostou
0 podporu.



15.

16.

DISCLAIMER

Any advice furnished by Novartis
Gene Therapies and/or its Affiliates is
given free of charge and Novartis
Gene Therapies and/or its Affiliates
assumes no obligation or liability for
the advice given or the results
obtained and any such advice shall
not constitute a warranty as to any
matter, all such advice being given
and accepted at the recipient's risk.

NOTICE

Any notice required or permitted
hereinunder shall be in writing and
shall be deemed given as of the date
it is (a) delivered by hand or (b) sent
by registered or certified mail, with
return receipt request, and addressed
to the party to receive such notice at
the address set forth below, or such
other address as is subsequently
specified in writing:

If to Novartis Gene Therapies:

Medical Matters:

Rudolf van Olden
rudolf_walther.van_olden@novartis.c
om

Contract Matters:
Teresa Tobin
teresa.tobin@novartis.com

If to Sponsor:

Medical Matters:
Zuzana Mydlova
Zuzana.mydlova@dfnbb.sk

Administrative Matters:
JUDr. Katarina Bl$akova, PhD
katarina.blsakova@dfnbb.sk
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15.

16.

VYLUCGENIE ZODPOVEDNOSTI

Akékolvek poradenstvo
poskytované spoloénostou Novartis
Gene Therapies alalebo jej
prepojenymi osobami je
poskytované bezplatne a spoloénost
Novartis Gene Therapies a/alebo jej
prepojené osoby nepreberaju Ziadne
zavazky ani zodpovednost za
poskytnuté rady alebo ziskané
vysledky a Ziadne taketo
poradenstvo nepredstavuje zaruku
v akejkolvek  zalezitosti, pricom
vSetky takéto rady sa poskytuju a
prijimaju na riziko prijemcu.

OZNAMENIA

Akékolvek oznamenie pozZzadované
alebo povolené touto zmluvou musi
byt v pisomnej forme a povaZuje sa
za dorucené diom, v ktorom je (a)
doruéené osobne alebo (b) zaslané
doporuc¢enou postou s doru¢enkou a
adresované strane, ktorda ma takéto
oznamenie prijat, na adresu
uvedenu nizs$ie alebo na inu adresu,
ktorda bude nasledne uvedena
pisomne:

V pripade spolo¢nosti Novartis
Gene Therapies

Zdravotnicke zalezitosti:

Rudolf van Olden
rudolf_walther.van_olden@novartis.
com

Zmluvné zalezitosti:
Teresa Tobin
teresa.tobin@novartis.com

V pripade zadavatefa:

Zdravotnicke zaleZitosti:
Zuzana Mydlova
Zuzana.mydlova@dfnbb.sk

Administrativne zalezitosti:
JUDr. Katarina Bl$akova, PhD
katarina.blsakova@dfnbb.sk



17.

18.

SURVIVAL

Except where explicitly provided
elsewhere herein, termination of this
Agreement for any reason, or
expiration of this Agreement, will not
affect: (a) obligations, including the
payment of any sums which have
accrued as of the date of termination
or expiration, and (b) rights and
obligations which, from the context
thereof, are intended to survive
termination or expiration of this
Agreement.

ENTIRE AGREEMENT

This Agreement (together with any
documents referred to herein)
constitutes the entire and only
agreement and understanding
between the parties with respect to its
subject matter and supersedes any
previous agreements,
understandings, or arrangements
between the parties in respect of the
Study (whether oral or written). Any
claimed representation, promise or
condition in connection with the
subject matter of the Agreement that
is not incorporated herein shall not be
binding wupon any party. No
modification, extension, waiver, or
other variance of any provision hereof,
or any release of any right hereunder,
shall be valid or binding unless the
same is in writing and signed by all
parties. In the event of any conflict
between the operative provisions of
this Agreement and the Annexes
hereto, the operative provisions of this
Agreement shall govern.

Obligations  arising from this
Agreement they must not
prevent client (Children's University

Hospital with Polyclinic Banska
Bystrica) from fulfilling
legal obligations, as well as

obligations towards the Ministry of
Health SR.
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17.

18.

POKRACUJUCA PLATNOST

Ak nie je vyslovne uvedené na inom
mieste tejto zmluvy inak, ukonéenie
tejto zmluvy z akéhokolvek dévodu
alebo uplynutie platnosti tejto zmluvy
nema vplyv na:; (a) zavazky vratane
platieb akychkolvek sum, ktoré
vznikli ku dniu ukonéenia alebo
uplynutia platnosti, a (b) prava a
povinnosti, = ktoré maju podla
kontextu tejto zmluvy pretrvat aj po
jej ukonéeni alebo uplynuti jej
platnosti.

CELA ZMLUVA

Tato zmluva (spolu s pripadnymi
dokumentmi, na ktoré sa vnej
odkazuje) predstavuje tpinu a jedind
dohodu a dohovor medzi zmluvnymi
stranami ohladne jej predmetu a
nahradza vSetky predchadzajlice
dohody, dohovory alebo dojednania
medzi nimi tykajlce sa skusania (i
uz Ustne alebo pisomné). Akékolvek
deklarované vyhlasenie, prisfub
alebo podmienka v suvislosti
s predmetom zmluvy, ktoré nie su
sUcastou tejto zmluvy, nie su pre
Ziadnu zo zmluvnych stran zavézné.
Ziadna zmena, rozsirenie, vzdanie

sa prav alebo inad odchylka
akéhokofvek ustanovenia tejto
zmluvy ani Ziadne uvolnenie

akéhokolvek prava podla tejto
zmluvy nie je platné ani zavazné,
pokial nie je v pisomnej forme a
podpisané  vsetkymi  stranami.
V pripade akéhokolvek rozporu
medzi Gdinnymi ustanoveniami tejto
zmluvy a jej prilohami su
rozhodujuce G&inné ustanovenia
tejto zmiuvy.

Povinnosti  vyplyvajuce z tejto
zmluvy nesmi branit zadavatefovi
( Detskej fakultnej nemocnici s
poliklinikou Banska Bystrica) v
plneni si zakonnych povinnosti ako
aj povinnosti voéi Ministerstvu
zdravotnictva SR.



19.

20.

21.

AMENDMENT

This Agreement and the Protocol may
be extended, renewed or otherwise
amended at any time by the mutual
written consent of parties hereto.

FORCE MAJEURE

Neither the Sponsor nor Novartis
Gene Therapies shall incur any
liability to any other party in the event
of non-performance or delay in the
performance of its obligations
hereunder if caused directly or
indirectly by strikes, lockouts, riots,
sabotage, act of war or piracy,
destruction of essential equipment by
fire, explosion, storm, flood,
earthquake, failure of power supplies
or transport facilities, failure of agents,
or sub-contractors or any other event
or circumstances whatsoever beyond
the reasonable control of the party
liable to perform for a period equal to
any such non-performance or delay.
However, the party affected shall use
all reasonable endeavours to limit the
amount of non-performance or delay
in performance of its obligations
hereunder.

WAIVER

The failure of a party at any time to
require full or partial performance of
any provisions of this Agreement will
not affect in any way the full right of
that party to require that performance
subsequently. Any waiver of a breach
of this Agreement must be in writing
signed by the party granting the
waiver.
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19.

20.

21.

DODATOK

Tato zmluvu a protokol je mozné
kedykolvek prediZit, obnovit alebo
inak zmenit a doplnit na zaklade
vzajomného pisomného sthlasu
zmluvnych stran.

VYSSIA MOC

Zadavatel ani spoloénost Novartis
Gene Therapies nenesu ziadnu
zodpovednost voc&i Ziadnej inej
strane v pripade neplnenia alebo
oneskoreného  plnenia  svojich
povinnosti podra tejto zmluvy, ak je
to priamym alebo nepriamym
désledkom $trajku, vyluky, nepokoja,
sabotaze, vojnového konfliktu alebo
piratstva, zni€enia  zakladného
vybavenia poziarom, vybuchom,
burkou, povodiiou, zemetrasenim,
vypadkom dodavok energie alebo
dopravnych zariadeni, neplnenym
povinnosti zo strany zastupcov
alebo subdodavatelov alebo
akejkolvek inej udalosti alebo
okolnosti, ktoré su mimo primeranej
kontroly zmluvnej strany povinnej
plnit, a to na obdobie rovnajuce sa
takémuto neplneniu alebo
omeskaniu. Postihnuta strana v8ak
vynalozi vSetko primerané Usilie, aby
obmedzila rozsah neplnenia alebo
oneskoreného  pinenia  svojich
povinnosti podfa tejto zmluvy.

VZDANIE SE PRAV

Ak niektora zo zmluvnych stran
kedykolvek nepoziada o upiné alebo
Ciastoéné plnenie ktoréhokolvek
ustanovenia tejto zmluvy, nebude to
mat Zziadny vplyv na jej plné pravo
pozadovat toto plhenie neskoér.
Akékolvek vzdanie sa prava
vyplyvajuceho z porusenia tejto
zmluvy musi mat pisomnu formu
a musi byt podpisané stranou, ktora
vzdanie sa prava udeli.



22.

23.

SEVERABILITY

Any provision of this Agreement which
is declared void or unenforceable by
any competent authority or court shall
to the extent of invalidity or
enforceability be deemed severable
and not affect the provisions of this
Agreement which shall continue
unaffected.

ASSIGNMENT

Neither party may assign its rights and
obligations under this Agreement
without the other party’s prior written
consent, except that Novartis Gene
Therapies may (a) assign its rights
and obligations under this Agreement
or any part hereof to one or more of its
Affiliates; or (b) assign this Agreement
in its entirety to a successor to all or
substantially all of its business or
assets to which this Agreement
relates. Any permitted assignee will
assume all obligations of its assignor
under this Agreement (or related to
the assigned portion in case of a
partial assignment). Any attempted
assignment in contravention of the
foregoing will be void. Subject to the
terms of this Agreement, this
Agreement will be binding upon and
inure to the benefit of the parties and
their respective successors and
permitted assigns.
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22,

23.

ODDELITELNOST

Akékolvek ustanovenie tejto zmluvy,
ktoré prislusny organ alebo sud

vyhlasi za neplatné alebo
nevykonatelné, sa v rozsahu
neplatnosti alebo vykonatelnosti

povaZuje za oddelitelné a nema
vplyv na ustanovenia tejto zmluvy,
ktoré zostavajl v platnosti
a uginnosti.

POSTUPENIE

Ziadna zo zmluvnych stran nie je
opravnena postupit svoje prava a
povinnosti vyplyvajlce z tejto zmiuvy
bez predchadzajiceho pisomného
sthlasu druhej zmluvnej strany,
s vynimkou toho, Ze spolo¢nost
Novartis Gene Therapies je
opravnena (a) postipit svoje prava a
povinnosti vyplyvajice z tejto zmluvy
alebo jej Casti na jednu alebo viacero
svojich prepojenych oséb alebo (b)
postlpit tato zmluvu ako celok na
nastupcu v8etkych alebo podstatnej
casti svojich obchodnych ¢&innosti
alebo majetku, ktorych sa tato
zmluva tyka. Kazdy povoleny
postupnik prevezme v$etky zavazky
svojho postupcu podla tejto zmluvy
(alebo v pripade Ciastoéného
postupenia suvisiace s postipenou
¢astou). Akykolvek pokus o
postipenie  vrozpore s vysSie
uvedenym bude neplatny. Za
podmienok tejto zmluvy bude tato
zmluva =zavdzna a bude platit
v prospech zmluvnych stran a ich
prisludnych nastupcov a povolenych
nadobudatelov.



24,

25.

26.

26.1

26.2

NO TRANSFER OF PROPRIETARY
RIGHTS NOT SPECIFIED

It is agreed that neither Novartis Gene
Therapies nor the Sponsor transfers
to the other by operation of this
Agreement any patent right, copyright,
or other proprietary right of either
party, except as specifically set forth
herein.

LIABILITY

Subject to the provisions of Section
27.2, the Sponsor as the Sponsor of
the Study shall be liable for all
damages incurred by a patient arising
out of the performance of the Study.

INSURANCE

The Sponsor as the sponsor of the
Study agrees to take out adequate
clinical trial insurance or make
alternative arrangements as is
necessary and required by applicable
regulatory requirements to cover its
obligations as Sponsor of the Study
including, but not limited to, providing
full compensation (including indirect
losses) to participants in the Study
suffering injury or death or loss
caused by the administration of drugs
or any clinical intervention or
procedure in accordance with the

relevant Protocol and all legal
requirements laid down by local
regulations.

Upon Novartis Gene Therapies’

request the Sponsor shall provide
evidence of such insurance or
alternative arrangement
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26.

26.1

26.2

NEEXISTENCIA NEUVEDENEI-!O
PREVODU VLASTNICKYCH PRAV

Zmluvné strany sa dohodii, ze
spolo¢nost Novartis Gene Therapies
ani zadavatel na zaklade tejto
zmluvy neprevadzaju na druhd
stranu Zziadne patentové pravo,
autorské pravo alebo iné vlastnicke
pravo niektorej zo zmluvnych stran,
s vynimkou  pripadov  vyslovne
uvedenych v tejto zmluve.

ZODPOVEDNOST

S vyhradou ustanoveni &l. 27.2 je
zadavatel ako zadavatel skudsania
zodpovedny za vSetky Skody, ktoré
vzniknii  pacientovi v suvislosti
s vykonavanim skusania.

POISTENIE

Zadavatelf ako zadavatel skuSania
sa zavazuje uzavriet odpovedaijlice
poistenie klinického skadania alebo
prijat alternativne opatrenia, ktore su
potrebné a vyzadované prislusnymi
regulagnymi poZiadavkami na
pokrytie jeho povinnosti ako
zadavatela skiisania, vratane, okrem
iného, poskytnutia pinej nahrady
(vratane nepriamych §kbd)
ucastnikom skuasania, ktori utrpia
zranenie alebo smrt alebo stratu
v désledku podania liekov alebo
akéhokolvek klinického zasahom
alebo postupu v sulade s prislusnym
protokolom a vsetkymi zdkonnymi
poziadavkami stanovenymi
miestnymi predpismi.

Na Ziadost spolo¢nosti Novartis
Gene Therapies zadavatel predlozi
dékazy o tomto poisteni alebo
alternativnom opatreni.



27.

271

27.2

INDEMNIFICATION

27.

The Sponsor agrees to indemnify and 27.1

hold
Therapies,

harmless Novartis Gene
its Affiiates and their
respective  employees, directors,
officers, representatives, sub-
contractors, and agents from and
against any loss, damages, liabilities,
reasonable costs and expenses
(including reasonable attorney’'s fee
and expenses), incurred in connection
with any claim, proceeding, or
investigation arising out of this
Agreement and of this Study, except
to the extent as provided under
Section 27.2,

Novartis Gene Therapies agrees to
indemnify and hold harmless the
Sponsor and its employees, directors,
officers, representatives, sub-
contractors and agents from and
against any loss, damages, liabilities,
reasonable costs and expenses
(including reasonable attorney’'s fee
and expenses) incurred in connection
with any claim, proceeding, or
investigation arising out of this
Agreement (hereinafter referred to as
“Claims”) to the extent that such
Claims arise from the willful wrongful
act or omission or the negligence of
Novartis Gene Therapies.
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27.2

ODSKODNENIE

Zadavatel sa zavdzuje odSkodnit
spolo¢nost Novartis Gene
Therapies, jej pridruzené spoloénosti
a ich prisluSnych zamestnancov,

veducich pracovnikov, ¢lenov
Statutarnych organov,
predstavitelov, subdodavatefov a

zastupcov za vznik a ochranit pred
vznikom akychkolvek strat, 3kod,
zavazkov, primeranych nakladov a
vydavkov (vratane primeranych
poplatkov a vydavkov na pravne
zastipenie), ktoré im vzniknu
v slvislosti s akymkofvek narokom,
konanim alebo vySetrovanim
vyplyvajucim z tejto zmluvy a tohto
skuSania, svynimkou pripadov
uvedenych v €l. 27.2.

Spolo¢nost Novartis Gene Therapies
sa zavazuje odskodnit zadavatefa a
jeho zamestnancov, vedlcich
pracovnikov, &lenov Statutarnych
organov, predstavitelov,
subdodavatelov a zastupcov za
vznik aochranit pred vznikom
akychkolvek strat, skéd, zaviazkov,
primeranych nakladov a vydavkov
(vratane primeranych poplatkov a
vydavkov na pravne zastUpenie),
ktoré mu vznikni v suvislosti
s akymkolvek narokom, konanim
alebo vysetrovanim vyplyvajucim
z tejto zmluvy (dalej len ,naroky")

vrozsahu, vakom tieto naroky
vznikli v désledku  Uumyseiného
protipravneho konania alebo
opomenutia alebo nedbanlivosti
spolo¢nosti Novartis Gene
Therapies.



28.

AUDIT AND INSPECTION

During the term of this Agreement
(and for a period of three (3) years
after termination of this Agreement),
upon reasonable prior notice to
Sponsor, Novartis Gene Therapies (or
its appointed representatives) shall
have the right, during normal business
hours and at its own cost, to conduct
an investigation and/or audit of
Sponsor’s operations and records (but
only to the extent that it relates to the
performance of the obligations
undertaken by Sponsor under this
Agreement). Sponsor agrees to
cooperate in compliance  with
applicable laws and data protection

regulation in such investigations
and/or audits.
Sponsor shall immediately inform

Novartis Gene Therapies if any
authority carries out or gives notice of
its intention to carry out any audit,
inspection and/or investigation of the
Study. Sponsor shall forward to
Novartis Gene Therapies a copy of the
results of such audit to the extent that
it does not contravene applicable laws
and personal data protection.

Where information concerning the
Study Product is requested for such
audit, the Sponsor shall notify Novartis
Gene Therapies thereof within twenty-
four (24) hours of receipt of such
request and shall give Novartis Gene
Therapies direct access to the Study
sites, source data/documents and
reports at all times.
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28.

AUDIT A KONTROLA

Pocas platnosti tejto zmluvy (a pogas
obdobia troch (3) rokov po ukonceni
tejto zmluvy) ma spoloénost Novartis
Gene Therapies (alebo jej povereni
zastupcovia) na zaklade
primeraného predchadzajuceho
upozornenia zaslaného zadavatelovi
pravo podas beznej pracovnej doby a
na vlastné naklady vykonat
vySetrovanie a/alebo audit ¢innosti a
zaznamov zadavatefa (ale len
vrozsahu, ktory slvisi s plnenim
zavazkov prevzatych zadavatefom
podfa tejto zmluvy). Zadavatel sa
v sllade s platnymi pravnymi
predpismi a nariadeniami o ochrane
osobnych (dajov zavazuje pri tychto
vySetrovaniach alalebo auditoch
spolupracovat.

Zadavatel bezodkladne informuje
spoloénost Novartis Gene Therapies
v pripade, 2e akykolvek organ
vykona alebo oznami svoj zamer
vykonat akykolvek audit, kontrolu
alalebo  vySetrovanie  skisania.
Zadavatel zasle spolo¢nosti Novartis
Gene Therapies koépiu vysledkov
takéhoto auditu, pokial to nie je

vrozpore s platnymi  pravnymi
predpismi a ochranou osobnych
udajov.

Ak sa na ucely takéhoto auditu
poZaduju informacie tykajuce sa
skasaného lieku, zadavatel o tom
informuje spolo¢nost Novartis Gene
Therapies do dvadsiatich Styroch
(24) hodin od prijatia takejto ziadosti
a vzdy umozni spolo¢nosti Novartis
Gene Therapies priamy pristup
k miestam vykonavania skiSania,
zdrojovym udajom/dokumentom
a spravam.



29.

LAW AND JURISDICTION

This Agreement shall be governed by,
and construed in accordance with, the
substantive laws of Switzerland
without regard to the conflict of law
provisions thereof. For the purpose of
any dispute which cannot be resolved
amicably, the parties submit to the
exclusive jurisdiction of the ordinary
courts of Zurich, Switzerland.

The parties agree to resolve any
dispute arising under this Agreement
amicably. If no amicable settlement is
reached within sixty (60) days from the
date the parties commence amicable
settlement, either party may refer the
dispute to the competent courts of
Switzerland and shall notify the other
party accordingly.

[SIGNATURES ON FOLLOWING
PAGE]
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29.

PRAVO A SUDNA PRAVOMOC

Tato zmluva sa riadi a vyklada
v stlade s $vajciarskym hmotnym
pravom s vyli¢enim  koliznych
noriem. Na uGcely akéhokolvek
sporu, ktory sa nepodari vyrieSit
uzavretim zmieru, sa zmluvné strany
podriaduja  vyluénej  pravomoci
v8eobecnych sldov v Zurichu vo
Svaijéiarsku.

Zmluvné strany sa dohodli, ze
pripadné spory vyplyvajlce z tejto
zmluvy budud riesit zmierom. Ak sa
nepodari  uzavriet zmier do
Sestdesiatich (60) dni odo dia,
v ktorom zmluvné strany zacnu
zmierlivé urovnanie, ktorakofvek zo
zmluvnych stran modze postipit spor
prislusnym sidom v Svajéiarsku
a informovat o tom druhd zmluvnu
stranu.

[PODPISY NA NASLEDUJUCEJ
STRANE]



IN WITNESS WHEREOF, the parties
intending to be bound have caused
this Agreement to be executed by their
duly authorized representatives.

NOVARTIS GENE THERAPIES
SWITZERLAND GMBH
By/Podpis:
. Dr. Francesca Baldinetti
Name/Meno:
Title/Funkcia:
22.8.2022

Date/Datum:
By/Podpis:

Lars Lundberg
Name/Meno:
Title/Funkcia:

) 7.sept. 2022

Date/Datum:
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NA DOKAZ TOHO zmluvné strany,
ktoré maju vumysle byt touto
zmluvou viazané, zabezpedili, aby
tato zmluvu podpisali ich riadne
splnomocneni zastupcovia.

CHILDREN HOSPITAL BANSKA BYSTRICA
| DETSKA NEMOCNICA S P’ XLINIKOU
BANSKA BYSTRICA

By/Podpis:

Name/Meno: Ing. Juraj Gallo
Title/Funkcia: __Tadite!
Date/Datum:. 1.8.2022

Acknowledged and agreed/Potvrdil a schvalil.

Zuzana Mydlova

Principal Investigat.  flavny skdsajuaci

Date/Datum: 1.8.27022



Dr. Francesca Baldinetti

22.8.2022

Lars Lundberg

7.sept. 2022

1.8.2022


List of Attachments:

Annex 1: Request for Funding and
Protocol for the Study

Annex 2: Key Contacts
Annex 3: Payment Plan
Annex 4: Safety data collection and

reporting responsibilities
Annex 5: Cover sheet for use when
transferring safety information

44

Zoznam priloh:

Priloha é. 1: Ziadost' o financovanie a
protokol skusania

Priloha ¢&. 2: KFucové kontakty

Priloha €. 3: Splatkovy kalendar
Priloha €. 4: Zber bezpeénostnych
udajov a povinnosti pri hiaseni
neziaducich Gcinkov

Priloha ¢. 5: Sprievodny list na pouzitie
pri prenose bezpecnostnych informacii



_ANNEX 1- REQUEST FOR FUNDING AND STUDY PROTOCOL /
PRILOHA €. 1- ZIADOST O FINANCOVANIE A PROTOKOL SKUSANIA

==\

BANSKA BYSTRICA
DETSKA NEMOCNICA DETSKA FAKULTNA NEMOCNICA

Fakultnd nemocnica s paliklinikou
S POLIKLINIKOU BANSKA BYSTRICA
Namestie L. Svobodu 4
874 09 Banska Bystrica

SKRININGOVE CENTRUM NOVORODENCOV SR
048 - 472 65 47, 0918 69 69 68, scn@dinod. s« @ @42

Novartis Pharma Schweiz AG
Suurstoffi 14

6343 Rotkreuz

Switzerland

Madam and gentleman,

The Nationa! Slovak newbom screening centre {SCN SR) of the Children's hospital in Banska Bystrica {DFN
BB) was founded in 1985 and was added to the list of workplaces for unusual diseases in Slovak republic as
an expertise workplace with a focus on neonatal screening. SCN SR is a member of international
associations and companies: International Society for Neonatal Screening {ISNS) and European Union of
National Experts for Meonatal Screening (EUNENBS).

In Newborn screening center at present 13 diseases in the basic screening and 10 diseases in the advanced
screening are being examined in necnatal screening and the sreening is paid by HICs,

The Slovak newborn screening centre is preparing a project focused on diagnosing muscular atrophy
(SMA) and primary immunodeficiency (SCID). This project has been prepared in cooperation with MoH and
with The commision for the rare disorders which works under the Ministry of health. The screening for
SMA & SCID became a part of an action plan for the treatment of rare diseases in Slovakia and has been
approved by MoH. MoH donated 100, 000 £ for buying the equipment needed for the screening. This
denation Is meant for the purchase of the equipment for the multiplex diagnosis of SMA and SCID, Since
the newborn screening centre falls under the youth hospltal, which is a state institution governed by MoH,
it must henor their terms and decisions. Based on this we decided to use multiplex kits and we will be
able to prove the presence of both SMA and SCID in one examination. The procurement process has been
led by MoH as well. Funding of the pilot project will be covered by MoH and more sponsors. After the

DETSKA FAKULTNA NEMOCNICA S POLIKLIN:KKOU BANSKA BYSTRICA
Nimestie L. Svobodu 4, 974 09 Banskd Bystrica

Statna pokiadnica, Bratislava el 048 — 47265 1 €0 : 379 579 37
8 = E=BUCISWIFT: e-msil: din@dinbd sk DiC: 2021928150

SPSRSKBA 3
Zriadend Zriad listinou Min: SR, & 14162-6/2004-

Fnaa s
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BANSKA BYSTRICA
DETSKA NEMOCNICA DETSKA FAKULTNA NEMOCNICA

Fakultna nemocnica s poliklinikou .
S POLIKLINIKOU BANSKA BYSTRICA
Namestie L. Svobodu 4
974 02 Banska Bystrica

SKRININGOVE CENTRUM NOVORODENCOV SR
048 - 472 65 47, D918 69 69 68, scn@dibb_sk .‘3g

evaluating of the project, screening for SMA & SCID will be financed by HICs in Slovakia. Condition for the
payment and expansion of the disease portfolio from the HICs is to realize the pilot study with a high
number of the samples and eliminates errors and possible false - positive findings. Pilot project will
officially validate the method used in newborn screening.

The results from the pilot project will be officially published on the webpage of The Children’s hospital in
Banskd Bystrica and presented to HAs.

The aim of the pilct study will to prove the presence of SMN1 genes for SMA and TREC,KREC for SCID.
Apolymerase chain genetic method {PCR} will be used. Anautomized system for primary sample
processing, isolation of nucleic acid, preparation of the PCR reaction, real-time PCR analysis and diagnostic
kits will be purchased. During the pilot study, two workers will be trained to prepare, analyse and evaluate
samples by using this method.

The pilot study is estimated to begin in March 2022, It should run approx. 6 months and analyse first 30,
000 samples from the beginning of the project collected from newboms across 60 Slovak matemity wards
and newborn department. Approximately S5, 000 - 60,000 newborns are born in Slovakia per a year.

DETSKA FAKULTNA NEMOCNICA S POLIKLINIKOU BANSKA BYSTRICA
Nimestie L. Svobodu 4, 974 09 Banska Bystrica

Statna pokladnica, Bratisiava tel.: 048 - 47265 11 .‘-(':9 © 37857937
Bt 72 B120DE5nEAR2eeARR:QF4R=P UC/SWIFT. e-mail: dingddinbb.ek DIC: 2021828150
SPSRSKBA

tnictva SR, ¢. 14192-672004-

Zriadena Zriadovacou ligtinou Mink va Zcr
£ nda n
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BANSKA BYSTRICA

DETSKA NEMOCNICA

Fakultnd nemocnica s poliklinikou

DETSKA FAKULTNA NEMOCNICA
S POLIKLINIKOU BANSKA BYSTRICA
Namestie L. Svobodu 4
974 09 Banska Bystrica

SKRININGOVE CENTRUM NOVORODENCOV SR
048 - 472 65 47, 0918 69 69 68, scn@dmbb. sk .‘35

Total cost for a year (60, 000 samples):

PRICE
WITHOUT PRICE WITH

ITEM QUANTITY | DUTY DUTY | DUTY
AUTOMATED EONIS SCREENING SYSTEM SMA, SCID
company Perkin Elmer
CL5153416 JANUS Extraction-96 well automated Mini
Instrument 1
5020-1000 Eonis™ Analysis Software w PC 1
2031-0020 QuantStudio Dx 96 well, fast (CE-IVD) 1
1003-0580 Personal computer 1
41720010 96-well Spectral Calibration Plate with CyS Dye 2
4173-0010 96-well Spectral Calibration Plate with Cy5,5 Dye 2
4156-0010C Adhesive foil sea! 4
3243-0010 Thermo 96-well Calibration Kit 2
3248-0010 Thermo 96-well Background Calibration Plate 10
4157-0010 DNA Extraction plate 10
4174-0010 96-well PCR plate 10
4159-0010 Optical PCR seal 2

14589000 |  20% 179 868,00
3240-0010 Eonis™ DNA Extraction kit {1152 reactions) 52
3241-0010 Eonis™ SCID-SMA. kit (384 reactions) 156

39240425 ;g; 438 165.00
TOTAL PRICE {equipment & kits) 542 291,25 618 037,00

Statna pokladnica, Bratislava

HNESKTE §10080i-RanapeRe-d3EnE UC/SWIFT:

SPSRSKBA

F nas

DETSKA FAKULTNA NEMOCNICA S POLIKLINKOU BANSKA BYSTRICA
Nimestie L. Svobodu 4, 974 03 Banska Bystrica

tel.: D48 - 472 65 11 1I€0 : 379579 37
e-mai: din@@dinbb.sk DIC: 2021928150

Zriadena Zriadovacou listinou Ministerstva zdravotnictva SR, &. 14192-6/2004-
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BANSKA BYSTRICA \
DETSKA NEMOCNICA DETSKA FAKULTNA NEMOCNICA

Fakultnd nemocnica s paliklinikou .
S POLIKLINIKOU BANSKA BYSTRICA
Namestie L. Svobodu 4
974 09 Banska Bystrica

SKRININGOVE CENTRUM NOVORODENCOV SR
048 - 472 65 47, 0918 69 69 68, scnfddnbb. sk .‘35

MEDIC LABOR, s.r.o.

authorized and exclusive dealer PERKIN ELMER
Zvolenska cesta 37A

974 05 Banska Bystrica

Siovakia

1C0 : 36015393

DIC : 2020090798

IC DPH : SK2020090798

Mobil : +421918506782

E-mail: mla@medic-labor.sk

STAFF hourly wage according to the official table of the
children's hospital [ 9,50€ per hour)
9,50 eur {
laboratory diagnosticiar 2 hour) x 2
3 hours per day { 20 working days monthly, 2 months} 9,5x3x20x2:
in the implementation of the project we count with longer 1140€
service 2 x2=2280€
9,5x2x20x4:
1520€x2:
2 hours per day ( 20 working days monthly, 4 months}) 2 3040€
Total wages 2 5320€
Total fee of the screening for 60, 000 newhorns, yearly) 623 3527,00€
Total fee of the screening pilot project for 30, 000 newborns 311678,5¢€
Required amount of a grant from Novartis -_
Children hospital Banska Bystrica
LSvobodu 4
974 09 Banska Bystrica
Slovakia
180: 37957937

DiE: 2021928150
phone: 00421 48 472 65 11, e-mail: dfn@dfnbb.sk

DETSIKA FAKULTNA NEMOCNICA S POLIKLINIKOU BANSKA BYSTRICA
Nimestie L. Svobodu 4,574 05 Banskd Bystrica

$tétna pokladnice, Bratsiava tel.: 046 - 472 65 11 K0 1370579 37
1BNRDKTE B 150R00-00PMaae- 074 EeBUCISWIFT: e-mail: din@dinbb.sk Di: 2021928150
SPSRSKBA

Zriadena Zriadovacou istinou Ministerstva zdravotnictva SR, €. 14192-6/2004-

Enasn
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BANSKA BYSTRICA
DETSKA NEMOCNICA DETSKA FAKULTNA NEMOCNICA

Fakultna nemocnica s poliklinikou .
S POLIKLINIKOU BANSKA BYSTRICA
Namestie L. Svobodu 4

974 09 Banska Bystrica

SKRININGOVE CENTRUM NOVORODENCOV SR
048 - 472 65 47, 0918 69 69 68, scry@dinbb_sk .‘35

L

Bank details: Statna pokladnica Bratislava IBAN: SK76 8180 0000 0070 0028 0745 BUC/SWIT: SPSRSKBA

The collected data wiil be continuously evaluated and consulted in cooperation with medical specialists
{Neurologists, immunologists...}, pediatricians, attending physicians at maternity wards and parents whose
newborns tested positive.

We would be more than excited if we could expand our portfolio of screened diseases and could involve
SMA and SCID into our screening program. We would like to kindly ask you to suppoert our pilot screening
project in amount of 155,000 €. In case you approve this request, the money will be used to buy a part
of the kits and partially to cover staff costs related to SMA.

More information about the project you can find below. In case of any questions, don't hesitate to contact
us.

Thank you in advance
Your sincerely,

Zuzana Mydlové { Laboratory manager} on behalf of SCN SR

DETSKA FAKULTNA NEMOCMICA § POLIKLINIKOU BANSKA BYSTRICA
Namestie L. Svobodu4, 974 09 Banskd Bystrica

Statna pokladnica, Bratislava tei.: 046 — 472 65 11 IC0: 378 57937
IBNTEK 7S 8180-000G0IRaIRReRei=B UC/SWIFT: e-mail: din@dinbb sk DIC: 2021928150
SPSRSKBA

Znadena Zriadovacou listinos Ministersiva zdravetnictva SR, &, 141982-6/20D4-
EfAAd 2
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BANSKA BYSTRICA
DETSKA NEMOCNICA DETSKA FAKULTNA NEMOCNICA

Fakultnd nemocnica s poliklinikou .
S POLIKLINIKOU BANSKA BYSTRICA
Namestie L. Svobodu 4
$74 09 Banska Bystrica

SKRININGOVE CENTRUM NOVORODENCOV SR
048 - 472 6547, 0918 60 60 68, scn@cinbd sk @@ E

INTRODUCTION

SMA is a hereditary autosomal recessive illness. The prognosis of this deases depends on the type — there
are four types of SMA. It is a serious, life-threatening iliness.

SMA becomes a treatable neuromuscular disease, but early diagnosis of patients and immediate initiation
of treatment are very important for the effect of the treatment. With rapid diagnostics and early treatment
of the patients, the effect is the best and patients can reach developmental motor milestones that can
significantly improve their quality of life.

NEWBORN SCREENING CENTRE SLOVAKIA

Newborn screening is aworld wide valid screening program. It is being carried out in all developed
countries in the world. SCN SR is the only laboratory in Slovakia which examines 23 illnesses within
newborn population. The samples are taken between their third and fifth day of life. After the dry blood
spot {DBS) sample is collected, it is cut into 3,2 mm targets which are then processed according to the
method used. These 3,2 mm targets contain enough dried blood for the regular ananalysis and also for the
pilot study purposes. The pilot study will neither affect the newborn or the maternity ward staff. After the
pilot project, the screening for SMA and SCID will become the part of National newborn screening
reimbursed by HICs.

During the year 2023, every newborn in Slovakia will be within national screening program examined for
25 diagnosis indluding SMA and SCID. A quick diagnosis in the first days of life and immediate treatment
will stop further progress of theillness and increase the newborns quality of life,

INFORMED CONSENT

Newborn screening and additional examinations are standard of care in Slovakia and informed consent is
signed by mother of a newborn in the hospital before the screening.

BASIC INFORMATION ABOUT THE PILOT PROJECT

The dried bicod spot samples will be tested for copies of SMN1, TREC and KREC through an autemated
system. This system allows easy operation with a small number of staff and requires minimal manual
fabour. The pilot study is estimated to begin in march 2022, it should run 6 months and analyse 30

DETSKA FAKULTNA NEMOCNICA S POLIKLINIKOU BANSKA BYSTRICA
Nimestie L Svobodu 4,974 65 Banskd Bystrica

Staina pokladnica, Bratislava tel.: D48 — 472 65 11 10 : 5758 579 37
12T E £100uDRL0-ARARREBTAEBUICISWIFT: e-mail: dfin@dfnbb.sk Dif: 2021825150
SPSRSKBA . . .

Zrisdena Zriadovacou fistinou Ministerstva zdr: a SR, ¢. 14192-6/2004-

Fnas”
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BANSKA BYSTRICA
DETSKA NEMOCNICA DETSKA FAKULTNA NEMOCNICA

Fakultné nemocnica s poliklinikou .
S POLIKLINIKOU BANSKA BYSTRICA
Namestie L. Svobodu 4
874 08 Banska Bystrica

SKRININGOVE CENTRUM NOVORODENCOV SR
048 - 472 65 47, 0918 69 69 68, scn@dinbb sk .‘xg

thousand samples. The machinery used in the pilot study will be simultaneously used by newbom
screening, meaning that financial resources will also be used in routine laboratory operation.

AUTOMATIC SYSTEM

Automated Real-time gPCR system with a 96 well plate, detects target seguences of nucleic acid through
post-PCR analysis {endpointanalysis} by utilizing a polymerase chain reaction (PCR). It also monitors
fluorescence quantification of target sequences of nucleic acid.

PERSONNEL

Laboratory diagnestician . — prepares biological material for analysis, cuts out the dry bioed spots fram
sampling papers into the 96 well plates and aids with administrating positive samples after the analysisis
over.

Laboratory diagnostician Il. — ensures that the analysis is carried out accordingly, check up on the process
and evaluates positive findings.

POSITIVE FINDINGS

A newborn with a positive finding is immediately reported to one of the three call centres, depending on
their permanent address. A specialist in the respective recall centre can immediately begins treatment to
eliminate the progression of the illness. The newborns parents and pediatrician (VLDD — generaly outh
practitioner) are contacted as well.

COLLABORATION
We have requested cofinancing frem:
Ministry of Health of Slovak Republic ~ agreed to a 100 O00€ from the committee for rare diseases

We asked for a grant Biogen, Novartis, Roche, immunecdeficiency Patients Association.

DETSKA FAKULTNA NEMOCNICA S POLIKLINIKOU BANSKA BYSTRICA
Nimestie L. Svobodu 4, 974 05 Banskd Bystrica

Statna pokladnica, Bratislava tel.: D48 - 472 65 11 lép 137957937
| Bttt 7€) 8 1 SDeOB0CD0EMASRRDZAEE UC /SWIFT: e-mail: dingidintb.sk DIC: 2021928150
SPSRSKBA

Zriadend Zriadovacou kstinou Ministerstva zdravoinictva SR, €. 14192-6/2004-
F nedA 2
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BANSKA BYSTRI
DETSKA NEMOCNICA DETSKA FAKULTNA NEMOCNICA

Fakultnd nemocnica s paliklinikou R
S POLIKLINIKOU BANSKA BYSTRICA
Namestie L. Svobodu 4
974 09 Banska Bystrica

SKRININGOVE CENTRUM NOVORODENCOV SR
048 - 472 65 47, 0918 69 69 68, scn@afnbd. s« @y @52 B

CONTACTS
PhDr. Zuzana Mydlové — Laboratory manager SCN SR zuzana.mydlova@dfnbb.sk
Tel. No.: 048/472 6547 Phone: +421 918 696 968, +421 505 704 013

RNDr. Maria Knapkova — Professional consultant maria.knapkova@dfnbb.sk

Tel. No.: 048/472 6547 Phone: +421 918 696 968

Ing. lvana 3atkové — Laboratory diagnostician jvana.satkova@dfnbb.sk
Tel. No.: 048/472 6547 Phone: +421 918 696 968
Mgr. lvana Rusnékové — Laboratorydiagnostician ivana.rusnakeva@dfnbb.sk

Tel. No.: 048/472 6547 Phone: +421 918 696 968

DETSKA FAKULTNA NEMOCNICA S POLIKLINIKOU BANSKA BYSTRICA
Himestie L Svobodu 4, 974 03 Banskd Bystrica

Statna pokladniza, Bratisiava tel: 048 - 47265 11 10 1 37057037
IBANSBKTE §120-0000E0ala0am8ses=BUC/SWIFT: e-mail: din@dinbb.sk mé: 2021928150
SPSRSKBA

Zriadend Zriadovacou lisinou Ministerstva zdravotnictva SR, €. 14192-5/2004-
ENAA 2
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1)

2)

ANNEX 2-KEY CONTACTS

Novartis Gene Therapies Medical contact
shall be : Tadeusz Ostrowski

Sponsor Medical contact shall be: Zuzana
Mydlova

PRILOHA €. 2 — KLUCOVE KONTAKTNE

53

1)

2)

0sOoBY

Kontaktnou osobou  spoloénosti
Novartis Gene Therapies Medical je:
Tadeusz Ostrowski

Kontaktnou osobou zadavatela pre
zdravotnicke zalezitosti je: Zuzana
Mydlova



ANNEX 3- PAYMENT PLAN

The agreed Study budget is a maximum
amount of 165,000 EUR (One Hundred Fifty-
Five Thousand Euros) and Novartis Gene
Therapies agrees provide financial support
for the Study as per Article 4.1.

The payments will be due and transferred to
the Sponsor in accordance the following
milestones:

1) An initial payment in the amount of

46,500 EUR/30% of total agreed
financial support for Study start-up
activities will be made within 60 days
of full execution of this Agreement and

Novartis Gene Therapies receipt of

Sponsor/Principal Investigator's
written acknowledgement of all
required regulatory approvals with
respect to the Study;

2) A second payment in the amount of

31,000 EUR/20% of total agreed
financial support will be made within
60 days of Novartis Gene Therapies

receipt of Sponsor/Principal
Investigator's written
acknowledgement of first newborn
screened,

3) A third payment in the amount of

31,000 EUR/20%% of total agreed
financial support will be made within
60 days of Novartis Gene Therapies

receipt of Sponsor/Principal
Investigator’s written
acknowledgement of 10,000

newborns screened;
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PRILOHA C. 3 - SPLATKOVY
KALENDAR

Dohodnuty rozpodet skisania je maximalne
155 000 EUR (sto patdesiatpattisic eur) a
spolo€nost Novartis Gene Therapies sa
zavdzuje poskytnit finanéni podporu na
skusanie podfa El. 4.1.

Platby budd splatné a prevedené
zadavatefovi v sulade s nasledujicimi
mifnikmi:

1) Pociatona platba vo vySke 46 500
EUR / 30 % celkovej dohodnutej
finanénej podpory na pociatoéné
¢innosti vramci skusania bude
vyplatena do 60 dni od dpiného
uzavretia tejto zmluvy a prijatia
pisomného pohrdenic zadavatela /
hlavného skusajiceho o vSetkych
pozadovanych schvaleni udelenych
kontrolnymi  organmi  ohladom
skusania spoloénostou Novartis
Gene Therapies;

2) Druha platba vo vyske 31 000 EUR/
20 % zcelkovej dohodnutej
finanénej podpory bude vyplatena
do 60 dni odo dna, v ktorom
spolo¢nost Novartis Gene
Therapies od zadavatefa / hlavného
skasajiceho obdrzi pisomné
potvrdenie o skriningu prvych
novorodencov spoloénostou
Novartis Gene Therapies;

3) Tretia platba vo vy3ke 31 000 EUR /
20 % zcelkovej dohodnutej
finanénej podpory bude vyplatena
do 60 dni odo dia, v ktorom
spolo¢nost Novartis Gene
Therapies od zadavatefa / hlavného
skusajuceho obdrzi pisomné
potvrdenie o 10 000 vySetrenych
novorodencoch;



4)

5)

A fourth payment in the amount of
31,000 EUR/20% of total agreed
financial support will be made within
60 days of Novartis Gene Therapies

receipt of Sponsor/Principal
Investigator's written
acknowledgement of 20,000

newborns screened;

A final payment in the amount of
15,500 EUR/M0% of total agreed
financial support will be made within
60 days of Novartis Gene Therapies
receipt of the final study report.

55

4)

9)

Stvrta platba vo vyske 31 000 EUR /
20 % zcelkovej dohodnutej
finanénej podpory bude vyplatena
do 60 dni odo dna, v ktorom
spolo¢nost Novartis Gene
Therapies od zadavatefa / hlavného
skusajuceho obdrzi pisomné
potvrdenie o 20 000 vySetrenych
novorodencoch;

Posledna platba vo vydke 15 500
EUR / 10 % z celkovej dohodnutej
finanénej podpory bude vyplatena
do 60 dni odo dfa, vktorom
spoloénost Novartis Gene
Therapies od zadavatela / hiavhého
skusajuceho  obdrzi zavereénu
spravu o skusani.



ANNEX 4 - SAFETY DATA COLLECTION
AND REPORTING RESPONSIBILITIES

1.1

12

1.3

SPONSOR’S RESPONSIBILITIES

The Sponsor shall be responsible for
ensuring that adverse events and
other relevant safety information are
recorded as specified in the Protocol
and appropriately reported to the
relevant health authorities, ethics
committees and Study investigators
according to Applicable Laws in the
countries where the Study is
conducted.

The Sponsor shall forward to Novartis
any Adverse Drug Reactions to
Novartis products that they become
aware of, as soon as possible, but in
any event within fifteen (15) calendar
days of becoming aware of such
information, by transmitting it to
Novartis PATIENT SAFETY (contact
information listed in Section 1.6 of this
Annex).

The Sponsor shall report any other
relevant/ important safety information
to Novartis in the final study report and
at such other periods as Novartis may
request.
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1.
11

1.2

1.3

PRILOHA €. 4 - ZBER

BEZPECNOSTNYCH UDAJOV A

POVINNOSTI PRI HLASENi
NEZIADUCICH UCINKOV

POVINNOSTI ZADAVATELA
Zadavatel je zodpovedny =za

zabezpecéenie  toho, aby sa
neziaduce U¢inky a iné relevantné

bezpeénostné informacie
zaznamenavali, ako je uvedené
v protokole, a aby sa nalezite

oznamovali prisfusnym
zdravotnickym organom, etickym

komisiam  a skid$ajucim v rAmci
skuasania v stlade s platnymi
pravnymi predpismi v krajinach,

v ktorych sa skuSanie vykonava.

Zadavatel zasle spolo¢nosti
Novartis &o  najskor  vSetky
neziaduce Gé&inky liekov tykajluce sa
produktov spolo¢nosti Novartis, o
ktorych sa dozvie, , najneskér viak
do pétnastich (15) kalendarnych dni
odo dfa, vktorom sa o nich
dozvedel, a to tak, Ze ich zasle
spoloénosti Novartis na adresu
BEZPECNOST PACIENTOV
(kontakiné udaje su uvedené v él
1.6 tejto prilohy).

Zadavatel oznami  spoloénosti
Novartis vietky dalSie
relevantné/délezité bezpecénostné
informacie v zavereénej sprave

o skusani a v dalSich obdobiach,
ktoré si  spolo¢nost Novartis
pripadne vyziada.



1.4

1.5

1.6

For any Adverse Drug Reactions to
Novartis products, the Sponsor shall
forward a CIOMs | completed with full
information (as known at the time of
forwarding). The Sponsor shall
ensure that at a minimum the form
contains:

(a) Information on the person who
contacted Sponsor (i.e., the
initial reporter);

(b) Information about the patient
or clinical trial subject;

(c) Details of the
product(s),

(d) Details on the safety events
experienced by the patient;

Novartis

For all safety reports related to
biological medicinal products,
the Sponsor should stablish
appropriate  measures to
identify the brand name and
batch number. A mandatory
follow-up should be performed
if this information was not
provided during the
initial/follow-up case receipt.

The Sponsor shall send any Adverse
Drug Reactions to Novartis products
or other relevant safety information
using the cover sheet attached in
Annex 5.

The Sponsor shall send any Adverse
Drug Reactions to Novartis products
or other relevant safety information to:
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1.4

1.5

1.6

V pripade akychkolvek neziaducich
G¢inkov liekov spolo¢nosti Novartis
zadavatel zasle vyplneny formular
CIOMs | saplnymi informaciami
(znamymi v Case zaslania).
Zadavatel zabezpeci, aby formular
obsahoval minimalne nasledujuce
udaje:
(a) informacie o osobe, ktora
zadavatefa kontaktovala (t. j.
pdvodny oznamovatel);

(b) informacie o pacientovi alebo
subjekte klinického skusania;

(c) Udaje ovyrobku (vyrobkoch)
spolo¢nosti Novartis;

(d) GUdaje o bezpecnostnych
udalostiach, ktoré sa vyskytli
u pacienta;

(e) pre vsetky  hldsenia o
bezpecnosti tykajuce sa

biologickych liekov by mal
zadavatel zaviest vhodné
opatrenia na identifikaciu
obchodného nazvu a ¢éisla
Sarze. Ak tieto informacie
neboli poskytnuté pri
prvotnom / naslednom prijati
pripadu, malo by byt
vykonané povinna nasledné
doplnenie k hlaseniu.

Zadavatel zasle vSetky nezZiaduce
uginky liekov tykajice sa produktov
spolo¢nosti Novartis alebo iné
relevantné bezpegnostné informacie
na sprievodnom liste, ktory tvori
prilohu €. 5.

Zadavatel zasle vSetky neZiaduce
ucinky liekov tykajuce sa produktov
spolocnosti Novartis alebo iné
relevantné bezpeénostné informécie
na nizSie uvedené udaje:



Novartis PATIENT SAFETY contact information for forwarding individual
safety reports /

Kontaktné adaje spoloénosti Novartis pre BEZPECNOST PACIENTOV pre
zasielanie individualnych bezpecnostnych hlaseni

Contact details / Who / Osoba Address / Fax
Kontaktné udaje Adresa
Local Novartis Any Adverse Drug Reactions to Novartis +421 2
PATIENT SAFETY Novartis products should be Slovakia s.r.o. 5070
Department / sent to the Local Novartis Zizkova 22B, 6200
PATIENT SAFETY department 81102
Miestne oddelenie | in the country where the event Bratislava,
pre BEZPECNQOST occurred./ Slovak Republic
PACIENTOV Akékolvek neziaduce Udinky / Slovensko

spoloCnosti Novartis |  Jiekov spolodnosti Novartis je
potrebné zaslat miestnemu
oddeleniu spoloénosti Novartis
pre bezpecnost pacientov
v krajine, v ktorej sa udalost
vyskytla.

Vigilancia.sk@novartis.com

1.7 The Sponsor shall cooperate with all 1.7 Zadavatel bude splni vSetky

reasonable requests by Novartis to oddévodnené Ziadosti spolo¢nosti
ensure that individual safety reports Novartis na zabezpecenie
are sufficiently investigated, including dostatoéného preskumania
requests to seek additional jednotlivych bezpeénostnych sprav,
information relating to an individual vratane Ziadosti o  ziskanie
safety reports or other relevant safety dodatoénych informacii tykajucich
information sa jednotlivych bezpeénostnych

sprav alebo inych relevantnych
bezpeénostnych informacii.
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1.8

The Sponsor agrees that Novartis can 1.8

make changes to these procedures as
may be necessary or appropriate to
comply with changes in applicable law
or regulations relating to
pharmacovigilance and safety data
reporting. Any such changes shall be
notified by Novartis to the Sponsor
and this Annex shall be amended
accordingly. Without prejudice to the
foregoing, Sponsor shall amend its
policies and procedures to enable
Novartis to comply with applicable
laws and regulations for the reporting
of AEs and other relevant safety
information.
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Zadavatel sthlasi stym, Ze
spoloénost Novartis méze vykonat
zmeny tychto postupov, ak to bude
potrebné alebo vhodné na
dosiahnutie suladu so zmenami
platnych pravnych predpisov alebo
nariadeni tykajucich sa
farmakovigilancie a hlasenia tdajov
o bezpeénosti. Akékolvek takéto
zmeny oznami spoloénost Novartis
zadavatefovi a tato priloha sa
zodpovedajucim spdésobom zmeni a
doplni. Bez toho, aby bolo dotknuté
vy$sie uvedené, zadavatel zmeni
svoje zasady a postupy tak, aby
umoznil spoloénosti Novartis
dodrZiavat' platné pravne predpisy a
nariadenia tykajuce sa hlasenia

neziaducich G¢inkov a inych
relavantnyeh bezpeé&nostnych
informacii.



ANNEX 5 - COVER SHEET FOR USE WHEN TRANSFERRING SAFETY INFORMATION

COVER SHEET FOR USE
WHEN TRANSFERRING SAFETY INFORMATION

This Cover Sheet must be filled in and submitted together with any reports of SAEs, study drug
misuse or abuse and reports of drug exposure during pregnancy, or other relevant safety
information to Novartis Gene Therapies.

Sponsor’s study ID Enter the Sponsor s study ID

Novartis Gene Therapies Enter the Novartis Gene Therapies study ID
study identifier (NCC)

Study protocol title Enter Protocol title
Name of IIT Sponsor Enter Sponsor’s name
Date of submission of Enter date of submission
report(s)

Number of pages submitted | Enter number of pages

Has the report already been No
submitted to your local

Health Authority (HA)? Yes, HA submission number : Enter submission
number

Novartis Gene Therapies will acknowledge receipt of the information. Please retain a copy of this
acknowledgement. In the event that an acknowledgement is not received within 48 business
hours please resend the documents. Should you continue to experience difficulties please
immediately raise this to your Novartis Gene Therapies contact point.
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PRILOHA €. 5 - SPRIEVODNY LIST NA POUZITIE PRI PRENOSE INFORMACII O

BEZPECNOSTI

SPRIEVODNY LIST NA POUZITIE
PRI PRENOSE BEZPECNOSTNYCH INFORMACII

Tento sprievodny list sa musi vyplnit’ a predloZit’ spolocnosti Novartis Gene Therapies spolu
so vSetkymi hlaseniami o zivaZznych neZiadicich @cinkoch, nespravnom pouziti alebo
zneuziti skisaného lieku a hldseniami o uZivani liecku pocas tehotenstva alebo inymi
relevantnymi bezpe¢nostnymi informaciami

Identifika¢né Cislo skdaSania
zadavatel’a

Doplnite identifikacneé ¢. skusania zadavatela
Nie je priradené cislo

Identifikacné ¢islo ski$ania
spolo¢nosti Novartis Gene
Therapies study (NCC)

Doplnte identifikacné ¢. skusania spolocnosti
Novartis Gene Therapies study ID

Nazov protokolu skusania

Doplite nazov protokolu

Pilotna skrining

$tidia tazkej kombinovane; j i deficiencie (SCID} a spindlnej svalovej atrofie (SMA}

Nazov/Meno zadavatel’a IIT

Dopliite nazov/meno zadavatela

Detska fakultna nemocnica s poliklinokou Banska Bystrica

Datum predloZenia spravy
(sprav)

Doplrite datum predloZenia

po ukondeni pilotnej $tadie

Pocet predlozenych stran

Doplnte pocet stran

bude znamy po ukenceni pilotnej ftidie

Bola uz sprava predlozena
Vasmu miestnemu
zdravotnickemu orginu
(20)?

Ano, &islo podania ZO : Dopl#ite &islo podania

Spolo¢nost Novartis Gene Therapies prijatie informacii potvrdi. Képiu tohto potvrdenia si
ponechajte. V pripade, Ze potvrdenie nedostanete do 48 pracovnych hodin, polite dokumenty
znova. Ak budete mat’ aj nad’alej problémy, bezodkladne sa obratte na Vasu kontaktnii osobu
v spolo¢nosti Novartis Gene Therapies.
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