AGREEMENT ON CONDITIONS OF THE

DOHODA O PODMIENKACH MILOSRDNEHO

COMPASSIONATE USE PROGRAM PROGRAMU
(“Agreement”) (,Dohoda“)
between medzi

Novartis Slovakia s.r.o.

Registered seat: Zizkova 22B, 811 02 Bratislava
ID No.: 36 723 304

registered with the Commercial Registry of District
Court Bratislava |, Section: Sro, File No.: 44016/B
(hereinafter as “Novartis”)

Novartis Slovakia s.r.o.

Sidlo: Zizkova 22B, 811 02 Bratislava

ICO: 36 723 304

zapisana v Obchodnom registri Okresného sudu
Bratislava |, Oddiel: Sro, Vlozka ¢.: 44016/B
(dalej len ,Novartis®)

and a

INSTITUTION: INSTITUCIA:

Detska fakultna nemocnica s poliklinikou | Detska fakultna nemocnica s poliklinikou Banska
Banska Bystrica Bystrica

("Institution”)

(,Institacia“)

Address:

Namestie Ludvika Svobodu 4
974 09 Banska Bystrica
Slovakia

Adresa:

Namestie Ludvika Svobodu 4
974 09 Banska Bystrica
Slovenska republika

ID No.: 379 579 37

ICO: 379 579 37

Established by the Foudnation Deed of Ministry of
Health of the Slovak Republic No. 14192-6/2004-

Zriadena Zriadovacou listinou Ministerstva
zdravotnictva SR ¢. 14192-6/2004-OPP

OPP
Staturory : Ing. Juraj Gallo, director Statutarny organ: Ing. Juraj Gallo, riaditel
and a

Terézia Stanc¢okova, MD
(“Treating Physician”)

MUDr. Terézia Stanc¢okova
(,O8etrujuci lekar”)

Address:

Klinika pediatrickej onkologie a hematologie SZU
Detska fakultna nemocnica s poliklinikou Banska
Bystrica

Namestie Ludvika Svobodu 4

974 09 Banska Bystrica

Slovakia

Adresa:

Klinika pediatrickej onkologie a hematologie SZU
Detska fakultna nemocnica s poliklinikou Banska
Bystrica

Namestie Ludvika Svobodu 4

974 09 Banska Bystrica

Slovenska republika

Introductory Provisions

Uvodné ustanovenia

Novartis Slovakia s.r.o., with its registered seat at
Zizkova 22B, 811 02 Bratislava, Slovak Republic,
Identification No.: 36 723 304, registered with the
District Court Bratislava |, Section: Sro, File No.:
44016/B (“Novartis”) has received the request of
the Institution or Treating Physician (“Request”),
and hereby confirms its intent to arrange the free
of charge supply of the following medicinal
product: Mekinist 0,5mg (30 tbl.) (“Product”) as
per the Request, for the treatment of an individual
patient suffering from a serious or life threatening
disease or condition, and for which no comparable
or satisfactory alternative therapy is available (the
“Program”).

For avoidance of doubts, the Product is a non-
authorised medicinal product, or is not authorized
for use in the indication which is subject of the
Request and, therefore, therapeutic use of the
Product requires the permission of the Ministry of
Health of the Slovak Republic pursuant to Section
46(3) and (4) of Act No. 362/2011 on Medicinal
Products and Medical Devices, as amended.
Novartis will supply the Product in line with the

Spolocnost Novartis Slovakia s.r.o., so sidlom na
adrese Zizkova 22B, 811 02 Bratislava,
Slovenska republika, ICO: 36 723 304, zapisana
v Obchodnom  registri  Okresného sudu
Bratislava |, oddiel: Sro, vlozka &.: 44016/B
(,Novartis®), obdrzala Zziadost InStitucie alebo
Osetrujuceho  lekdra  (,Ziadost*), atymto
potvrdzuje svoj zamer zabezpelit bezodplatné
dodanie nasledujuceho lieku: Mekinist 0,5mg
(30 tbl.) (,Liek‘) vzmysle Ziadosti, na lie¢bu
konkrétneho pacienta trpiaceho vaznou alebo
zivot ohrozujucou chorobou alebo zdravotnym
stavom, pre ktoré nie je dostupna Ziadna
porovnatefna alebo uspokojivd alternativha
lieCba (,Program®).

Pre vyhnutie sa pochybnostiam, Liek nie je
registrovany ako humanny liek, alebo nie je
registrovany v indikacii, ktora je predmetom
Ziadosti, t. j. na terapeutické pouZitie Lieku sa
vyzaduje povolenie Ministerstva zdravotnictva
Slovenskej republiky podla § 46 ods. 3 a4
zdkona ¢€. 362/2011 Z. z. o liekoch a
zdravotnickych poméckach a o zmene a




permission for therapeutic use of an unregistered
medicinal product, granted by the Ministry of
Health of the Slovak Republic for the patient to
which the Request relates.

doplneni niektorych zakonov v zneni neskorSich
predpisov. Spolo¢nost Novartis poskytne Liek
v sulade s povolenim terapeutického pouzitia
neregistrovaného lieku udelenym Ministerstvom
zdravotnictva Slovenskej republiky pre pacienta,
na ktorého sa vztahuje Ziadost.

Novartis will provide all relevant documentation
relating to the Product to the Institution, upon
receipt of this signed Agreement.

Po doruceni podpisaného vyhotovenia tejto
Dohody poskytne spolo¢nost Novartis spolu
s Liekom Institucii vSetku prislusnu
dokumentaciu tykajucu sa Lieku.

By signing this Agreement, Institution and the
Treating Physician hereby acknowledge and agree
to adhere to adhere to the following:

Podpisom tejto Dohody potvrdzuje a suhlasi
Institicia a OSetrujuci lekar, ze suhlasi s a bude
dodrziavat nasledovné:

Medical responsibility

Medicinska zodpovednost’

Institution hereby acknowledges and accepts all
responsibility for obtaining all necessary consents
from each patient (or their legal representatives,
where applicable) and, if applicable, from the
Ministry of Health of the Slovak Republic, and all
medical responsibility for the use of the Product
and treatment of the patient in accordance with the
Treatment Plan along with any subsequent
amendments provided by Novartis.

Tymto InStitdcia potvrdzuje a prijima plnu
zodpovednost za ziskanie vSetkych potrebnych
suhlasov od kazdého pacienta (pripadne jeholjej
zakonnych zastupcov), a pripadne od
Ministerstva zdravotnictva Slovenskej republiky,
a pInu lekarsku zodpovednost za pouzitie Lieku
a lieCbu pacienta v sulade s lie€ebnym planom,
v zneni jeho naslednych zmien poskytnutych
spolo¢nostou Novartis.

Hence Institution and/or the Treating Physician
shall ensure that each patient has been well
informed, if applicable, (1) that the Product has not
been approved or is not yet available in the Slovak
Republic, and (2) on the possible risks and benefit
of the Product as well as other therapies available,
if any.

Institucia a/alebo OSetrujuci lekar zabezpedi, aby
bol kazdy pacient dobre informovany, ak je to
potrebné, (1) o tom, ze Produkt nebol schvaleny
alebo eSte nie je dostupny v Slovenskej
republike, a (2) o moznych rizikach a prinose
Lieku, ako aj o dalSich dostupnych spbsoboch
lieCby, ak existuju.

Institution and/or the Treating Physician are also
responsible for obtaining the patient’s (or its legal
representative’s if applicable) informed consent,
according to the applicable regulations of the
Slovak Republic (SR) prior to any treatment with
the Product. The Institution and the Treating
Physician are especially responsible for obtaining
the patient’s informed consent according to the
applicable SR regulations, in particular Section 6
of Act No. 576/2004 Coll. on Healthcare and
Healthcare Related Services and amending and
supplementing certain acts, as amended, prior to
any treatment with the Product. The minimum
requirements referenced in Annex 1 of this
Agreement shall be incorporated in the patient’s
informed consent form.

Institucia a/alebo OSetrujuci lekar nesie tiez
zodpovednost za ziskanie informovaného
suhlasu pacienta (pripadne jeho/jej zakonnych
zastupcov) v sulade s prisluSnymi pravnymi
predpismi Slovenskej republiky (SR), ato pred
akoukolvek liecbou Liekom. InStiticia a
OSetrujuci lekar predovSetkym nesu
zodpovednost za ziskanie informovaného
suhlasu  pacienta vsulade s prisluSnymi
pravnymi predpismi SR, t. j. najma podla § 6
zakona ¢&. 576/2004 Z. z. o zdravotnej
starostlivosti, sluzbach sUvisiacich s
poskytovanim zdravotnej starostlivosti a o zmene
a doplneni niektorych  zdkonov v zneni
neskorsich predpisov, ato pred akoukolvek
lieCbou Liekom. Do formulara informovaného
suhlasu pacienta sa zahrnd  minimalne
poziadavky v zmysle Prilohy €. 1 tejto Dohody.

Institution and the Treating Physician hereby
acknowledge that, if applicable, they will obtain all
relevant authorizations from the Ministry of Health
of the Slovak Republic, the relevant Ethics
Committees/Institutional Review Board (“IRB”),
and any other relevant authorities (“Health
Authorities”) as per applicable SR laws and

Institicia a OSetrujuci lekar tymto potvrdzuje, ze
ziska, ak je to potrebné, vSetky prislusné
povolenia od  Ministerstva  zdravotnictva

Slovenskej republiky, prisluSnych etickych
komisii/ Institutional Review Board (“IRB”)
a v8etkych  ostatnych  prislusnych  orgénov

(,Zdravotnicke organy“) v zmysle prisluSnych




regulations.

pravnych predpisov SR.

Institution and the Treating Physician hereby
acknowledge that the Treating Physician is the
treating physician, that he has a valid medical
license and that he is employed by Institution. The
Product provided by Novartis shall not be used for
any purpose other than stated herein and
Institution and the Treating Physician shall not
make the Product available to any third party or

Institicia a OSetrujuci lekar tymto potvrdzuju, ze
OSetrujuci lekar je oSetrujucim lekarom, a ma
platné opravnenie na vykonavanie svojho
povolania a je zamestnancom Institucie. Produkt
poskytnuty spoloCnostou Novartis sa nesmie
pouzit na Zziadny iny ucCel ako ten, ktory je
uvedeny v tejto Dohode, a Institdcia a OSetrujuci
lekar nesma dat Produkt k dispozicii ziadnej

patient without Novartis’ prior written consent. tretej strane alebo pacientovi bez
predchadzajuceho pisomného suhlasu
spolo¢nosti Novartis.

Institution and the Treating Physician shall | InStiticia a OSetrujuci lekar budu nakladat

manage (collection, possession, storage, use, | (zhromazdovanie, vlastnictvo, ukladanie,

retention, deletion, etc.) of personal information of
the patient in compliance with all applicable SR
privacy and medical records laws.

pouzitie, uchovavanie, vymaz, atd.) s osobnymi
informaciami pacienta v sulade so vSetkymi
prislusnymi predpismi SR tykajucimi sa ochrany
sukromia a zdravotnej dokumentacie.

Safety responsibility

Zodpovednost’ za bezpeénost’

Institution and/or the Treating Physician hereby
acknowledge that it is their responsibility to report
adverse events and other relevant safety
information to the local Health Authorities and
Ethics Committee(s) according to applicable SR
regulations.

Institicia  a/alebo  OSetrujuci lekar tymto
potvrdzuje, Ze nesie zodpovednost za hlasenie
neziaducich udalosti ainych relevantnych
bezpec&nostnych informacii miestnym
Zdravotnickym organom a prisluSnym etickym
komisiam v zmysle prisluSnych predpisov SR.

Novartis takes patient’s safety very seriously.Since
this drug is still investigational/has not yet been
approved in the country of Request/is not
approved for this therapeutic indication, the
available safety information may be limited to that
collected in controlled clinical trials. Therefore,
being able to receive and analyze safety
information collected during its use in this
particular patient is extremely important to ensure
the safety profile of the Product is kept accurate
and up-to-date and that any potential risk is
assessed and minimized.

Pre spolo¢nost Novartis je bezpecnost pacientov
velmi délezita. Kedze Liek je stale predmetom
klinického skusania (nebol zatial schvaleny
v krajine Ziadosti) nie je schvaleny pre danu

terapeuticku indikaciu, mézu byt dostupné
bezpe€nostné informacie obmedzené na tie,
ktoré boli ziskané v ramci kontrolovanych

klinickych skusani. Preto je schopnost ziskavat
a analyzovat bezpe&nostné informéacie
zhromazdené pocas jeho wuzivania tymto
konkrétnym pacientom mimoriadne ddlezita, aby
sa zabezpecil presny a aktualny bezpecfnostny
profil Lieku, ako aj posudenie a minimalizacia
akéhokolvek potencialneho rizika.

Institution shall ensure that Treating Physician
participates in the pharmacovigilance training
required and performed by Novartis before
supplying the Product, and will send to Novartis
local Patient Safety Department in the Slovak
Republic (email: vigilancia.sk@novartis.com, fax
number(s): +421 250 70 6200; online via PSI:
https://psi.novartis.com/PSl/login.html)

Institicia zabezpedi ucast OSetrujuceho lekara
na Skoleni v oblasti farmakovigilancie
vyzadované a vykonané spoloénostou Novartis
pred dodanim Lieku, azaSle miestnemu
Oddeleniu bezpec&nosti pacientov spolo¢nosti
Novartis  (,Patient Safety  Department®)
v Slovenskej republike (e-mail:
vigilancia.sk@novartis.com, faxové Cislo/a:
+421 250 70 6200; on-line prostrednictvom PSI:
https://psi.novartis.com/PSl/login.html

(a) Any Serious Adverse Events
(SAEs) (including initial and follow up

(a) Akékolvek zavazné neZiaduce
udalosti (SAEs) (vratane uvodnych a

reports) in patients exposed to the naslednych hlaseni) u pacientov
“Product” and vystavenych G&inkom ,Lieku“ a
(b) Any safety reports submitted to (b) Akékolvek bezpe&nostné
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the local Health Authority according to the
applicable SR laws and regulations
(including initial and follow up reports) in

hlasenia predlozené miestnemu
Zdravotnickemu organu v zmysle
prislusnych pravnych predpisov SR

patients exposed to the “Product”. (vratane  Uvodnych a  naslednych
hlasenti) u pacientov vystavenych
ucinkom ,Lieku®.
Novartis shall prepare and implement any Risk | Novartis pripravi aimplementuje akékolvek
management or risk minimization measures in | opatrenia na riadenie a minimalizaciu rizik
accordance with Novartis internal procedures. v sulade sinternymi predpismi spolo¢nosti
Novartis.

Monitoring and Follow-up

Monitoring a sledovanie

Institution and Treating Physician are asked to:

Institicia a OSetrujuci lekar zabezpedia:

(a) Prepare and maintain a complete
and accurate written patient record
relating to the use of the Product.

(a) Pripravu a uchovavanie uplnych
a presnych pisomnych zaznamov
pacienta, ako aj udajov tykajucich sa
pouzitia Lieku.

(b) Manage Product supplies and
record the following information: inventory,
expiry dates, Product utilization according
to applicable laws and regulations.
Institution and Treating Physician shall
promptly collaborate with Novartis in case
of Product recall.

(b) Riadenie dodavok Lieku
a zaznamenanie nasledovnych
informacii: datumy exspiracie, pouzitie
Lieku v sulade s prislusnymi zakonmi a
predpismi Institicia a OSetrujuci lekar
budi bezodkladne spolupracovat so
spolo¢nostou Novartis v pripade
stiahnutia Lieku z trhu.

(c) Prepare and submit any Program
related report required by Health
Authorities, and provide a copy of same to
Novartis within 1 month of issuance.

(c) Pripravu a predkladanie
vSetkych sprav suvisiacich s Programom
pozadovanych Zdravotnickymi organmi
a poskytnutie ich képie spolo¢nosti
Novartis do 1 mesiaca od ich vydania.

(d) Provide Novartis with follow-up (d) Ak je to relevantné, poskytnutie

information at the time of resupply to naslednych informacii v Case

understand how the patient is deriving opakovaného dodania spolo¢nosti

benefit, if applicable. Novartis pre pochopenie ako pacient
benefituje.

(e) Inform Novartis of the first and last (e) Informovanie spoloénosti

treatment date, and, if applicable, date of
the discontinuation of the treatment.

Novartis o prvom a poslednom datume
lieCby, a ak je to relevantné otom, Ze
pacient prerusil lieCbu.

(f) Inform the patient on the switch to
a commercial Product if applicable and
potential impact on the associated costs.

(f) AK je to relevantné, informovanie
pacienta o prechode na komercény
Produkt a o potencialnom vplyve na
suvisiace naklady.

Indemnification

Zodpovednost’ za Skodu

The Treating Physician and Institution shall be
responsible for liability to the extent arising out of
(i) the administration of the Product (except for
damages resulting from Product defects, Novartis'
failure to manufacture the Product in accordance
with the applicable GMP and/or Novartis' failure to
comply with handling and shipment regulations),
(ii) a breach of this Agreement; (iii) any negligent
act or omission by any of them or their employees,
including without limitation, failure to comply with
applicable laws or regulations.

OSetrujuci lekar a Institucia preberaju
zodpovednost za Skodu ainé nasledky
v rozsahu a vyplyvajucich z (i) podania Lieku (s
vynimkou 8kdéd vyplyvajucich zvad Lieku,
a/alebo v pripade Ze spoloCnost Novartis
nevyrobila Produkt v sulade s platnymi predpismi
z oblasti GMP a/alebo v pripade Ze spolo€nost
Novartis nedodrzala predpisy z oblasti
nakladania a prepravy), (ii) porusenia ustanoveni
tejto Dohody, (iii) akejkolvek nedbanlivosti alebo
opomenutia niektorého znich alebo ich




zamestnancov, vratane avSak nie vyluCne,
v pripade nedodrzania prislusnych zakonov
a predpisov.

The Treating Physician and Institution represent
and warrant that the Treating Physician and/or

Institution have appropriate and adequate
insurance coverage to cover claims or damages
for which they shall be liable under this

Agreement. Evidence of such insurance should be
presented upon request by Novartis.

OSetrujuci lekar a Institucia vyhlasuje a zarucuje,
ze OsSetrujuci lekar a/alebo Institucia maju
vhodné aprimerané poistné krytie na
uspokojenie narokov alebo pokrytie Skéd, za
ktoré nesu zodpovednost v zmysle tejto Dohody.
Dokaz o takomto poisteni by mal byt spolo€nosti
Novartis predloZzeny na poziadanie.

Intellectual Property

Dusevné vlastnictvo

Treating Physician and Institution shall not acquire
the right to file (a) any patent application on any
invention that relates to the Product and/or (b) any
patent application containing or based upon any
information provided by or on behalf of Novartis or
any affiliate of Novartis, as a result of Treating
Physician’s or Insitution’s use of the Product or
provided information pursuant to this Agreement.
Treating Physician and the Institution hereby
agree not to file or cause a third party to file (a)
any patent application on any invention relating to
the Product and resulting from Treating
Physician’s or Insitution’s use of the Product
pursuant to this Agreement and/or (b) any patent
application containing or based upon any
information provided by or on behalf of Novartis or
any affiliate of Novartis pursuant to this
Agreement.

OSetrujuci lekar a Institucia nenadobudnu narok
na podanie (a) akejkolvek ziadosti o udelenie
patentu na akykolvek vynalez, vztahujuci sa na
Produkt a/alebo (b) akukolvek Ziadost o udelenie
patentu obsahujucu alebo zalozenu na
akejkolvek informacii poskytnutej zo strany
spolo€nosti Novartis alebo v jej mene, resp. jej
pridruzenych oséb, ako vysledok pouzitia Lieku
alebo informacie podla tejto Dohody OSetrujucim
lekarom alebo Institiciou. OSetrujuci lekar
a Institucia tymto suhlasia, ze nepodaju a ani
Ziadna tretia strana zich podnetu nepoda (a)
akukolvek ziadost o udelenie patentu na
akykolvek vynalez, vztahujici sa na Produkt
avyplyvajuci z pouzitia Lieku podla tejto
Dohody OSetrujucim lekarom alebo Institaciou
alalebo (b) akukolvek Ziadost o udelenie patentu
obsahujucu alebo =zaloZenu na akejkolvek
informé&cii poskytnutej zo strany spoloénosti
Novartis alebo v jej mene, resp. jej pridruzenych
os6b podla tejto Dohody

In the event that Treating Physician and/or
Institution file or cause a third party to file (a) any
patent application on any invention relating to the
Product and resulting from their/their employee’s
or their agent’s use of the Product pursuant to this
Agreement and/or (b) any patent application
containing or based upon any information provided
by or on behalf of Novartis or any affiliate of
Novartis pursuant to this Agreement (collectively,
“Institution Intellectual Property”), Treating
Physician and Institution are in breach of this
Agreement and hereby grant to Novartis and its
Affiliates a non-exclusive, perpetual, fully paid-up,
royalty-free, worldwide license, with the right to
sublicense, to such Institution Intellectual Property
and any related patent application(s) and patent(s)
thereof.

V pripade, Ze OSetrujuci lekar a/alebo Institucia
poziadaju alebo z ich podnetu tretia strana
poziada o (a) udelenie patentu na akykolvek
vynalez vztahujaci sa k Lieku a vyplyvajuci z ich
pouzitia, resp. z pouzitia  Lieku ich
zamestnancami alebo zastupcami podla tejto
Dohody a/alebo (b) udelenie patentu obsahujucu
alebo zaloZend na akejkolvek informacii
poskytnutej zo strany spolo&nosti Novartis alebo
v jej mene, resp. jej pridruzenych osdb podla
tejto Dohody (spolo¢ne ,Dusevné vlastnictvo
Institacie®), OSetrujuci lekar a Institucia porusuju
tato Dohodu atymto udefuji spolo¢nosti
Novartis a jej pridruzenym osobam nevyhradnu,
trvalu, Uplne splateni celosvetovu licenciu
oslobodenu od licenénych poplatkov, s pravom
udefovat sublicencie, na vSetky spdsoby pouzitia
akéhokolvek DuSevného vlastnictva Institicie
a takisto k akymkolvek suvisiacim Ziadostiam
o udelenie patentu/ov a k akémukolvek
sUvisiacemu patentu/om.

Notwithstanding any other provision of this
Agreement, the Treating Physician and Institution
shall not acquire any rights of any kind in the
Product or any other drug owned or licensed by

Bez ohladu na akékolvek iné ustanovenie tejto
Dohody, OSetrujuci lekar a Institucia
nenadobuda ziadne prava akéhokolvek druhu k
Lieku alebo k akémukolvek inému lieku, ktory




Novartis or its Affiliates, or any use thereof, as a
result of Insitution’s or Treating Physician’s or
their employee’s/agent’'s use of the Product
pursuant to the Request, except for the rights
expressly granted herein. The Treating Physician,
Institution and Novartis and its Affiliates do not
transfer to the other any rights to any inventions,
patent applications, patents, trademark
applications, trademarks, copyright applications,
copyrights or data or any other proprietary rights
except as expressly set forth herein.

spolo¢nost Novartis alebo jej pridruzené osoby
vlastnia alebo maju k nemu licenciu, ani na ich
Ziadne pouzitie, v dbésledku pouzitia Lieku
OSetrujucim lekarom alebo Instituciou podla
Ziadosti, s vynimkou prav vyslovne udelenych
v zmysle tejto Dohody. OSetrujuci lekar, Institacia
a spolo¢nost Novartis ani jej pridruzené osoby
na nikoho neprevadzaju Ziadne prava
k akymkolvek vynalezom, prihlaSkam patentov,
patentom, prihlaS8kam ochrannych znamok,
ochrannym znamkam, prihlaS8kam autorskych
prav, autorskym pravam alebo uddajom
ani Zziadne iné vlastnicke prava, okrem tych,
ktoré su vyslovne uvedené v tejto Dohode.

Novartis reserves the right to have access to the
data and work products relating to Treating
Physician’s and/or Institution ‘s and/or their
employee or any agent’s use of the Product to
confirm integrity of the data limited to adverse
event reporting, and to comply with global or local
laws or regulations. Novartis shall comply with
applicable privacy laws and regulations if ever it
may be given access to personal information or
personal health information.

Spoloénost Novartis si vyhradzuje pravo na
pristup Kk udajom apracovnhym produktom
suvisiacim s pouzitim Lieku OSetrujicim lekarom
a/alebo Instituciou a/alebo ich zamestnancom
alebo akymkolvek zastupcom, s cielom potvrdit
integritu  Udajov, obmedzenych na hlasenie
neziaducich udalosti, a dodrzat globalne alebo
miestne zakony alebo pravne predpisy. Ak by
niekedy mala mat spolo¢nost Novartis pristup
k osobnym informaciam  alebo  osobnym
zdravotnym ddajom, je povinna dodrziavat
platné zakony a predpisy na ochranu sukromia.

Novartis and its affiliates shall have the right to
utilize all data resulting from Istitution’s or Treating
Physician’s or their employees’/agent’s use of the
Product not protected as personal data of the
patients for all purposes, including submission to
regulatory agencies, marketing and/or sales of any
therapeutic agent (including the Product) or
formulation.

Spoloénost Novartis a jej pridruzené osoby maju
pravo vyuzit vSetky udaje vyplyvajuce z pouzitia
Lieku Instituciou alebo OSetrujucim lekarom,
resp. z pouzitia Lieku ich zamestnancami alebo
zastupcami, ktoré nie su chranené ako osobné
Udaje pacientov, ato na vSetky ucely, vratane
podani na regulatné agentury, marketingu
alalebo predaja akejkolvek lieCebnej latky
(vratane Lieku) alebo liekovej formy.

Confidentiality

Dovernost’

The Treating Physician and Institution will not
disclose (orally or in writing) to any third party or
use for any purpose except as expressly permitted
by this Agreement, any information disclosed to
and/or developed by the Treating Physician and/or
Institution, alone or together with one or more
others, in connection with this Agreement
(collectively “Information”). All Information will be
held strictly confidential. The Treating Physician
and Institution will not use the Product or any
information provided by Novartis or its affilites for
any purpose except for performance of the
Program. This obligation of non-disclosure and
non-use will not apply to: (i) Information available
to the public through no breach of this Agreement
by the Treating Physician and Institution; (ii)
Information already known to the Treating
Physician and/or Institution as shown by prior
written records of the Treating Physician and/or
Institution; (iii) Information disclosed to the
Treating Physician and/or Institution by a third
party who is not bound to obligations of

OSetrujuci lekar a Institucia nespristupnia (Ustne
alebo pisomne) ziadnej tretej strane, ani
nepouziju akymkolvek inym spdsobom, okrem
toho, ktory je vyslovne povoleny v zmysle tejto
Dohody, akukolvek informaciu, ktord im bola
poskytnutd a/alebo bola nimi vytvoren3,
samostatne alebo spolu sjednou alebo
viacerymi dal$imi osobami, v suvislosti s touto
Dohodou (spolo¢ne ,Informacie“). O vSetkych
Informaciach bude zachovana prisna
mi¢anlivost.  OSetrujuci  lekar  a Institucia
nepouziju Produkt ani ind informaciu poskytnutu
spolo¢nostou Novartis alebo jej pridruzenymi
osobami na iny uCel ako uskutocnenie
Programu. Tato povinnost nezverejnenia a
nepouzivania sa nevztahuje na: (i) Informécie
dostupné verejnosti bez porusenia tejto Dohody
na strane OS3etrujuceho lekara a Institucie; (ii)
Informacie, ktoré su OSetrujucemu lekarovi
al/alebo Intitucii uz zname, ako vyplyva z
predchadzajucich pisomnych zaznamov
OSetrujuceho lekara alalebo Institucie; (iii)




confidentiality or non-use to Novartis or its
affiliates. To the extent the Treating Physician
and/or Institution are required (whether by statute,
regulation, law or order of a court of competent
jurisdiction) to disclose any Information, the
Treating Physician and/or Institution will give
Novartis written notice of such requirement
sufficiently prior to disclosing such Information as
to permit Novartis to seek a protective order or
other appropriate remedy, and the Treating
Physician and/or Institution will disclose only that
portion of Information that Instituion or Treating
Physician are legally required to disclose, while
marking such information as subject to
confidentiality and trade secrecy. In the event that
the Treating Physician and/or Institution have
previously signed a Confidentiality Agreement,
nothing in this paragraph will be considered
contrary to the Confidentiality Agreement. Should
there be a conflict between this paragraph and the
Confidentiality Agreement, the Confidentiality
Agreement shall prevail.

Informacie spristupnené OSetrujucemu lekarovi
al/alebo Institacii tretou stranou, ktora nie je
viazana zavazkom mi¢anlivosti alebo
nepouzivania vocCi spolo€nosti Novartis alebo jej
pridruzenej osobe. Vrozsahu, vakom ma
OSetrujuci lekar a/alebo Institicia povinnost (Ci
uz v zmysle pravneho predpisu, nariadenia,
zdkona alebo prikazu prislusného sudu)
spristupnit akukolvek Informaciu, OSetrujuci
lekar a/alebo Inétitacia, pisomne oznamia takuto
poziadavku spoloénosti Novartis v dostatoénom
predstihu pred spristupnenim danej Informacie,
aby tak umoznili spolo€nosti Novartis poziadat o
ochranny prikaz alebo iny primerany opravny
prostriedok, a OSetrujuci lekar a/alebo Institicia
spristupni len tu ¢ast Informacie, ktord ma zo
zakona povinnost zverejnit, pricom tuto
Informaciu oznaci ako informaciu dbéverného
charakteru a predmet obchodného tajomstva.
V pripade, ze OSetrujuci lekar a/alebo Institicia
predtym podpisali Dohodu o mi€anlivosti, ni¢
vtomto odseku nebude povazované za
odporujuce Dohode o mi¢anlivosti. V pripade
akéhokolvek rozporu medzi tymto odsekom
a Dohodou o mi¢anlivosti ma prednost Dohoda
o mi¢anlivosti.

Publication

Zverejnenie

Should the Treating Physician and/or Institution
wish to publish anything in relation to their use of
the Product, the Treating Physician and/or
Institution shall give Novartis the opportunity to
review and comment on the proposed publication
or disclosure at least forty-five (45) working days
for manuscripts, and at least fifteen (15) working
days for papers, posters, oral presentations and
disclosures, and abstracts prior to such
submission or disclosure to any third party.
Novartis reserves the unrestricted right to have
deleted from the proposed publication or
disclosure any information disclosed to the
Treating Physician and/or Institution by Novartis or
any affiliate of Novartis which may be contained
therein. In addition, Novartis may require any
proposed publication or disclosure to be delayed
for up to forty-five (45) days commencing on the
date of receipt of the proposed publication or
disclosure.

Ak ma OSetrujuci lekar a/alebo Institicia zaujem
zverejnit’ Eokolvek, €o sa tyka ich pouZitia Lieku,
OSetrujuci lekar a/alebo Indtitucia poskytne
spoloCnosti  Novartis moznost  preskumat
navrhované zverejnenie alebo spristupnenie
a vyjadrit sa k nim, ato najmenej Styridsatpat
(45) pracovnych dni v pripade rukopisov,
anajmenej patnast (15) pracovnych dni
v pripade dokumentov, plagatov, Ustnych
prezentacii a zverejneni, ako aj zhrnuti, pred
takymto odovzdanim alebo spristupnenim
akejkolvek tretej strane. Spolo¢nost’ Novartis si
vyhradzuje neobmedzené pravo na to, aby
z navrhovaného zverejnenia alebo spristupnenia
vymazala akukolvek informéaciu, poskytnutu
OSetrujucemu  lekdrovi  alalebo Inétitucii
spolo¢nostou Novartis alebo ktoroukolvek jej
pridruzenou osobou, ktora je v nich pripadne
obsiahnuta. Okrem toho modze spoloCnost
Novartis vyzadovat pozdrzanie akéhokolvek
navrhovaného zverejnenia alebo spristupnenia
0 najviac Styridsatpat (45) dni od datumu prijatia
navrhovaného zverejnenia alebo spristupnenia.

Term and Termination

Trvanie a ukoncenie

This Agreement shall become effective as of the
day of signature by all parties and shall continue
to be effective until the patient treated pursuant to
the Request no longer meet(s) established
eligibility criteria for Product administration, at
which time it shall expire. Novartis reserves the
right to terminate this Agreement at its sole

Tato Dohoda nadobuda u&innost diiom podpisu
vSetkymi  zmluvnymi  stranami  a zostava
v ucinnosti, pokym pacient, ktorému sa poskytuje
lietba vzmysle Ziadosti, neprestane spifat
stanovené kritéria opravnenosti pre podavanie
Lieku, pricom vtedy zanika jej platnost.
Spoloénost Novartis si vyhradzuje pravo ukonéit




discretion upon providing a thirty (30) days written
notice. Institution and/or the Treating Physician
also have the right to terminate this Agreement
upon thirty (30) days written notice to Novartis.
Termination shall not relieve any party of its
obligations accrued prior to the termination date.

tuto Dohodu podla vlastného uvéazenia, po
uplynuti tridsiatich (30) dni od pisomného
oznamenia. Institicia a/alebo OSetrujuci lekar
ma pravo ukoncit tuto Dohodu po uplynuti
tridsiatich (30) dni od pisomného oznamenia
spoloCnosti  Novartis. Ukoncenie nezbavuje
Ziadnu zmluvnu stranu jej povinnosti, ktoré
vznikli pred diiom ukonéenia.

Within thirty (30) days following termination or
expiration of the Agreement, Novartis will provide
the Institution or Treating Physician with relevant
instructions on the management of unused
Product.

V priebehu tridsiatich (30) dni po ukon&eni alebo

zaniku platnosti tejto Dohody spolo¢nost
Novartis poskytne Institucii alebo OSetrujucemu
lekarovi relevantné inStrukcie ohladom

nakladania s nevyuzitym Produktom.

Provisions in this Agreement which by their nature
are intended to survive the termination or
expiration of this Agreement shall survive the
Agreement.

Ustanovenia tejto Dohody, ktoré su na zaklade
svojej povahy ur€ené na zotrvanie v platnosti aj
po ukon&eni alebo zaniku platnosti tejto Dohody,
zostavaju v platnosti po ukon&eni alebo zaniku
platnosti-tejto Dohody.

Independence

Nezavislost’

Institution and the Treating Physician hereby
acknowledge and agree that they are acting
independently of Novartis in the provision of the
Product, that the performance of the Program is
free from undue influence or bias and that
Institution and the Treating Physician are not
entering into this Agreement in exchange for any
explicit or implicit agreement to prescribe,
recommend, purchase, supply, dispense,
administer, or provide favorable status for any
Novartis’s drug.

Indtiticia a OSetrujuci lekar tymto potvrdzuje
a suhlasi s tym, Ze pri poskytovani Lieku konaju
nezavisle od spolo¢nosti  Novartis, Ze
s vykonavanim Programu nie je spojeny ziaden
neprimerany vplyv alebo zaujatost, a ze
neuzatvaraja tito Dohodu vymenou za
akukolvek vyslovnu alebo implicitnd dohodu
predpisovat, odporucat, nakupovat, dodavat,
vydavat, podavat, alebo zvyhodhovat akykolvek
liek spolo€nosti Novartis.

Final Provisions

Zaverecné ustanovenia

This Agreement shall become valid and effective
as of the day of its signing by all parties and shall
continue to be effective until the patient treated

within  the Programme no longer meet(s)
established eligibility  criteria  for  Product
administration, at which time it shall expire.
Novartis reserves the right to terminate this

Agreement at its sole discretion upon providing a
thirty (30) days written notice to the Institution and
the Treating Physician. The Treating Physician
and the Institution also have the right to terminate
this Agreement upon thirty (30) days written notice
to the parties. Termination shall not relieve any
party of its obligations accrued prior to the
termination date

Tato Dohoda nadobuda platnost a ucinnost
dfiom podpisu v8etkymi zmluvnymi stranami
a zostava v uginnosti, pokym pacient, ktorému sa
poskytuje lieCba v ramci Programu, neprestane

splhat stanovené kritéria opravnenosti pre
podavanie Lieku, priCom vtedy vyprsi jej
platnost. Spolo¢nost Novartis si vyhradzuje

pravo ukoncit tuto Dohodu podla vlastného
uvazenia, po uplynuti tridsiatich (30) dni od
pisomného oznamenia Institicii a OSetrujucemu
lekarovi. OSetrujuci lekar a Institucia maju tiez
pravo ukongit tuto Dohodu po uplynuti tridsiatich
(30) dni od pisomného oznamenia zmluvnym
stranam. Ukonc&enie nezbavuje Ziadnu zmluvnu
stranu jej povinnosti, ktoré vznikli pred dfiom
ukongenia.

Institution and the Treating Physician hereby
acknowledge and agree that the Program or the
providing of the Product does not constitute an
opinion or statement that the Product is safe
and/or efficacious for a given indication.

Tymto Institicia a OSetrujuci lekar potvrdzuje
a suhlasi s tym, ze Program alebo poskytnutie
Lieku nepredstavuje ziadne vyjadrenie ani
stanovisko, ze Produkt je bezpelny alalebo
ucinny vo vztahu k danej indikacii.

Provisions of this Agreement which by their nature
are intended to survive the termination or
expiration of this Agreement shall survive the

Ustanovenia tejto Dohody, ktoré su na zaklade
svojej povahy urCené na zotrvanie v platnosti aj
po ukonleni alebo vyprSani platnosti tejto
Dohody, zostavaju v platnosti po ukon&eni alebo




Agreement.

vyprsani platnosti tejto Dohody.

This Agreement shall be governed, construed and
interpreted pursuant to and in accordance with the
laws of the Slovak Republic. This Agreement shall
be governed, construed and interpreted pursuant
to and in accordance with the laws of the Slovak
Republic. Jurisdiction of Slovak courts shall apply
in case of a dispute. This Agreement is signed in
Slovak and English version. In case of any
discrepancies, the Slovak language version of the
agreement shall prevail.

Tato Dohoda sa riadi, vyklada a interpretuje
v zmysle a podla zakonov Slovenskej republiky.
Pre pripadné sudne spory je dana prislusnost
slovenskych sudov. Tato Dohoda je vyhotovena
v slovenskom a anglickom jazyku. V pripade
akychkolvek pochybnosti ma prednost
slovenska verzia Dohody.

Novartis Slovakia s.r.o.

Name/Meno:
Place and Date/Miesto a datum:

Title/Funkcia podpisujuceho:

Name/Meno:
Place and Date/Miesto a datum:

Title/Funkcia podpisujuceho:

Detska fakultna nemocnica s poliklinikou Banska Bystrica

Name/Meno: Ing. Juraj Gallo
Place and Date/Miesto a datum: .............cccccce...

Title/Funkcia podpisujuceho: riaditel / director

Treating Physician/OSetrujuci lekar

Name/Meno: MUDr. Terézia Stan¢okova

Place and Date/Miesto a datum: ..........cooeveevveeennnnnnen.




ANNEX 1

PRILOHA C. 1

Key items for the Treating Physician to
include in the patient informed consent

Kracové polozky, ktoré ma OsSetrujuci lekar
zahrnat’ do informovaného suhlasu pacienta

The following minimum requirements should be
included in the patient informed consent taking
into account local applicable regulations:

NizSie uvedené minimalne poziadavky by mali byt
zahrnuté do informovaného suhlasu pacienta pri
zohladneni miestnych platnych predpisov:

Information that Product is not vyet
authorized (pre-approval access), or is
not authorized for use in the given
indication or unavailable or not vyet
available to the patient in Slovak republic
— not listed in the list of reimbursed
medicinal products in the Slovak republic
(post-approval access)

Infformacia otom, Ze Liek nie je
v Slovenskej republike zatial registrovany
(pristup pred schvalenim) resp. ze nie je
registrovany v danej indikacii alebo je
nedostupny, alebo zatial nie je dostupny
pacientom v konkrétnej krajine — nie je
zaradeny do zoznamu kategorizovanych
liekov (pristup po schvaleni)

Background information on the Product
including previous results from clinical
trials (why Product may help the patient
without promising any benefits)

Vychodiskové informacie o Produkte,
vratane predoSlych vysledkov klinickych
skusani (pre€o mbze Produkt pacientovi
pomdct bez prisfubu akychkolvek vyhod)

General information on treatment, which
procedures physician will perform to
administer the Product/monitor the
patient, what is expected of the patient

VSeobecné informacie o} lieCbe,
o ukonoch, ktoré lekar vykona s cielom
podat  Produkt/monitorovat  pacienta,
a o tom, €o sa oCakava od pacienta

Information on identified and potential
risks and side effects

Informacie o zistenych a potencialnych
rizikach a vedlajSich u€inkoch

Information  that treatment  within
Program is voluntary, patient can drop
out at any time

Informacia otom, Ze lieCba v ramci
Programu je dobrovolna, priCcom pacient
ju moze kedykolvek ukongcit

Information on what happens after
conclusion of Program (continued
supply) and when treatment can be
terminated (e.g. loss of patient benefit
from the treatment, consent withdrawn,
serious adverse events etc.)

Informacia otom, €o sa stane po
ukonéeni  Programu (pokraovanie v
dodavani) akedy mézZe byt ukoncena
lie€ba (napr. strate benefitu zlieCby
u pacienta, odvolanie suhlasu, zavazné
neziaduce udalosti a pod.)

Information on free of charge supply (if
applicable)

Informacia o bezplathom dodavani (ak je
to relevantné)

Provision addressing
accordance with local law

liability in

Ustanovenie tykajuce sa zodpovednosti
v sulade s miestnymi zakonmi

Clear differentiated privacy wording for
the collection and processing of patient’s
personal data for Program purposes

Jasne odliSena formulacia ohladom
ochrany sukromia na ucely
zhromazdovania a spracuvania osobnych
Udajov pacienta na ucely Programu

Information on collection of follow-up
information at the time of resupply to
understand how the patient is deriving
benefit, if applicable

Informacia o zbere naslednych informacii
v Case opakovaného dodanie na ucel
pochopenia, ako pacient benefituje, ak je
to relevantné

Notification that some information might
be aggregated and processed in a de-

Oznamenie, Ze niektoré informacie mézu
byt agregované a spracované




identified/coded way for further analysis
and for publication

anonymizovanym/kédovanym spdsobom
na ucely dalSej analyzy a zverejnenia

Treating Physician shall inform IRB/EC
as required by applicable regulations.

OSetrujuci lekar poskytne informacie
kontrolnej rade Institucie (IRB)/etickej
komisii (EC) v zmysle platnych zakonov.




