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Re: Letter of Agreement

Vec: Pisomna dohoda

(where this Letter of Agreement mentions “you” in
any grammar tense, i tis meand to represent
DFNsP BBand the Treating Physician)

(kde sa vtejto Pisomnej dohode uvadza ,vy*
v akomkolvek gramatickom tvare, mysli sa DFNsP
BB a oSetrujuci lekar)

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 your request
(“Request”), and hereby confirms its intent to
arrange the supply of the following Product, i.e.
Mekinist, trametinib - powder for oral

Spolo¢nost 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 Vadu Ziadost (,Ziadost”), atymto
potvrdzuje svoj zamer zabezpecit Vam dodanie
nasledujuceho Produktu, t. j. Mekinist —
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suspension (“Product”) as per the Request, for
the treatment of a patient suffering from a life
threatening disease or condition, and for which no
comparable or satisfactory alternative therapy is
available (the “Program”);

Trametinib, prasok pre pripravu oralnej
suspenzie (,Produkt*) v zmysle Ziadosti, na lie¢bu
pacienta trpiaceho zivot ohrozujucou chorobou
alebo zdravotnym stavom, pre ktoré nie je
dostupna Ziadna porovnatelna alebo uspokojiva
alternativna lie¢ba (,Program®);

DFNsP BB 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 DFNsP BB potvrdzuje a prijima pinu
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 pouzivanie Produktu a liecbu
pacienta v sulade s lieCebnym planom, v zneni
jeho naslednych zmien poskytnutych spolo&nostou
Novartis.

Hence DFNsP BB 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.

DFNsP BB a/alebo oSetrujuci lekar zabezpedi, aby
bol kazdy pacient dobre informovany, ak je to
potrebné, (1) otom, ze Produkt nebol schvaleny
alebo este nie je dostupny v Slovenskej republike,
a (2) o moznych rizikach a prinose Produktu, ako aj
o dalSich dostupnych spdsoboch lieCby, ak
existuju.

DFNsP BB and/or the treating physician are also
responsible for obtaining the patient(s) informed
consent, according to the applicable regulations
prior to any treatment with the Product. The
minimum requirements referenced in Annex 1 shall
be incorporated in the patient’s informed consent
form.

DFNsP BB alalebo oSetrujuci lekar nesie tiez
zodpovednost' za ziskanie informovanych suhlasov
pacientov v sulade s prisluSnymi  peravnymi
predpismi, ato pred akoukolvek liecbou
Produktom. Do formularu informovaného suhlasu
pacienta sa zahrni minimalne poZiadavky v zmysle
Prilohy ¢&. 1.

DFNsP BB and/or the treating physician hereby
acknowledge that, if applicable, you will obtain all
relevant authorization from the Ministry of Health of
the Slovak Republic, the relevant Ethics
Committees, and any other relevant authorities
(“Health Authorities”) as per applicable laws and
regulations.

DFNsP BB al/alebo oSetrujuci lekar tymto
potvrdzuje, Ze ziska, ak je to potrebné, vSetky
prislusné povolenia od Ministerstva zdravotnictva
Slovenskej republiky, prisludnych etickych komisii
a vSetkych  ostatnych  prislusnych  organov
(,Zdravotnicke organy“) vzmysle prisluSnych
pravnych predpisov.

DFNsP BB hereby acknowledges that MUDr. Pavel
Bician, MUDr. Teréia StanCokova, and MUDr.
Ivana Fedorakova are the treating physician, and
are employed by DFNsP BB. The Product provided
by Novartis shall not be used for any purpose other
than stated herein and shall not make the Product
available to any third party or patient without
Novartis’ prior written consent.

DFNsP BB tymto potvrdzuje, ze MUDr. Bician
Pavel, MUDr. Terézia Stantokova a MUDr. Ivana
Fedorakova su  oSetrujiucimi  lekarmi, a
zamestnancami DFNsP BB. Produkt poskytnuty
spolonostou Novartis nesmie sa pouzivat na
Ziadny iny uc€el ako ten, ktory je uvedeny v tejto

Pisomnej dohode, anesmiete dat Produkt
k dispozicii Ziadnej tretej strane alebo pacientovi
bez predchadzajuceho pisomného suhlasu

spolo¢nosti Novartis.

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

Po doru€eni podpisaného vyhotovenia tejto
Pisomnej dohody poskytne spolo¢nost Novartis
vSetku prislusnu dokumentaciu tykajucu sa
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Produktu.

DFNsP BB and/or the treating physician hereby
acknowledge that it is their responsibility to report
adverse events and other relevant safety
information to the Health Authorities according to
applicable legal regulations.

DFNsP BB al/alebo oSetrujuci lekar tymto
potvrdzuje, Ze nesie zodpovednost za hlasenie
neziaducich udalosti  ainych relevantnych
bezpecnostnych informacii miestnym
Zdravotnickym organom v zmysle prislusnych
pravnych predpisov.

Novartis takes patient’s safety very seriously. Since
this Product 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 dblezita. Kedze Produkt) nie je schvaleny pre
danu terapeuticku indikaciu, mézu byt dostupné
bezpecnostné informacie obmedzené na tie, ktoré
boli ziskané v ramci kontrolovanych klinickych
skuSani.  Schopnost  ziskavat a analyzovat
bezpecénostné informacie zhromazdené pocas jeho
uzivania tymto konkrétnym pacientom je preto
mimoriadne dblezita, aby sa zabezpedil presny a
aktualny bezpecénostny profil Produktu, ako aj
posudenie a minimalizacia akéhokolvek
potencialneho rizika.

Novartis will ensure the pharmacovigilance training

Novartis zabezpe€i zamestnancom DFNsP BB

of the employees of DFNsP BB that includes at | S8kolenie v oblasti farmakovigilancie, ktorého
least the following: obsahom bude najma nasledovné:
€) Any Serious Adverse Events €)) Akékolvek zavazné neziaduce

(SAEs), including the transmission of an
infectious agent via a medicinal product, or
reports of drug exposure during pregnancy
or lactation (including initial and follow up
reports) in patients exposed to the
“Product” within 24 hours of becoming
aware of it, including those which may
have been the reason for the patient to
discontinue treatment,

udalosti (SAEs), vratane prenosu pévodcu
infekcie prostrednictvom lieku, alebo
hlasenia o vystaveni sa u&inkom lieku
poCas tehotenstva alebo laktacie (vratane
uvodnych a naslednych hlaseni)
u pacientov vystavenych ucinkom
.Produktu“ v priebehu 24 hodin od ich
zistenia, vratane tych, ktoré mohli byt
dévodom prerusenia lieCby pacientom,

(b) Any non-serious Adverse Events
(AEs) (including initial and follow up
reports) in patients exposed to the
“Product”, as soon as it becomes available,
but in any event within ten (10) calendar
days of becoming aware it, including those
which may have been the reason for the
patient to discontinue treatment,

(b) Akékolvek nezavazné neziaduce
udalosti  (AEs) (vratane  uUvodnych
a naslednych hlaseni) u pacientov

vystavenych uc€inkom ,Produktu”, hned,
ako je to mozné, ale v kazdom pripade do
desiatich (10) kalendarnych dni od ich
zistenia, vratane tych, ktoré mohli byt
dévodom prerusenia lieCby pacientom,

(c) Any  other relevant  safety
information, including initial and follow up
reports of (with or without clinical
symptoms): lack of efficacy, overdose,
withdrawal reactions and rebound effects,
intentional drug misuse/ abuse, drug

(c) Akékolvek  dalSie relevantné
bezpecnostné informacie, vratane
uvodnych a naslednych hlaseni o (s alebo
bez klinickych priznakov): nedostatocnej
ucinnosti, predavkovani, abstinencnych
reakciach a efektoch obratu, umyselnom
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dependence/ addiction, medication errors
(including maladministration, dispensing or
prescribing errors), drug-drug or drug-food
interaction, disease progression and
aggravation and unexpected beneficial
effects as well as treatment non-
compliance with clinical symptoms in
patients exposed to the “Product” as soon
as it becomes available, but in any event
within ten (10) calendar days of becoming

nespravnom uziti/ zneuziti lieku, ndvyku na
liek/ zavislosti od lieku, pripadoch
nespravnej medikacie (vratane chyb pri

podavani, vydaji alebo predpisovani),
interakciach S inymi liekmi alebo
potravinami, 0 postupe a zhorseni
ochorenia, neoCakavanych priaznivych
ucinkoch, ako aj onesulade liecby
S klinickymi prejavmi u pacientov

vystavenych u€inkom ,Produktu” hned, ako

aware of it. je to mozné, ale vkazdom pripade do
desiatich (10) kalendarnych dni od ich

zistenia.
Novartis shall prepare and issue Safety | Novartis pripravi Bezpecnostné oznamenia (BO)

Notifications (SNs) for the product to the Treating
Physician (e.g.: Aggregate Finding Safety Reports
(AFSRs), Single Suspected Unexpected Serious
Adverse Reactions (SUSARS), six-monthly SUSAR
line listings, Investigator Notifications, etc.), Urgent
Safety Measures (USM) post-parent trial
completion and any Risk management or risk
minimization measure in accordance with Novartis
internal procedures.

pre produkt a poskytne ich OS$etrujucemu lekarovi
(napr.. Suhrnna sprava o bezpecnostnych
zisteniach (AFSR), Hlasenie podozrenia na
zavazné neoCakavané neziaduce reakcie
(SUSAR), Sestmesatné zoznamy SUSAR,
Oznamenia skusajuceho, atd.), Surne
bezpecnostné opatrenia (USM) po skonceni
klinického skuSania, alebo akékolvek opatrenia na
riadenie a minimalizaciu rizik v sulade s internymi
predpismi spolo¢nosti Novartis.

The Treating Physician and/or DFNsP BB shall
distribute SNs as above to the relevat Ethics
Committee in DFNsP BB according to local
regulations.

OSetrujuci lekar a/alebo DFNsP BB poskytne vySie
uvedené BO prislusnej Etickej komisii v DFNsP BB
podla platych pravnych predpisov.

The Treating Physician and/or DFNsP BB shall fill
in the Patient Follow-Up Form provided by Novartis
within the timelines agreed upon with Novartis.

OSetrujuci lekar a/alebo DFNsP BB sa zavazuje
vypifiat formular o sledovani pacienta (,Patient
Follow-Up Form®), poskytnuty spolo&nostou
Novartis, v lehotdch dohodnutych so spolo&nostou
Novartis.

The Treating Physician and/or DFNsP BB hereby
also undertake the fulfilment of the following
responsibilities, including, but not limited to:

Tymto sa tiez OSetrujuci lekar a/alebo DFNsP BB
zavazuje plnit' nizSie uvedené povinnosti, vratane,
ale nie vylu€ne nizSie uvedenych:

€) Preparation and maintenance of
complete, accurately written records, and
data relating to the use of the Product.

€) Priprava a uchovavanie uplnych a
presnych pisomnych zaznamov, ako aj
Udajov tykajucich sa pouzivania Produktu.

(b) Complete and return the
Attestation Form provided by Novartis to
initiate Product shipment.

(b) Vyplnenie a odovzdanie atestu
(,/Attestation Form®), poskytnutého
spoloénostou Novartis, s cielom zacat
expediciu Produktu.

(c) Collaboration with Novartis in case (c) Spolupraca  so  spolo€nostou

of Product recall. Novartis v pripade stiahnutia Produktu
z trhu.

(d) The management (collection, (d) Riadenie (zhromaZdovanie,

possession, storage, use, retention, vlastnictvo, ukladanie, pouzivanie,

deletion, etc.) of personal information of uchovéavanie, vymaz, atd.) osobnych

your patient(s) in compliance with all
applicable privacy and medical records
laws.

informacii Vasich pacientov v sulade so
v8etkymi prislusnymi zakonmi tykajucich
sa ochrany sukromia  a zdravotnej
dokumentacie.
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(e) Preparation and submission of any
Program related report required by Health
Authorities, and provision of a copy of
same to Novartis within 1 month of

(e) Priprava a predkladanie vSetkych
sprav suvisiacich S Programom
pozadovanych Organmi verejného
zdravotnictva, a poskytnutie ich koépie

issuance. spolo¢nosti Novartis do 1 mesiaca od ich
vydania.

) Informing Novartis when patient is ) Informovanie spolo¢nosti Novartis

discontinued from treatment. v pripade, Ze pacient prerusi liecbu.

(9) Informing the Patient on the switch (9) Ak je to relevantné, informovanie

to a commercial Product if applicable and
potential impact on the associated costs.

pacienta o prechode na komerény Produkt
a o potencialnom vplyve na suvisiace
naklady.

The Treating Physician and DFNsP BB represent
and warrant that the Treating Physician and/or
DFNsP BB have appropriate and adequate
insurance coverage to cover claims or damages for
which they shall be liable under this Letter of
Agreement. Evidence of such insurance should be
presented upon request by Novartis.

OSetrujuci lekar a DFNsP BB vyhlasuje a zaruduje,
Ze oSetrujuci lekar a/alebo DFNsP BB maju vhodné
a primerané poistné krytie na uspokojenie narokov
alebo pokrytie §kéd, za ktoré nesu zodpovednost
v zmysle tejto Pisomnej dohody. Ddkaz o takomto
poisteni by mal byt spoloCnosti Novartis
predloZeny na poZiadanie.

Novartis reserves the right to have access to the
data and work products relating to your 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
k udajom apracovnym produktom suvisiacim
s Va8im pouzivanim Produktu, s cielom potvrdit
integritu  4adajov, obmedzenych na hldsenie
neziaducich udalosti, a dodrzat globalne alebo
miestne zakony alebo pravne predpisy. Ak vbbec
bude mat spolo€nost Novartis pristup k osobnym
informaciam alebo osobnym zdravotnym udajom,
je povinna dodrziavat platné zakony a predpisy na
ochranu sukromia.

The employees of Novartis shall, during their work,
maintain the confidentiality obligation about the
information and data of DFNsP BB, including after
the expirf of this Letter of Agreement. Novartis shal
oblige its employees and other persons acting on
behalf on Novartis and acquainting themselves with
the inormatio and data of DFNsP BB with
confidentiality. Novartis shall as appropriate,
protect the equipment and data of DFNsP BB that
were entrusted to Novartis from theft or misuse. In
case of breach of the confidentiality or protection
obligation, Novartis shall be fully liable for damate
caused to BFNs*P BB by its conduct, with regard to
the applicable laws, in particular the data protection
laws and the Criminal Code.

Zamestnanci spolo¢nosti Novartis su povinni pri
svojej praci dodrzZiavat povinnost mi&anlivosti o
zistenych skuto€nostiach a datach DFNsP BB a to
aj po uplynuti platnosti tejto Pisomnej zmluvy.
Spolo€nost  Novartis sa zavazuje zaviazat
micanlivostou svojich zamestnancov a ostatné
osoby, ktoré konaju v mene Novartis a ktoré
pridu do styku so skutocnostami a datami DFNsP
BB. Spolo¢nost Novartis je povinna primerane
chranit zariadenia a data DFNsP BB, ktoré jej boli
zverené pred ich odcudzenim alebo zneuzitim.V
pripade poruSenia ml&anlivosti alebo ochrany je
spolo¢nost Novartis plne zodpovedna za 3Skody,
ktoré svojim konanim spdsobi DFNsP BB
vzhladom na dotknuté zakony, predovSetkym na
zdkon o ochrane osobnych udajov a na trestny
zakon.

Novartis and its affiliates shall have the right to
utilize all data resulting from your 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.

Spolo€nost Novartis a jej pridruzené osoby maju
pravo vyuzit vSetky udaje vyplyvajuce z Vasho
pouzivania Produktu, ktoré nie su chranené ako
osobné udaje pacientov, ato na vSetky ucely,
vratane podani na regulaéné agentury, marketingu
a/alebo predaja akejkolvek lie¢ebnej latky (vratane
Produktu) alebo liekovej formy.
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Copyright in the data and any invention (whether
patentable or not) and related patents or patent
applications arising from the Program that is made
by the Treating Physician or DFNsP BB’s
employees and agents and any other persons
(excluding Novartis’'s employees or agents)
assisting with the conduct of the Program shall be
the property of DFNsP (“Institution Intellectual
Property”). DFNsP hereby grants to Novartis and
its Affiliates a non-exclusive, perpetual, fully paid-
up, royalty-free, worldwide license, with the right to
sublicense, for any means of usage, to any
Institution Intellectual Property concerning the
Product.

Autorské prava k Uudajom alebo akymkolvek
vynalezom (¢i uz patentovatelnym alebo nie)
a suvisiace patenty alebo patentové prihlasky
vyplyvajuce z Programu, uskutoCnené osetrujucim
lekarom alebo inymi zamestnancami DFNsP BB,
jej zastupcami a akymikolvek inymi osobami (s
vynimkou zamestnancov a zastupcov spolo¢nosti
Novartis), podielajucimi sa na vykonavani
Programu,su vlastnictvom DFNsP BB (,DuSevné
vlastnictvo Institicie“). DFNsP BB tymto udeluje
spolo¢nosti Novartis ajej pridruzenym osobam
nevyhradnu, trvald, plne splatend, celosvetovu
licenciu oslobodenu od licenénych poplatkov,
s pravom udelovat sublicencie, na vSetky spésoby
pouzitia akéhokolvek Du$evného vlastnictva
Intitucie tykajuceho sa Produktu.

Notwithstanding any other provision of this
Agreement, the Treating Physician and DFNsP BB
shall not acquire any rights of any kind in the
Product or any other medicinal product owned or
licensed by Novartis or its Affiliates, or any use
thereof, as a result of your use of the Product
pursuant to this Request, except for the rights
expressly granted herein. (b) the Treating
Physician, DFNsP BB 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.

Bez ohladu na akékolvek iné ustanovenie tejto
Dohody, o3etrujuci lekar a DFNsP BB nenadobuda
Ziadne prava akéhokolvek druhu k Produktu alebo
k akémukolvek inému lieku, ktory spolo¢nost
Novartis alebo jej pridruzené osoby vlastnia alebo
maju k nemu licenciu, ani na ich ziadne poutzitie,
v désledku Vasho pouzivania Produktu podla tejto
Ziadosti, s vynimkou prav vyslovne udelenych
v zmysle tejto Pisomnej dohody. (b) oSetrujuci
lekar, DFNsP BB a spolo¢nost Novartis ani jej
pridruzené osoby na nikoho neprevadzaju Ziadne

prava k akymkolvek vynalezom, prihladkam
patentov, patentom, prihla8kam ochrannych
zndmok, ochrannym  znamkam, prihldSkam

autorskych prav, autorskym pravam alebo udajom
ani ziadne iné vlastnicke prava, okrem tych, ktoré
su vyslovne uvedené v tejto Pisomnej dohode.

The Treating Physician and DFNsP BB shall not
disclose, by publication or otherwise, to any third
party or use for any purpose except as expressly
permitted by this Letter of Agreement, any
information disclosed to and/or developed by the
Treating Physician and/or DFNsP BB, alone or
together with one or more others, in connection
with this Letter of Agreement (collectively
“Information”). This obligation of non-disclosure
and non-use shall not apply to: (i) Information at or
after such time that it is or becomes available to the
public through no breach of this Letter of
Agreement by the Treating Physician and DFNsP
BB; (ii) Information that is already independently
known to the Treating Physician and/or DFNsP BB
as shown by prior written records of the Treating
Physician; (iii) Information at or after such time that
it is disclosed to the Treating Physician and/or
DFNsP BB by a third party other than Novartis or
any affiliate of Novartis and other than one who
would be breaching a commitment of confidentiality
or non-use to Novartis or an affiliate of Novartis by
disclosing the Information to the Treating Physician

OSetrujuci lekar a DFNsP BB nie su opravneni
Ziadnej tretej strane spristupnit, formou zverejnenia
ani inak, ani pouzit akymkolvek inym spésobom,
okrem toho, ktory je vyslovne povoleny v zmysle
tejto Pisomnej dohody, akukolvek informéciu, ktora
im bola poskytnutd a/alebo bola nimi vytvorena,
samostatne alebo spolu s jednou alebo viacerymi
dalSimi osobami, v suvislosti stouto Pisomnou
dohodou (spolo¢ne ,Informacie®). Tato povinnost
nezverejnenia a nepouzivania sa nevztahuje na: (i)
Informacie v Case, alebo po uplynuti ¢asu, ked su
alebo sa stanu verejne dostupnymi bez porusenia
tejto Pisomnej dohody na strane oSetrujuceho
lekara a DFNsP BB; (ii) Informacie, ktoré su

oSetrujucemu lekarov a/alebo DFNsP BB uz
nezavisle zname, ako vyplyva z VaSich
predchadzajucich pisomnych zaznamov
oSetrujuceho lekara a/alebo DFNsP BB; (iii)

Informacie v €ase, alebo po uplynuti ¢asu, ked su
spristupnené  oSetrujucemu lekarovi a/alebo
DFNsP BB tretou stranou inou ako spolo¢nost
Novartis alebo jej pridruzena osoba, ainou ako
takou, ktora by spristupnenim tejto Informacie
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and/or DFNsP BB. To the extent the Treating
Physician and/or DFNsP BB are required (whether
by statute, regulation, law or order of a court of
competent jurisdiction) to disclose any Information,
the Treating Physician and/or DFNsP BB 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 DFNsP BB will disclose only that
portion of Information that you 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 DFNsP BB

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.

oSetrujucemu lekarovi a/alebo DFNsP BB porusila
zavazok micanlivosti alebo nepouzivania vodi
spolo¢nosti Novartis alebo jej pridruzenej osobe.
V rozsahu, vakom ma oSetrujuci lekar a/alebo
DFNsP BB povinnost (Ci uz v zmysle pravneho
predpisu, nariadenia, zakona alebo prikazu
prislusného sudu) spristupnit’ akukolvek
Informaciu, oSetrujuci lekar a/alebo DFNsP BB,
pisomne oznamite takuto poziadavku spolo¢nosti
Novartis v dostato¢nom 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 DFNsP BB spristupni len
tu Cast Informacie, ktori ma zo zakona povinnost
zverejnit, pricom tato Informaciu oznacdite ako
informaciu  déverného charakteru a predmet
obchodného tajomstva. V pripade, Ze oSetrujuci
lekar a/alebo DFNsP BB ste predtym podpisali
Dohodu o ml&anlivosti, ni¢ v tomto 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.

Should the Treating Physician and/or DFNsP BB
wish to publish anything in relation to your use of
the Product, the Treating Physician and/or DFNsP
BB 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 DFNsP
BB 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 DFNsP BB zaujem
zverejnit €okolvek, €o sa tyka Vasho pouzZivania

Produktu, oS3etrujuci lekar a/alebo DFNsP BB
poskytnete spolo¢nosti Novartis moznost
preskuimat  navrhované  zverejnenie  alebo

spristupnenie a vyjadrit sa k nim, ato najmenej
Styridsatpat’ (45) pracovnych dni v pripade
rukopisov, a najmenej 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 lekarovi a/alebo DFNsP BB
spolo¢nostou Novartis alebo ktoroukolvek jej
pridruZzenou osobou, ktora je v nich pripadne
obsiahnuta. Okrem toho mdze spolo¢nost Novartis
vyzadovat pozdrzanie akéhokolvek navrhovaného
zverejnenia  alebo  spristupnenia o najviac
Styridsatpat (45) dni od datumu prijatia
navrhovaného zverejnenia alebo spristupnenia.

This Letter Agreement shall become effective as of
the Effective Date and shall continue to be effective
until the patient treated pursuant to this Request no
longer meet(s) established eligibility criteria for
Product administration, at which time it shall expire.
Novartis reserves the right to terminate this Letter
Agreement at its sole discretion upon providing a
thirty (30) days written notice. DFNsP BB and/or
the Treating Physician also have the right to

Tato Pisomna dohoda nadobuda ucinnost dfiom
uCinnosti a zostava v Uc€innosti, pokym pacient,
ktorému sa poskytuje lietba v zmysle Ziadosti,
neprestane spinat’ stanovené kritéria opravnenosti
pre podavanie Produktu, pricom vtedy zanika jej
platnost. Spolo¢nost’ Novartis si vyhradzuje pravo
ukonéit tuto Pisomnu dohodu podla vlastného
uvazenia, po uplynuti tridsiatich (30) dni od
pisomného oznamenia. DFNsP BB alalebo
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terminate this Letter Agreement upon thirty (30)
days written notice to Novartis. Termination shall
not relieve any party of its obligations accrued prior
to the termination date.

oSetrujuci lekar ma pravo ukonéit tato Pisomnu
dohodu po uplynuti tridsiatich (30) dni od
pisomného oznamenia spolo¢nosti Novartis.
Ukoncenie nezbavuje Ziadnu zmluvnu stranu jej
povinnosti, ktoré vznikli pred dfiom ukonc&enia.

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

V priebehu tridsiatich (30) dni po ukonéeni alebo
zaniku platnosti tejto Dohody Vam spolo¢nost
Novartis poskytne relevatné instrukcie ohladom
nakladania s nevyuzitym Produktom.

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

Ustanovenia tejto Pisomnej dohody, ktoré su na
zaklade svojej povahy urlené na zotrvanie v
platnosti aj po ukon&eni alebo zé&niku platnosti tejto
Dohody, zostavaju v platnosti po ukonceni alebo
zaniku platnosti tejto Dohody.

DFNsP BB and the Treating Physician hereby
acknowledge and agree that they you 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 you are
not entering into this Letter of Agreement in
exchange for any explicit or implicit agreement to
prescribe, recommend, purchase,  supply,
dispense, administer, or provide favorable status
for any Novartis’s medicinal product.

DFNsP BB a oSetrujuci lekar tymto potvrdzuje
a suhlasi s tym, ze pri poskytovani Produktu kona
nezavisle od spolo¢nosti Novartis, ze
s vykonavanim Programu nie je spojeny Ziaden
neprimerany vplyv alebo zaujatost, aZzZe
neuzatvara tuto Pisomnu dohodu vymenou za
akukolvek vyslovnu alebo implicitnu dohodu
predpisovat, odporu€at, nakupovat, dodavat,
vydavat, podavat, alebo zvyhodhovat akykolvek
liek spolo€nosti Novartis.

DFNsP BB and the Treatibng 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 DFNsP BB a oSetrujuci lekar potvrdzuje
a suhlasi stym, ze Program alebo poskytovanie
Produktu nepredstavuje ziadne vyjadrenie ani
stanovisko, ze Produkt je bezpecny a/alebo uc€inny
vo vztahu k danej indikacii.

This Letter of Agreement shall be governed,
construed and interpreted pursuant to and in
accordance with the laws of the Slovak Republic.

Tato Pisomna dohoda sa sa riadi, vyklada
a interpretuje v zmysle a podla zdkonov Slovenskej
republiky.

By signing this Letter of Agreement, DFNsP BB
and the Treating Physician hereby acknowledge
and agree to adhere the foregoing.

Podpisom tejto Pisomnej dohody potvrdzuje
asuhlasi  DFNsP BB  aoSetrujuci  lekar
s dodrziavanim vys8ie uvedeného.

Dr. Pavel Bician Date: MUDr. Pavel Bician Datum: 08.10.2019
Dr. Terézia Stantokova Date: MUDr.Terézia Datum: 08.10.2019
Stanéokova
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Dr. lvana Fedorakova Date:

MUDr. Ivana Fedorakova Datum: 08.10.2019

Novartis Slovakia s.r.o.

Novartis Slovakia s.r.o.

Signer Name: Mateja Cotar Date:

Signer Title: Executive Manager

Meno podpisujiceho:  Mateja Cotar Datum:

Funkcia podpisujuceho: konatel 07.10.2019

Signer Name: Mateja Cotar Date:

Signer Title: Business Franchise Head Solid

Meno podpisujuceho: Zuzana Trnkova Datum:
Funkcia podpisujuceho: 07.10.2019

Business Franchise Head Solid

Detska fakultnha nemocnica s poliklinikou
Banska Bystrica

Detska fakultha nemocnica

Banska Bystrica

s poliklinikou

Signer Name: Date: 09.10.2019

Signer Title:

Datum:
09.10.2019

Meno podpisujuceho:

Funkcia podpisujuceho:

Ing. Juraj Gallo
Statutory body mamber — general director

MUDr. Miloslav Hanula, PhD.
Statutory body mamber — medical director

Ing. Juraj Gallo,
¢len Statutarneho organu — generalny riaditel

MUDr. Miloslav Hanula, PhD.,
Clen Statutdrneho organu — medicinsky riaditel
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ANNEX 1

PRILOHA C. 1

Key items for the Treating Physician to include

in the MAP Patient Consent

Klracové polozky, ktoré ma osetrujuci lekar
zahrnat’ do formulara suhlasu pacienta s MAP

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
unavailable or not yet available to the
patient in a particular country (post-
approval access)

Informacia o tom, Zze Produkt nie je zatial
registrovany (pristup pred schvalenim)
alebo je nedostupny, alebo zatial nie je
dostupny pacientom v konkrétnej krajine
(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 (preCo mdze Produkt pacientovi
pom&ct 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 scielom 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, pricom pacient ju
mdze kedykolvek ukoncit

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

Informacia o tom, €o sa stane po ukongeni
Programu (pokraCovanie v dodavani)
a kedy mbze byt ukoncena lieCba (napr.
odvolanie suhlasu, zavazné neziaduce
udalosti a pod.)

Information on free of charge supply

Informacia o bezplatnom dodavani

Provision addressing liability in accordance
with local law

Ustanovenie tykajuce sa zodpovednosti
v sulade s miestnymi zakonmi

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

Jasne odlisena formulacia ohladom
ochrany sukromia na ucely
zhromazdovania a spracuUvania osobnych
udajov pacientov

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.
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