Sponzorska zmluva
pre projekty (nie akcie)
(dalej len "Zmluva™)

medzi

Biogen Slovakia s.r.o., so sidlom Einsteinova 24,
Bratislava 851 01, zapisanou v obchodnom registri
Okresného sudu Bratislava |, v oddiele Sro, vo viozke
&. 40752/B, ICO: 36 363 146

(dalej len ,Sponzor*)
a

Trencianska univerzita Alexandra Dubceka v
Trencine

Studentska 2
911 50 Trencin
ICO: 31118259

zriadena zo zakona NR SR €. 155/1997 Z. z., z 15.
maja 1997 v zneni a doplneni zakona ¢islo 209/2002
Z.z.,z 5. aprila 2002

(dalej len ,Sponzorovana Organizacia®)
1 Predmet Zmluvy

1.1 Sponzorovana Organizdcia ma v umysle
organizovat odborné projekt opisané v ¢lanku
2.1 (dalej len ,,Projekt).

1.2 Sponzor, ako vyrobca farmaceutickych
produktov, by pri prilezitosti Projekt rad

prezentoval svoju firmu a svoje produkty. Za to
Projekt podpori uhradenim Casti nakladov.

’

2 Ucel sponzorstva
2.1 Sponzor suhlasi s financnou podporou
Sponzorovanej Organizacie a Projektom, ktora
je popisana niZSie a ktorej popis je priloZeny ako
Priloha 2:

Contract ID - #DOCNUM#

Sponsorship Agreement
for projects (non-events sponsorship)
(hereinafter the “Agreement”)
between
Biogen Slovakia s.r.o., with its seat at Einsteinova
24, Bratislava 851 01, Slovakia, registered in the
Commercial Register of the District Court of
Bratislava |, Section: Sro, entry No.: 40752/B, Id. No.
36 363 146
(hereinafter the “Sponsor”)
and

Trencéianska univerzita Alexandra Dubceka v
Trencine

Studentska 2

911 50 Trencin

Id. No.: 31118259, IC DPH SK2021376368
Established by low NR SR n. 1565/1997 Z. z., z 15.
may 1997 as amended, number 209/2002 Z.z., from
5th april 2002

(hereinafter the “Sponsored Organization”)

1 Object of the Agreement

1.1 The Sponsored Organization is planning to
organize a project described in clause 2.1
(hereinafter the “Project”).

1.2 As a manufacturer of pharmaceutical
products, the Sponsor is interested in

promoting itself and its products at the Project.
In return it shall support the Project by
assuming a portion of the costs.

2 Purpose of the Sponsorship
2.1  Sponsor agrees to sponsor the Sponsored
Organization and the Project, the content of

which is detailed below, with the description
included as Schedule 2:

Nazov Projektu / Project Title

FARMAKOEKONOMIKANA SLOVENSKU XLII.

vedetkd konferencia (v on-line forme)
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3.1

Contract ID - #DOCNUM#

Datum Projektu / Project Date

1. December, 2021

Miesto Projektu / Project Location

Slovenska zdravotnicka univerzita, Bratislava

online form

Konferencia je organizovana v spolupraci so
Slovenskou farmakoekonomickou spolo¢nostou,
SLS a Ceskou farmakoekonomickou spolognostou,
Kratky popis projektu / Brief description | Kancelariou WHO na Slovensku, ISPOR Chapter
of the Project Slovakia, Fakultou zdravotnictva Trengianskej
univerzity Alexandra DubCeka v TrencCine a
Slovenskou spolo¢nostou klinickej farmakologie.

Pozadovana suma / Amount requested

1500 EUR

Hmotny prospech, ktory ma byt’
poskytnuty Sponzorovi vymenou za

Tangible benefit to be received by the
Sponsor in exchange for sponsorship

Poskytnutie reklamného priestoru tykajlcu sa
uvedenia ndzvu resp. loga spolocnosti,

- vo vyslednom programe podujatia, na jeho
zadnej strane 800,00 €

sponzorstvo / - v programe na banneri 200,00 €

- v programe premietanom pred konferenciou,
medzi jednotlivymi blokmi a na zaver konferencie
300,00 €

- a Vv programe uvadzanom v ramci videozaznamu

200,00 €

Zodpovednosti Sponzora

Za sluzby uvedené v Clanku 2 sa Sponzor
zavazuje k tomuto sponzorskému prispevku:

3.1

Sponsor’s Responsibilities

For Vthe granting of the services specified in
clause 2 the Sponsor shall guarantee the
following sponsorship amount:

Sponzor zaplati Sponzorovanej Organizacii sponzorsky prispevok vo vySke 1 500 EUR. Po prijati
faktary bude sponzorsky prispevok uhradeny na dole uvedeny ucet Sponzorovanej Organizacie: /

The Sponsor shall pay the Sponsored Organization a sponsorship amount of EUR 1 500. Upon receipt
of invoice the sponsorship amount is transferred as payment to the Sponsored Organization's account

below:

Majitel' u¢tu / Account holder: Trenc¢ianska univerzita Alexandra Dubceka v TrenCine

SKvOct2021
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41

4.2

4.3

4.4

4.5

Sponzorovi nevzniknu iné naklady okrem tych
uvedenych v tomto ¢lanku .

Zodpovednosti Sponzorovanej Organizacie

Sponzorovana Organizacia nesie vyhradnu
zodpovednost za organizéciu a usporiadanie
Projektu a za poskytovanie sluzieb v prospech
ucastnikov Projektu. Sponzorovana
Organizacia tieto ¢innosti vykonava vo svojom
mene a na svoj UcCet. Bude dodrziavat' vSetky
pozadované ustanovenia a ziskal Ci ziska
licencie potrebné na usporiadanie Projektu.

Sponzorovana Organizécia bude dbat na to,
aby sa naklady vyplyvajuce ztejto Zmluvy
nepreniesli na pacientov, darcov alebo tretie
strany, najma na zakonnu zdravotnu poistoviu
¢i sikromnu zdravotnu poistoviu.

Sponzorovana Organizacia zabezpeci, aby bol
pristup k Projektu obmedzeny na osoby, ktoré
sU opravnené prijimat informéacie prezentované
o Projekte, ako je definované prislusnymi
pravnymi predpismi, ak je to aplikovatelné.

Sponzorovana Organizacia zaruCuje, Ze bude
dodrziavat pravne a vnuatorné predpisy
prislusnej organizacie, ak je to aplikovatelne, pri
pozyvani a s ohladom na u¢ast zamestnancov
zdravotnickych zariadeni vybranych
Sponzorovanou Organizaciou, a Ze realizaciou
tejto Zmluvy neddjde k poruSeniu profesijné

povinnosti Ziadneho zucastneného
zamestnanca. Sponzorovana  Organizacia
najma  zaruCuje, Ze budd dodrzané

aplikovatelné predpisy tretich stran tykajlce sa
financovania pre prislusné zdravotnicke
zariadenia  pri  prijimani  sponzorského
prispevku.

Sponzorovana Organizacia tymto zaruCuje
Sponzorovi a vyhlasuje, Ze:

(a) disponuje vybavenim a personalom na
zaistenie poskytovania sluzieb podla tejto
Zmluvy a plnenie tejto Zmluvy so
starostlivostou riadneho hospodara,

(b) je opravnena uzatvarat zmluvy tykajuce sa
organizacie Projektu,
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The Sponsor shall not incur any other costs
than those specified in this clause.

Sponsored Organization’s
Responsibilities

The Sponsored Organization is solely
responsible for organizing and hosting the
Project and for performing of the services to
the benefit of participants of the Project. The
Sponsored Organization carries out these
activities in its own name and on its own
account. It shall observe all required
provisions and obtained or will obtain licenses
to host the Project.

The Sponsored Organization shall ensure that
costs connected with this Agreement are not
transferred to patients, donors or third parties
mainly public or private health insurance
company.

The Sponsored Organization shall ensure that
access to the Project is limited to individuals
authorized to receive information presented at
the Project as defined in applicable statutory
provisions, if applicable.

The Sponsored Organization guarantees that
it will adhere to the legal and internal
regulations of the respective facility, if
applicable, when inviting or with respect to the
participation of the employees of the medical
facilities that are selected by the Sponsored
Organization, and that the execution of this
Agreement will not infringe upon the
professional duties of any participating
employee. In particular, the Sponsored
Organization guarantees that the applicable
third-party  funding regulations for the
respective medical facilities will be adhered to
when receiving compensation.

The Sponsored Organization  hereby
guarantees and represents to the Sponsor
that:

(a) it has equipment and personnel
necessary in order to perform the
services under this Agreement and to
perform this Agreement with due
diligence,

(b) it is entitled to conclude agreements
relating to organisation of the Project,
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4.6

4.7

4.8

4.9

(c) sponzorsky prispevok bude pouZzity len na
Gcely Projektu v sulade s touto Zmluvou,

(d) zmeny tykajuce sa zamerania, ucelu Ci
¢asovania Projektu musia byt bezodkladne
oznamené Sponzorovi za Ucelom ziskania
jeho pisomného suhlasu,

(e) finan¢né prostriedky prijaté od Sponzora
individualne alebo celkom za poslednych
12 mesiacov a poCas nepretrzite
prebiehajuceho dvanastmesacného
obdobia nepredstavuju viac ako 30%
priebeznych  prevadzkovych nakladov
Sponzorovana Organizacia.

Sponzorovana Organizacia opravnuje
Sponzora propagovat sponzorstvo dohodnuté
prostrednictvom  tejto  Zmluvy  formou,
spdsobom a podmienkami,
povazuje za vhodné, a to v ramci
institucionalnych propagacnych aktivit
Sponzora alebo propagacie alebo informacii o
liekoch alebo inych produktoch. Toto
opravnenie nezakladd pravo na akékolvek
plnenie odlisné alebo dodatocné nez je plnenie
dohodnuté v tejto Zmluve.

Sponzorovana Organizacia neprebera Ziadnu
zodpovednost za uUspeSnost propagacie.
Zodpovednost Sponzorovanej Organizacie za
stratu &i akékolvek poskodenie propagacnych
materidlov dodanych na Projekt je vyluc¢ena, ak
neboli sposobené hrubou nedbalostou Ci
uamyslom zo strany personalu Sponzorovanej
Organizacie.

Sponzor méze poziadat o udaje a doklad o
vyuziti poskytnutych finanénych prostriedkov,
a poziadat o vratenie vSetkych nevyuzitych
prostriedkov. Okrem toho je Sponzorovana
Organizacia povinna viest dokumentaciu o
sponzorovani, napriklad uc¢tovné doklady a
dokumenty, ktoré dostatoCne preukazuju, na
aké ucely boli sponzorské prostriedky pouZité.
Sponzorovana Organizécia vrati Sponzorovi
véetky nevyuzité prostriedky a prostriedky,
ktoré boli pouzité na iny ucel, nez je popisany v
tejto Zmluve, pred tym, nez je Sponzorovana
Organizacia zvazena pre dalSie financovanie.

Sponzorovana Organizacia bude informovat

Sponzora o akejkolvek zasadnej zmene, najma,
nie vSak vyluéne, o zmene v rozhodujucich
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(c) the sponsorship shall only be used for
purposes of the Project in accordance
with this Agreement,

(d) changes with respect to the scope, the
purpose or the timing of the Project shall
immediately be notified to the Sponsor for
the purpose of obtaining written consent,

(e) the financial resources received from the
Sponsor individually or in total over the
last 12 months and during a continuously
rolling 12-month period will not represent
more than 30% of the Sponsored
Organization’s ongoing operating costs.

The Sponsored Organization authorizes the
Sponsor to advertise the sponsorship agreed
by means of this Agreement in the form,
manner, and conditions that the Sponsor
deems appropriate, within the framework of
institutional promotional activities of the
Sponsor or promotion or information about
medicines or other products. This
authorization will not give rise to any different
or additional consideration other than that
agreed in this Agreement.

The Sponsored Organization assumes no
liability for advertising success. The liability of
the Sponsored Organization for loss or
damage of any kind for advertising material
made available, unless this is due to gross
negligence or is intentional on the part of the
Sponsored Organization's staff, is excluded.

The Sponsor may request information and
proof of accountability with respect to the use

. of the funds provided, and demand that all

unused funds be returned. In addition, the
Sponsored Organization is obligated to
maintain documentation related to the
sponsorship, such as, for example, accounting
documents and documents that sufficiently
prove what the sponsorship was used for. The
Sponsored Organization shall reimburse any
unused funds and funds used for a purpose
other than as described in this Agreement to
the Sponsor before the Sponsored
Organization may be considered for further
funding.

The Sponsored Organization shall inform the
Sponsor of any major changes occurred,
including but not limited to changes in
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4.10

5.1

5.2

6.1

T4

organoch Sponzorovanej Organizacie (najma,
nie v§ak vyluéne, vo Statutarnom organe).

V pripade, Ze Sponzorovana Organizécia
porusi akukolvek povinnost obsiahnutu v tomto
¢lanku 4, ma Sponzor pravo okamzite ukongit
tuto Zmluvu. Dalsie prava, ako napriklad pravo
na nahradu Skody, tym nie su dotknuté a su
vyslovne vyhradené.

Vyuzitie sponzorského prispevku

Sponzorovana Organizécia zabezpeli, Ze
suma uvedena vbode 3 sa za Ziadnych
okolnosti nepouzije na zabavné programy ¢i na
pozvanie a financovanie hosti.

Sponzorovana Organizécia dalej bude dbat’ na
dodrziavanie vSetkych ustanoveni tykajlcich sa
tohto zmluvného vztahu.

Prava Dusevného Vlastnictva

Pojem DusSevné Vliastnictvo na ucely tejto
Zmluvy  znamena  vSetky  patentované
a nepatentované vynalezy, tvorivé diela, diela
chranené autorskym pravom, obchodné
tajomstva, know-how a vlastnicke informacie
pouzivané, vytvorené alebo vyvinuté v priebehu
Projektu (dalej len ,,DuSevné Vlastnictvo®).

Sponzorovana Organizacia zabezpeci
a garantuje Sponzorovi, Ze vlastni alebo ziska
véas vSetky prava alalebo licencie

na pouzivanie vSetkych DuSevnych Vlastnictiev
potrebnych na vykonavanie Projektu, a Zze nesie
vyluénl zodpovednost za pripadné porusenia
predpisov  tretim stranam v  suvislosti
s DuSevnym Vlastnictvom.

Zhromazd'ovanie osobnych udajov,
Sukromie

V priebehu pouzivania sponzorstva podla tejto
Zmluvy bude Sponzorovana Organizacia
dodrziavat vSetky platné zakony na ochranu
osobnych udajov vo vztahu ku kazdému
jednotlivcovi. V pripade, Ze Sponzor poZaduje,
aby Sponzorovana Organizacia poskytovala
Sponzorovi, jeho pridruzenym spolo¢nostiam
a/alebo obchodnym partnerom informacie,
ktoré sa tykaju osobného charakteru tykajuceho
sa jednotlivca, Sponzorovana Organizacia
obmedzi tieto informéacie len na informacie,
ktoré su potrebné na splnenie prislusného
poziadavku a poskytne Sponzorovi, jeho
pridruzenym spolo¢nostiam alalebo
obchodnym partnerom az po ziskani, v sulade
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Sponsored Organization’s governing bodies
(including but not limited to its statutory body).

If the Sponsored Organization breaches any of
the obligations contained in this clause 4, then
the Sponsor has the right to terminate this
Agreement with immediate effect. Additional
rights, such as the right for damages are not
affected and remain expressly reserved.

Appropriation of the Sponsorship Amount

The Sponsored Organization shall ensure that
the amount specified in clause 3 is not under
any circumstances used for entertainment
programmes or for the invitation or financing of
guests.

Furthermore, the Sponsored Organization
shall ensure that all provisions applicable to
the contractual relationship are observed.

Intellectual Property Rights

For purposes of this Agreement, the term
Intellectual Properties shall mean all patented
and unpatented inventions, creative works,
copyrighted works, trade secrets, know-how
and proprietary information used, created or
developed in the course of the Project
(hereinafter “Intellectual Properties”). The
Sponsored  Organization ensures and
guarantees to the Sponsor that it owns,
possesses or will acquire in a timely manner
all rights and/or license to use all Intellectual
Properties necessary for the conduct of the
Project, and that it bears a sole responsibility
for any potential infringements to third parties
related to Intellectual Properties.

Collection of Personal Data, Privacy

In the course of using sponsorship under this
Agreement, the Sponsored Organization shall
comply with all applicable data protection laws
with regard to any individual. In case the
nature of the sponsorship or the Sponsor
requires that Sponsored Organization
provides the Sponsor, its affiliates and/or
business partners with information of
a personal nature relating to any individual,
Sponsored Organization shall limit such
information only to information that is
necessary to meet the relevant requirement
and provide it to the Sponsor, its affiliates
and/or business partners only after having
obtained, in compliance with all applicable
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8.1

8.2

8.3

9.1

so vSetkymi platnymi zakonmi o ochrane
udajov, vratane poskytnutia informacii
dotknutym osobam o spracovani ich osobnych
udajov a o vSetkych ich suvisiacich pravach.
Sponzorovana Organizacia okrem  toho
bezodkladne informuje Sponzora o kazdej
ziadosti dotknutych osbb, ktorych osobné udaje
su vo vlastnictve Sponzora, jeho pridruzenych
spolo¢nosti alebo obchodnych partnerov, o
pristup, zmenu alebo vymazanie ich osobnych
udajov odoslanim e-mailu na
privacy@biogen.com.

Princip oddelenosti

Zmluvné strany pripadne potvrdzuju, Ze po
uzavreti tejto Zmluvy nebude Sponzorovana
Organizacia Ziadnym spdsobom ovplyviovat
obchodné transakcie, najma nebude zadavat
zakazky/stanovovat' ceny, a ani sa to od neho
neocCakava.

V pripade 100% sponzorstva vo vztahu k
Projektu nesmie sponzorovanie zavisiet na
tom, Zze Sponzorovana Organizacia podlieha
kontrole obsahu alebo akéhokolvek iného
aspektu Projektu zo strany Sponzora. Sponzor
by mal v takom pripade udrziavat odstup od
vyberu obsahu alebo inych aspektov Projektu.

Ak Sponzor v danom roku poskytne sponzorsky
prispevok, Sponzor sa nezavazuje, Ze podobnu
iniciativu k Projektu bude sponzorovat aj v
nasledujucom roku alebo Ze buduci ro¢nik
Projektu bude sponzorovany. Inym entitam
musia byt poskytnuté rovnaké prileZitosti, aby
mohli byt sponzormi.

Farmakovigilancia a reklamacie lie€ivych
pripravkov

Zmluvné strany vyhlasuju, ze sucastou sluzieb
poskytovanych na zaklade tejto Zmluvy je
priamy kontakt s pacientmi, zdravotnickymi
pracovnikmi alebo Ccinnosti, ktoré sa riadia
mandatmi a smernicami spravnej
farmakovigilan¢nej a/alebo distribu¢nej praxe
(GVP alalebo GDP) a Sponzorovana
Organizacia si preto bude zaznamenavat a
promptne spolo¢nosti Biogen hlasit vSetky
bezpe€nostné udalosti (napr. neziaduce
udalosti, expoziciu poCas tehotenstva,
predavkovanie, medikatné chyby a pod.) a
nedostatky v kvalite liekov a staznosti na lieky,
a to vo vztahu ku vsetkym povolenym liekom
Sponzora, o ktorych sa Sponzorovana
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data protection laws, including provide the
respective data subjects with the information
about processing of their personal data and
about all their related rights. Furthermore,
Sponsored Organization shall immediately
inform the Sponsor about any request from the
data subjects, whose personal data is in
Sponsor’s, its affiliates’ or business partners’
possession, to access, change or delete their
personal data by sending an email to
privacy@biogen.com.

Principle of Separation

The contractual partners confirm that upon
conclusion of this Agreement the Sponsored
Organization shall not influence sales
transactions, in particular  procurement
procedures/pricing in any way whatsoever,
and neither is there any expectation of this
whatsoever.

If sponsorship is 100% by the Sponsor in
relation to the Project, sponsorship shall not
depend on the Sponsored Organization
yielding control of the content or any other
aspect of the Project in favor of the Sponsor.
In that case, the Sponsor should maintain
distance from the selection of content or any
other aspect of the Project.

If sponsorship is provided by the Sponsorin a
given year, the Sponsor does not undertake
any obligation that an initiative similar to the
Project will be sponsored the following year or
that the next edition of the Project will be

~ sponsored. Equal opportunities must be given

to other entities so that they may be sponsors.

Pharmacovigilance and Product
Complaints

The Parties declare that the services provided
under this Agreement involve direct contact
with patients, healthcare professionals or
activities governed by Good
Pharmacovigilance and/or Distribution
Practice (GVP and/or GDP) mandates and
guidelines, and therefore the Sponsored
Organization shall record and promptly report
to Sponsor all Safety Events (e.g., Adverse
Events, exposure in pregnancy, overdose,
medication errors, and others) and the Quality
defects of medicinal products, suspected
Quality defects and Product Complaint events
concerning all authorized Sponsor products
which come to the attention of Sponsored
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10.1

10.2

10.3

10.4

10.5

10.6

Organizacia dozvie po¢as poskytovania sluzieb
podla prislusného S$kolenia, prevadzkovych
postupov a pokynov spolo¢nosti Biogen a
vsetkych platnych predpisov a zakonov, ako je
to vymedzené a definované v Prilohe € 1.

Transparentnost’

Sponzor bude ako C¢&len zdruzenia EFPIA
dodrziavat kodexy prijaté zdruzenim EFPIA
vratane Code of Practice EFPIA, a
zodpovedajuce platné vnuatroStatne kodexy
tykajice sa zverejiiovania a takisto ako aj
principy zverejiiovania prevodu hodnét podfa
Zakona ¢. 362/2011 o liekoch a zdravotnickych
pomockach, v zneni neskorSich predpisov
(,Platné zakony o zverejiovani®).

Sponzor v zaujme dodrzania svojich povinnosti
podla Platnych zakonov o -zverejfiovani
ziskava, zaznamenava a zverejiuje Informacie
(ako su definované niZsSie) o Prevodoch hodnot
(ako su definované nizdie) v prospech
Sponzorovanej Organizacie.

Zverejiovanie informacii o Prevode hodn6t sa
uskuto¢ni najneskér do 31. januara a 31. jula
nasledujiceho po polovici kalendarneho roka,
pocas ktorého k prislusnému Prevodu hodnét
doslo. Informécie o Prevodoch hodnét budu
verejne dostupné a zostani  verejnym
majetkom.

Na ucely tohto odseku znamena pojem
,Prevod hodnot“ akykolvek priamy alebo
nepriamy prevod hodnoty v hotovosti, vo vecnej
podobe alebo inak, ktory suvisi s kategoriami,
ako ich definuja Platné zakony o zverejiiovani.

Na ucely tohto odseku pojem ,lInforméacie”
zahiia okrem iného a ako je to dalej
$pecifikované v  Platnych ~ zakonoch o
zverejiiovani, sumy, ktoré mozno pripisat
Prevodu hodn6t, meno, firemna adresa a
identifikacné ¢islo Sponzorovanej Organizacie,
typy prijatych nepenaznych vyhod, prislusna
lehota hlasenia Prevodov hodnoty a ucel
Prevodov hodnoty.

Sponzorovana Organizacia tymto berie na
vedomie, Ze na zaklade ustanovenia § 74a ods.
13 zadkona ¢. 362/2011 Z.z., o liekoch a
zdravotnickych poméckach, v zneni neskorsich
predpisov  (,zdkon o liekoch®) je
Sponzorovana Organizécia ako tretia osoba,
prostrednictvom ktorej dochadza v suvislosti s

SKvOct2021

10

10.1

10.2

10.3

10.4

10.5

10.6

Contract ID - #DOCNUM#

Organization in the performance of the
services in accordance with the relevant
training, SOPs and instructions provided by
Sponsor and all applicable regulations and
laws as specified and defined in Schedule 1.

Transparency

As a member of EFPIA, Sponsor shall comply
with the codes enacted by EFPIA, including
the EFPIA Code of Practice and the
corresponding applicable national disclosure
codes as well as principles of Disclosure of
Transfers of Value under the Slovakian Act
No. 362/2011 Coll., on Pharmaceuticals and
Medical Devices (the “Applicable Disclosure
Regulation”).

In order to comply with its obligations under
the  Applicable Disclosure  Regulation,
Sponsor collects, records and publishes
Information (as defined below) regarding any
Transfer of Value (as defined below) made to
the Sponsored Organization.

Disclosure of Information made for a Transfer
of Value will take place no later than on 31
January and 31 July following the end of half
of the calendar year during which the
concerned Transfer of Value occurred.
Information on Transfers of Value will be made
publicly available and will remain in the public
domain.

For the purpose of this clause, “Transfer of
Value” means any direct or indirect transfer of
value, in cash or in kind or otherwise, which
relates to the categories defined under the
Applicable Disclosure Regulation.

For the purpose of this clause, “Information”
includes, without limitation, and as further
detailed under the Applicable Disclosure
Regulation, the amounts attributable to
Transfers of Value, the name, business address
and identification number of the Sponsored
Organization, types of non-monetary benefits
received, the relevant reporting period for a
Transfer of Value and the purpose of the
Transfer of Value.

The Sponsored Organization acknowledges
that, pursuant to provisions of Sec. 74a (13) of
Act No. 362/2011 Coll., on Pharmaceuticals
and Medical Devices, as amended (the
“Pharmaceuticals Act”), the Sponsored
Organization is, as a third party through which
monetary/in-kind performance from Sponsor
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10.7

10.8

10.9

touto Zmluvou k nepriamemu poskytnutiu
penazného/nepenazného pinenia od Sponzora
k zdravotnickemu pracovnikovi /
poskytovatelovi  zdravotnej starostlivosti,
povinny oznamit' Sponzorovi do tridsiatich (30)
dni od poskytnutia daného penazného /
nepefnazného plnenia v elektronickej podobe
zoznam  zdravotnickych  pracovnikov ~ /
poskytovatelov zdravotnej starostlivosti, ktorym
bolo penazné / nepenazné pinenie poskytnuté v
rozsahu podla ustanoveni § 74a ods. 9 a 10
zakona o liekoch. V pripade, Ze Sponzorovana
Organizacia  stanovenej lehote  nesplini
povinnost podla tohto ustanovenia, prip.
Sponzorovi poskytne nespravne &i nelplné
informacie, a v dosledku toho vznikne
Sponzorovi $Skoda, zavazuje sa Sponzorovana
Organizacia takuto $kodu v plnej vyske
nahradit.

Sponzorovana Organizacia sucasne berie na
vedomie a suhlasi, Ze v stlade s ustanovenim
§ 74a ods. 12 zakona o liekoch je Sponzor
povinny oznamit Narodnému centru
zdravotnickych informacii identifikatné udaje
Sponzorovanej Organizacie ako tretej osoby,
prostrednictvom ktorej Sponzor nepriamo
poskytla v suvislosti s touto Zmluvou penazné /

nepenazné plnenie zdravotnickemu
pracovnikovi / poskytovatelovi zdravotnej
starostlivosti, rovnako ako aj vysku

poskytnutého plnenia.

Sponzorovana Organizacia berie na vedomie a
sthlasi s tym, Ze Sponzor méZe mat urcité
povinnosti zverejnit' a oznamit' Informacie podla
Platnych zakonov o zverejiiovani., najma
zvergjnit/oznamit’ poplatky a sumy splatné na
zaklade tejto Zmluvy. Sponzorovana
Organizacia zaroven oznami Sponzorovi
akékolvek Informacie tykajuce sa Prevodov
hodnét. Tieto hlasenia budi vo forme, ktoru
vopred poskytla alebo schvalil Sponzor, a bud
sa podavat’ v terminoch stanovenych podra tejto
Zmluvy. Sponzor bude mat pravo preskumat

uctovné doklady a dalSiu dokumentaciu
Sponzorovanej  Organizacie tykajucu sa
takychto Prevodov hodnét.

Sponzorovana Organizacia sa zavazuje
poskytnat’ Sponzorovi Udaje na zverejnenie
podlfa Platnych zakonov o zverejfiovani.
Sponzorovana  Organizacia  suhlasi  so
SKvOct2021
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is indirectly provided to a healthcare
professional / healthcare provider in relation to
this Agreement, obligated within thirty (30)
days from the provision of the respective
monetary / in-kind performance to notify
Sponsor in the electronic form about the list of
healthcare  professionals / healthcare
providers to whom the monetary / in-kind
performance has been provided within the
scope pursuant to Sec. 74a (9) and (10) of the
Pharmaceuticals Act. In case the Sponsored
Organization fails to fulfill the duty pursuant to
this clause within the given time limit, or
provides to Sponsor information which is
incorrect or incomplete, incurring damage on
the side of Sponsor, the Sponsored
Organization hereby undertakes to fully
indemnify Sponsor for any such damage.

At the same time, the Sponsored Organization
acknowledges and agrees that, pursuant to
Sec. 74a (12) of the Pharmaceuticals Act, the
Sponsor is obligated to notify to the National
Center of Healthcare Information the
identification data of the Sponsored
Organization as the third party through which
Sponsor has indirectly provided monetary / in-
kind performance to the healthcare
professional / healthcare provider hereunder,
as well as the amount of the performance so
provided.

Sponsored Organization acknowledges and
agrees that Sponsor may have certain
disclosure and reporting obligations pursuant
to the Applicable Disclosure Regulation,
including, without limitation, the
disclosure/reporting of fees and amounts
payable under the Individual Agreements
pursuant to this Agreement. Accordingly,
report to
Sponsor any Information made for a Transfer
of Value. Reports shall be in the form provided
by, or approved in advance by, Sponsor, and
the frequency shall be as set forth in the
applicable Individual Agreement. Sponsor
shall have the right to review receipts and
other = documentation of  Sponsored
Organization related to such Transfers of
Value.

The Sponsored Organization undertakes to

, provide to Sponsor data to be disclosed in

accordance with the Applicable Disclosure
Regulation. The Sponsored Organization
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11.2

11.3

zverejnovanim svojich Gdajov podla Platnych
zakonov o zverejriovani.

Protikorup¢né ustanovenia

Sponzorovana Organizacia osvedduje, Ze
Sponzor a jeho pridruZzené spolo¢nosti musia
dodrziavat’ ustanovenia (i) zdkona Spojeného
kralovstva Velkej Britanie a Severného irska o
Uplatkéarstve z roku 2010 (dalej len ,,zakon o
uplatkarstve®), (ii) zakona Spojenych Statov
americkych o zahrani¢nych  korup&nych
praktikdch z roku 1977, v plathom zneni,
kodifikovaného ustanovenim 15 USC §§ 78dd-
1 a nasl. (dalej len ,,FCPA*), a (iii) akékolvek
iné platné protikorupéné pravne predpisy (dalej
spolo¢ne len ,platné protikorupéné pravne
predpisy“). Platné protikorupéné pravne
predpisy okrem iného zakazuju poskytovanie
akychkolvek prislubov, vykonavanie platieb
alebo  ponukanie neopravnenych  vyhod
uradnikom zahraniénych vlad za u&elom
ziskania alebo udrZzania si zakaziek.
Sponzorovana Organizacia sa preto nebude
podielat na Ziadnej Cinnosti, ktora je platnymi
protikorupénymi pravnymi predpismi zakazana,
a to vratane uplatkarstva, poskytovania provizii,
odmien ¢i inych korupénych obchodnych
praktik.

Pri plneni zavéazkov vyplyvajtcich z tejto Zmluvy
budi strany konat v sulade so vSetkymi
prislusnymi  pravnymi  predpismi, najma
protikorup&nymi pravidlami platnymi v Slovenskej
republike, vratane zakona ¢. 300/2005 Z.z.,
trestného zakona, zakona ¢. 40/1964 Z.z.,
obCianskeho zakonnika, zakona &. 311/2001
Z.z., zékonnika prace a zakona ¢. 147/2001 Z.z.,
o reklame, vSetky v zneni neskorsich predpisov,
ako aj so vsetkymi etickymi a dal$imi odborovymi
kodexmi.

Ugelom poskytnutia sponzorského prispuvku je
vylucne ucel Specifikovany vyssie v tejto Zmluve.
Poskytnutie sponzorského prispevku nie je
spojené so vznikom ziadnych dal$ich prav alebo
povinnosti stran, najma so ziadnou povinnostou
predpisovat, vydavat, kupovat, objednavat i
odporic¢at  vyrobky  Sponzora, pripadne
rozhodovat' o ich registracii alebo vyske uhrady.
Sponzorovana Organizacia vyslovne vyhlasuje
a zarucuje, Ze sponzorsky prispevok poskytnuty
Sponzorom podla tejto Zmluvy sa nepouzije na
poskytovanie neopravnenych vyhod osobam
opravnenym predpisovat ¢i vydavat vyrobky
Sponzora alebo poskytovat  zdravotnu
starostlivost, a to bez ohladu na to, ¢&i su tieto
osoby ¢lenmi Sponzorovanej Organizacie, &i
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consents to the disclosure of data in accordance
with the Applicable Disclosure Regulation.

Anti-Corruption Provisions

The Sponsored Organisation acknowledges
that Sponsor and its affiliates must adhere to
the provisions of (i) the Bribery Act 2010 of the
United Kingdom (“Bribery Act”); (ii)the
Foreign Corrupt Practices Act 1977 of the
United States of America, as amended,
codified at 15 U.S.C. §§ 78dd-1, et seq.
(“FCPA”), and (iii) any other applicable anti-
corruption legislation (together the
“Applicable Anti-Corruption Legislation”).
The Applicable Anti-Corruption Legislation
prohibits, among other things, giving any
promises, making any payments or offering
unfair advantages to officials of foreign
governments in order to obtain or retain
business. The Sponsored Organisation shall
therefore not engage in any activity that is
prohibited by the Applicable Anti-Corruption
Legislation, including bribery, kickbacks,
payoffs or other corrupt business practices

In their performance of obligations arising out of
this Agreement, the Parties shall act in
compliance with all applicable legal regulations,
including, without limitation, the anti-corruption
rules valid in the Slovak Republic, including Act
No. 300/2005 Coll., Criminal Code, Act No.
40/1964 Coll., Civil Code, Act No. 311/2001
Coll., Labor Code, and Act No. 147/2001 Coll.,
on Advertising, all as amended, as well as with
any ethical and other industry codes of conduct.

The sponsorship amount is provided solely for
the purpose as specified above in this
Agreement. The provision of the sponsorship
amount is not connected with the establishment
of any other rights or obligations of the Parties,
in particular, with any obligation to prescribe,
dispense, purchase, order or recommend the
products of the Sponsor, or decide upon their
registration or amount of reimbursement. The
Sponsored Organization explicitly represents
and warrants that the sponsorship amount
provided by the Sponsor hereunder will not be
used for providing unearned benéefits to persons
authorized to prescribe and dispense products
of the Sponsor or provide healthcare,
regardless of whether or not such persons are
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11.5

11.6

inym osobam v rozpore s prislusnymi
ustanoveniami zakona o reklame, ustanoveniami
o ochrane pred nekalou sttazou alebo trestnym
zakonom.

V slvislosti so sponzorskym prispevkom, ktory
-Sponzor poskytuje Sponzorovana Organizacia
podla tejto Zmluvy, a v suvislosti s ostatnymi
obchodnymi ¢innostami tykajucimi sa Sponzora,
Sponzorovana Organizacia potvrdzuje, ze
neopravnene nedala ani neprisitbila a ze
neopravnene neda ani neprislibi darovat a
nevykond, neponukne, nebude suhlasit s
vykonanim ani neschvali Ziadnu platbu ¢i prevod
¢ohokolvek cenného, ¢i uz priamo alebo
nepriamo, (i) akémukolvek Statnemu uradnikovi
&i verejnému cinitelovi, (i) akejkolvek politickej
strane, stranickemu funkcionarovi  alebo
kandidatovi na verejnu ¢i politicki funkciu, (iii)
akejkolvek osobe, ak bude vediet alebo bude
mat dovod domnievat sa, Ze cela cennost alebo
jej cast sa ponukne, daruje alebo prislubi, priamo
¢i nepriamo, akejkolvek osobe uvedenej v bode
(i) alebo (i) vy3Sie, alebo (iv) akémukolvek
vlastnikovi, ¢lenovi predstavenstva,
zamestnancovi, zastupcovi Gi
sprostredkovatelovi akéhokolvek sucasného Ci
mozného klienta Sponzora.

Sponzorovana Organizacia tymto vyslovne
vyhlasuje, Ze ani ona sama, ani jej vlastnici,
riaditelia, zamestnanci, zastupcovia ¢i konzultanti
nebudd priamo & nepriamo  zastupovat
Sponzora ani konat' vjej mene v suUvislosti s
rokovanim s akoukolvek osobou pracujicou v
indtiticiach  vlastnenych $tatom alebo pred
akymkolvek Statnym Uradom, indtituciou alebo
organom s ciefom (i) ovplyvnit akékolvek konanie
alebo rozhodnutie tejto osoby, (ii) ovplyvnit tuto
osobu, aby konala alebo nekonala svoju zakonnu
povinnost, (i) zadovaZzit si neopravneny
prospech, alebo (iv) primat takuto osobu, aby
vyuZila svoj vplyv na viadu alebo akukolvek inu
$tatnu instituciu alebo aby ovplyvnila jej konanie
alebo rozhodnutie.

Sponzorovana Organizacia sa zavazuje
odskodnit - Sponzora anahradit mu vSetky
naklady, vratane nékladov na prévne zastupenie,
ktoré vznikli v stvislosti s porusenim akéhokolvek
ustanovenia tohto ¢&lanku, priom pravo
Sponzora na dalsie napravné prostriedky
poskytované touto Zmluvou ¢i zakonom nie je
tymto dotknuté.
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members of the Sponsored Organization’s
organization, or other persons in conflict with
applicable provisions of the Act on Advertising,
provisions for protection against unfair
competition or the Criminal Code.

In connection with the sponsorship amount,
which the Sponsor provides to the Sponsored
Organization hereunder, and in connection
with the other business activities relating to the
Sponsor, the Sponsored Organization
confirms that it has not, and will not, in an
unauthorized manner, provide or promise to
donate and make, offer, or agree to make, or
approve any payment or transfer of anything
of value, whether directly or indirectly, to (i)
any public official or public agent, (ii) any
political party, party official or candidate for a
public or political office, (iii) any person, if it
knows or will have a reason to believe that the
entire item of value or its part will be offered,
donated or promised, directly or indirectly, to
any of the persons specified under (i) or (ii)
above, or (iv) any principal, director,
employee, representative or agent of any
existing or potential client of the Sponsor.

The Sponsored Organization hereby explicitly
represents that neither the Sponsored
Organization itself, nor its principals, directors,
employees, representatives or consultants
will, directly or indirectly, represent or act on
behalf of the Sponsor in connection with
dealing with any person working at institutions
owned by the state or before any state
authority, institution or body for the purpose of
(i) influencing any act or decision made by
such person, (ii) influencing such person to
perform or not to perform its statutory duty, (i)
obtaining an unjustified benefit, or (iv) making
such person to use its influence upon the
government or any other state institution or to
influence its acts or decisions.

The Sponsored Organization undertakes to
indemnify the Sponsor and to compensate the
Sponsor for any and all costs, including the
costs of legal representation, incurred in
connection with a breach of any of the
provisions of this Article, with the right of the
Sponsor to other remedies provided
hereunder or by law not being affected.
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12.1

13

13.1

13.2

14

14.1

14.2

14.3

Konflikt zaujmov

Sponzorovana Organizacia prehlasuje
Sponzorovi, Ze jeho podpisanie a plnenie tejto
Zmluvy nie je a nebude v rozpore so Ziadnymi
inymi  sluzbami, ktoré poskytuje alebo
akoukolvek zmluvou, ktorej je Sponzorovand
Organizacia zmluvnou stranou. Sponzorovana
Organizécia zaruCuje, Ze pocas obdobia
platnosti Zmluvy (a poCas akéhokolvek
prediZzenia) neprevezme Ziaden zavazok, ktory
by brzdil plnenie alebo branil plneniu jeho
povinnosti podla tejto Zmluvy.

Audit

Na zaklade predchadzajuceho oznamenia s
primeranou lehotou m6ze Sponzor a jej auditori
poCas obdobia platnosti tejto Zmluvy a piatich
(5) rokov po ukonceni tejto Zmluvy kedykolvek
poCas pracovného €asu nahliadnut’ do faktur,
knih, dokumentov a zaznamov Sponzorovanej
Organizacie a vyhotovit ich koépie a
prediskutovat’ svoje zistenia so zodpovednymi
osobami Sponzorovanej Organizacie, aby si
overili, ze platby, ktoré Sponzor uhradil podla
tejto Zmluvy su oddévodnené a spravne. Tieto
audity st obmedzené na tie faktary, knihy,
dokumenty a zaznamy  Sponzorovanej
Organizacie, ktoré sa tykaju sluzieb podla tejto
Zmluvy.

Sponzorovana Organizacia zasle Sponzorovi
na poziadanie uctovné doklady alebo rocnej
uctovnej zavierky (suvahu, vykaz ziskov a strat)
za posledné tri financné roky.

Zaverecné ustanovenia

Tato Zmluva predstavuje vSetky dojednania
medzi stranami. Ziadne doplnkové (stne
dohody neexistuju. Zmeny a doplnky k tejto
Zmluve su platné iba v pisomnej forme.

Tato Zmluva sa vyhotovuje v slovenskej a
anglickej jazykovej verzii. V pripade
akychkolvek rozporov je rozhodujlca slovenska
jazykova verzia.

Tato Zmluva nadobuda platnost’ a i€innost' po
podpise oboch zmluvnych stran.
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Conflict of Interests

The Sponsored Organization represents to
Sponsor that its signing and performance of
this Agreement do not and will not conflict with
any other services performed by it or any other
agreement to which the Sponsored
Organization is a party. The Sponsored
Organization warrants that for the term of this
Agreement (and any extension) it will not
undertake any commitment that would hinder
or prevent the completion of its obligations
under this Agreement.

Audit

Subject to prior reasonable notice, Sponsor
and its auditors may during the term of this
Agreement and for five (5) years after the
termination of this Agreement at any time
during business hours inspect and copy the
invoices, books, documents and records of the
Sponsored Organization and discuss their
findings with the persons in charge at the
Sponsored Organization, to verify that the
payments made by Sponsor under this
Agreement are justified and correct. These
audits are restricted to those invoices, books,
documents and records of the Sponsored
Organization which relate to the services
under this Agreement.

The Sponsored Organization shall send the
Sponsor the accounting documents or annual
financial statements (balance sheet, income
statement) for the last three fiscal years upon
request.

Final provisions

This contract ultimately stipulates the
agreements reached between the parties.
There are no verbal ancillary agreements.
Amendments and additions to this agreement
must be made in writing in order to be
effective.

This Agreement is made in Slovak and English
language version. In case of any
discrepancies, Slovak language version shall
prevail.

This Agreement becomes valid and effective
upon its execution by both Parties.
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Sponzor / Sponsor

Mesto/City, Datum/Date

/Biogén Slovakia s.r.0.
Meno/Name: MUDr. Andrea Kociova
Pozicia/Function: konatel/riaditel
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Sponzorovana Organizacia |/ Sponsored
Organization

Mesto/City, Datum/ate

Trencianska univerzita Alexandra Dubceka
v Trencine

Meno/Name: doc. Ing. Jozef Habanik, PhD.
Pozicia/Function: Rektor
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Priloha 1 Schedule 1
Poziadavky na ohlasovanie reklamacii liekov Safety and Product Complaint Reporting
a bezpecnosti tykajuce sa liekov Biogen Requirements for Biogen Products
1. Rozsah 1. Scope

Spolo¢nost’ Biogen ma pravnu a spolocenskul | Biogen has a legal and corporate responsibility
zodpovednost  za  dodrziavanie  platnych | to comply with applicable regulations
predpisov, ktorymi sa riadi zhromaZzdovanie a | governing the collection and reporting of
nahlasovanie moznych nezZiaducich udalosti a | potential Adverse Events and Other
ostatnych ohlasovanych informécii o bezpecnosti | Reportable Safety Information (collectively
(spolone oznatované ako ,bezpecnostné | referred to herein as “Safety Events”) and
udalosti“) a reklamacie spojené s liekmi a/alebo | Product Complaints associated with its
zdravotnickymi pomockami (ktoré. mézu byt | medicinal products and/or Medical Devices
stcastou lieku spoloCnosti Biogen alebo od tohto | (which may be separate from, or a
oddelené), vsetko spoloCne oznacované ako | component, of a Biogen medicinal product)
Jliek(lieky)" podla pojmov definovanych nizsie. | all collectively referred to as “Product(s)”, as
these terms are defined below

Zmluvna strana, ktora poskytuje sluzby | The party providing the services to Biogen
spoloCnosti  Biogen podla tejto dohody | under this Agreement (“Vendor”) shall at all
(,dodavatel”), musi za vsSetkych okolnosti | times adhere to the requirements set out
dodrziavat' poZiadavky uvedené dale;. below.

2. Definicie 2. Definitions

2.1 Neziaduca udalost: neziaduca udalost' | 2.1 Adverse Event: an adverse event

(NU) je akakolvek necakana zmena (AE) is any untoward medical
zdravotného stavu pacienta alebo occurrence in a patient or clinical trial
pacienta klinického skusania, ktorému bol subject administered a  Biogen
podany liek spoloCnosti Biogen. NU Product. The AE does not necessarily
nemusi mat nutne pri¢inna suvislost' s have to have a causal relationship with
lieCbou alebo pouzitim lieku. NU zahfia the treatment or usage of the Product.
okrem iného nasledovné: An AE includes, but is not limited to:
e abnormalne nalezy z e Abnormal test/laboratory
testov/laboratornych testov, findings
e Kklinicky vyznamné priznaky a e Clinically significant
znamky, symptoms and signs
e zmeny v nalezoch z fyzického e Changes in physical
vySetrenia, examination findings
precitlivenost, e Hypersensitivity
progresia/zhorSenie zakladného e Progression/worsening of
ochorenia alebo skor underlying disease or pre-
existujuceho stavu existing condition
nedostatocna ucinnost lieku, e Lack of drug efficacy
e znamky a priznaky vyplyvajuce e Signs and symptoms
z vysadenia lieku a interakcii s resulting from drug
inymi liekmi, withdrawal and drug
e Liekové interakcie bez interactions
hlasenych priznakov a e Drug interactions without
symptoémov reported signs and
e podozrenie na prenos nakazy symptoms
prostrednictvom lieku. e Suspected transmission of

an infectious agent via a
medicinal product.
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e NU suvisiace s reklamaciou
produktu alebo faleSnym /
padélanym produktom

e AE associated with Product
Complaint or
falsified/counterfeit product

2.2 Ostatné _ bezpecnostné informacie | 2.2 Other Reportable Safety
podliehajlice _nahlasovaniu: okolnosti, Information: circumstances where a
za ktorych sprava nezahffia samotny NU, report does not include an AE per se,
no predsa je potrebné ohlasit ju but nevertheless needs to be reported
spolo¢nosti  Biogen. K takymto to Biogen. These circumstances
okolnostiam patria: include:

nespravna medikacia, Medication errors
uzivanie lieku pocas e Exposure during pregnancy,
tehotenstva, vratane expozicie including paternal exposure
otca, ktora ma za nasledok resulting in pregnancy
tehotenstvo e Exposure during

e uzivanie lieku pocas dojcenia, breastfeeding

e predavkovanie, e Overdose

e nespravne pouZzitie lieku, e Drug misuse

e drogova zavislost, e Drug abuse

e uZivanie lieku pri préaci, e Occupational exposure

e pouzitie lieku bez dodrzania e Off-label use
pokynov uvedenych v pisomnej e Unexpected therapeutic
informacii pre pouzivatela benefit

e neocakavany terapeuticky
prinos lieku.

2.3 Reklamacia lieku: je akékolvek | 2.3 Product Complaint: Any
oznamenie o nedostatku tykajuceho sa communication suggesting a
oznatovania, totoZnosti, sily, Cistoty, deficiency related to the labelling,
stability, trvanlivost, spolahlivosti, identity, strength, purity, stability,
aginnosti,  vykonnosti,  pouZitelnosti, durability, reliability, effectiveness,
bezpetnosti alebo kvality skusaného performance, usability, safety or quality
alebo schvaleného lieku ¢i zdravotnickej of a Biogen investigational or
pomocky spolocnosti  Biogen, vratane authorized medicinal product or
toho, ¢i existuje podozrenie alebo sa Medical Device, including whether a
potvrdi, Ze liek je falzifikat, alebo o product is suspected or confirmed to be
pripadnom nenaplneni  niektorej  zo falsified or counterfeit; or a possible
$pecifikacii lieku spoloCnosti Biogen. failure of a Biogen Product to meet any

of its specifications.

2.4 Zdravotnicke _pomdcky: Akykolvek | 2.4 Medical Device: Any instrument,
nastroj, pristroj, aparat, software, apparatus, appliance, software,
implantat, ¢inidlo, material alebo iny implant, reagent, material or other
vyrobok, ureny vyrobcom na pouzitie article, intended by the manufacturer to
samostatne alebo v kombinacii pre ludi na be used alone, or in combination, for
Specifické lekarske ucely, a ktoré human beings for a specific medical
nedosahuju S\Ye]| primarny efekt purpose and which does not achieve its
farmakologickymi, imunologickymi alebo principal intended action by
metabolickymi prostriedkami v Tudskom pharmacological, immunological, or
tele alebo na ludské telo, ale ktorymi je metabolic means in or on the human
mozné pomahat’ takymito spésobmi. body, but which may be assisted in its

» functions by such means
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3.1

3:2

3.3

4.1

Zodpovednosti dodavatela

Dodavatel musi zabezpecit,. aby vsetci
zamestnanci, pripadne zamestnanci
subdodavatela zodpovedni za
poskytovanie sluzieb (,zamestnanci
dodavatela®“) dodrziavali poZiadavky
stanovené dalej (,poziadavky na
ohlasovanie reklamacii lieckov a
bezpecnosti“).

Pokial sa zamestnanci dodavatela
dozvedia o moznych bezpecénostnych
udalostiach alebo reklaméciach liekov,
ktoré mozu suvisiet' s liekom. spolo¢nosti
Biogen, musi dodavatel informovat
spoloCnost  Biogen v  sllade s
poziadavkami na ohlasovanie reklamacii
liekov a bezpecnosti obsiahnutymi v tejto
dohode, ktoré méze spolo¢nost’ Biogen v
budicnosti  aktualizovat a poskytnat
dodavatelovi.

Ak na vykonanie sluzieb suvisiacich s
touto  dohodou  dodavatel najme
subdodavatela, poZiada subdodavatela o
dodrZiavanie poziadaviek na ohlasovanie
reklamacii liekov a bezpecnosti v podstate
za rovnakych podmienok, aké st uvedené
v tejto dohode, pokial sa nepreukaze, ze
neexistuje Ziadna moznost, ze
subdodavatelsky zabezpecené sluzby
budu zahfiat prijimanie alebo rieSenie
potencialnych bezpecnostnych udalosti
alebo reklamacii liekov subdodavatelfom.

Skolenie o bezpeénosti

Dodavatel suhlasi, Zze bude dodrziavat
normy spolo¢nosti Biogen a S$kolenie o
poziadavkach na ohlasovanie reklamacii
liekov a bezpecnosti. Dodavatel bude
vyzadovat, aby sa vSetci zamestnanci
dodavatela, ktori su zodpovedni za
vykonavanie sluZieb podla tejto dohody,
zUCastnili Skolenia o poziadavkach na
ohlasovanie reklamacii  liekov  a
bezpecnosti vratane vSetkych moZznych
aktualizacii, ktoré bude spolo¢nost Biogen
pravidelne poskytovat (,,Skolenie
spolo¢nosti Biogen o bezpecnosti a
reklamacii liekov“). Skolenie podla
najnovsej verzie Skolenia spolo¢nosti
Biogen o bezpecnosti a reklamacii liekov
musia zamestnanci dodavatela

3.1

3.2

3.3

4.1

Vendor Responsibilities

The Vendor shall ensure that all
employees and, if applicable,
subcontractor employees responsible
for performing the services (“Vendor
Personnel”) comply with the
requirements set out below (“Safety
and Product Complaint Reporting
Requirements”).

If Vendor Personnel become aware of
potential Safety Events or Product
Complaints that may be associated
with a Biogen Product, the Vendor shall
inform Biogen in accordance with the
Safety and Product Complaint
Reporting Requirements included in
this Agreement and as may be updated
and provided to the Vendor in the future
by Biogen.

In the event the Vendor engages a
subcontractor to perform services
related to this Agreement, the Vendor
shall request fulflment by that
subcontractor of the Safety and
Product Complaint Reporting
Requirements on substantially the
same terms as those outlined in this
Agreement, unless it is established that
there is no possibility that the
subcontracted services will involve
receipt or handling of potential Safety
Events or Product Complaints by the
subcontractor.

Safety Training

The Vendor agrees to comply with
Biogen’s standards and training on
Safety and Product Complaint
Reporting Requirements. The Vendor
will require that all Vendor Personnel,
responsible for performing the services
under this Agreement, must undertake
training on the Safety and Product
Complaint Reporting Requirements
including any and all updates which will
be provided by Biogen periodically
(“Biogen Safety and Product
Complaint Training”). Training on the
most current version of Biogen Safety
and Product Complaint Training must
be completed by Vendor Personnel

SKvOct2021
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absolvovat pred vykonavanim sluZieb
podla tejto dohody.

5. Proces ohlasovania

5 Terminy ohlasovania: Dodavatel oznami
vSetky potencialne bezpe¢nostné udalosti
a reklamacie liekov spolo¢nosti Biogen do
jedného (1) pracovného dna alebo do
troch (3) kalendarnych dni odo dia, kedy
sa o nich dozvie, podla toho, €o je kratSie.
Ohlasovacie povinnosti st rovnaké pre
vietky bezpecnostné udalosti, a to bez
ohladu na zavaznost udalosti, alebo na to,
&i boli sposobené liekom alebo nie. VSetky
bezpe&nostné udalosti a reklamacie liekov
je potrebné ohlasit bez ohladu na to, Ci
stvisia s NU alebo nie, a bez ohladu na to,
& su k dispozicii Uplné udaje o
bezpe&nostnej udalosti alebo reklamacii
lieku, alebo nie

5.2  Bezpeénostné udalosti sa musia oznamit
na e-mail sk-safety@biogen.com, tel. C.
+421 232334028.

Reklamacie lieku suvisiace s
bezpeénostnymi udalostami sa musia
oznamit na mailovej adrese: SVK-
TPC@biogen.com alebo na telefonnom
Cisle: +421 2 32334008 a sk-
safety@biogen.com, alebo na
telefonnom Cisle +421232334028.

Reklamacie liekov, ktoré nesuvisia s
bezpeénostnymi udalostami, sa musia
oznamit  prostrednictvom databazy
reklamacii liekov spolo¢nosti Biogen, ak k
nej ma predavajlci pristup. Ak predavajuci
nema pristup k databaze reklamacii liekov
spolo¢nosti Biogen, reklamécie liekov je
potrebné oznamit na mailovej adrese:
SVK-TPC@biogen.com alebo na
telefébnnom cCisle: +421 2 32334008

5.3 Dokumentacia _pripadov: Dodavatefl
zdokumentuje vSetky mozné prijaté
bezpetnostné udalosti a reklamacie liekov
a nahlasené spolo¢nosti Biogen. Ak je to
mozné, musi dokumentacia obsahovat
meno, adresu a telefénne Cislo osoby
ohlasujlicej udalost a ak to pozaduju

5.1

5.2

5.3

before performing the services under
this Agreement.

Reporting Process

Reporting Time-Frames: The Vendor
shall report all potential Safety Events
and Product Complaints to Biogen
within one (1) business day or three (3)
calendar days of awareness,
whichever is shorter. Reporting
responsibilities are the same for all
Safety Events, irrespective of the
seriousness of the event or whether or
not it was caused by the product. All
Safety Events and Product Complaints
should be reported, whether or not
there is an associated AE and whether
or not full details of the Safety Event or
Product Complaint are available.

Safety Events should be reported to
email: sk-safety@biogen.com, phone
+421 232334028.

Product Complaints associated with
Safety Events should be reported via
e-mail: SVK-TPC@biogen.com or via
phone: +421 2 32334008 and sk-
safety@biogen.com, or via phone:
+421232334028.

Product Complaints not associated
with Safety Events should be reported
via Biogen's Product Complaints
database, if accessible to Vendor. If
Vendor does not have access to
Biogen’s Product Complaints
database, Product Complaints should
be reported via e-mail: SVK-
TPC@biogen.com or via phone: +421
2 32334008

Case Documentation: The Vendor
shall document all potential Safety
Events and Product Complaints
received and reported to Biogen.
Documentation shall include, where
possible, the name, address, and
telephone number of the reporter and,
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vnutrostatne zakony a predpisy, aj
informaciu o tom, ¢i osoba ohlasujuca
udalost dala suhlas na .opakované
kontaktovanie spolo¢nostou Biogen, ak
budu potrebné dalSie informacie.

if required by local laws and
regulations, whether consent has been
given by the reporter to be re-contacted
by Biogen if further information is
required.
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Priloha 2 Schedule 2

Program Projektu / Project Description

KANCELARIA WHO NA SLOVENSKU SLOVENSKA SPOLOCNOST CESKA SPOLECNOST PRO
PRE FARMAKOEKONOMIKU FARMAKOEKONOMIKU A HODNOCEN(
0.z. Slovenskej lekarskej spolo¢nosti  ZDRAVOTNICKYCH TECHNOLOGII
1.1
ISPOR CHAPTER SLOVAKIA FAKULTA ZDRAVOTNICTVA SLOVENSKA SPOLOCNOST
Trencianskej univerzity KLINICKEJ FARMAKOLOGIE
Alexandra Dubceka v Trencine 0.z. Slovenskej lekarskej
spoloc¢nosti

SLOVENSKA ZDRAVOTNICKA UNIVERZITA

vedecka konferencia (v on-line forme)

FARMAKOEKONOMIKA
NA SLOVENSKU XLII.

Farmakoekonomika a hodnotenie
zdravotnickych technologii v kontexte zdravotnej
a liekovej politiky a zdravotnej starostlivosti

I Zdravotna a liekova politika a zdravotna

starostlivost

Il. Farmakoekonomika a hodnotenie zdravotnickych
technolagii

lll. Varia
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Slovenska zdravotnicka univerzita, Bratislava
1. decembra 2021

Program

7.55 Otvorenie

PharmDr. PharmDr. Martin Vi$nansky, MBA, PhD., MSc.
predseda, Slovenska spolo¢nost pre farmakoekonomiku, o.z. SLS.
Prof. PhDr. Rébert Babela, PhD., MBA, MSc (HTA), FISAC
statny tajomnik, Ministerstvo zdravotnictva SR
prof. MUDr. Peter Simko, CSc.
rektor, Slovenska zdravotnicka univerzita
Dr. Tatul Hakobyan, MHA, MBA
zastupca WHO na Slovensku, Kanceldria WHO na Slovensku

8.00-14.00 Blok .
Zdravotna a liekova politika a zdravotna starostlivost

Predsednictvo: Dominik Tomek

Forum mladych farmakoekonémov
1. Co som sa naucil o HTA a éomu ma naucilo HTA
Tomas Mesaros

Férum MZ SR a WHO
2. Digital Health: WHO Flagship
Hamilton Clayton, Ryan dos Santos, Tatul Hakobyan, WHO
3. Kroky Odboru agentury pre HTA a pokroky HTA na Slovensku
Michal Stanak, MZ SR
4. ,Vek liekov” ako novy parameter hodnotenia zdravotnej starostlivosti
Dominik Tomek, Lekarska fakulta, Slovenska zdravotnicka univerzita, Bratislava
5. Novela zakona o vefejném zdravotnim pojisténi s dopadem na proces stanoveni
Uhrady
[éCiv na vzadcnd onemocnéni
Tomas Dolezal, Value Outcomes, Praha, Ceskd republika
6. Nakladova efektivita stratégii v oblasti prevencie rakoviny hrubého ¢reva
Robert Babela, Narodny onkologicky institat, Bratislava
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Férum zdravotnej starostlivosti
7. Ako zabezpetit dostupnejsie inovacie v lie¢be v pripade viacerych indikacii
jedného lieku:
Moznosti vyuZitia multi-indication pricing na Slovensku
Miroslav Helbich, Caldera s.r.o.
8. Integrovana zdravotna starostlivost
7uzana Katreniakova, lveta Rajni¢ova Nagyova
Ustav socialnej a behavioralnej medicinyUPJS LF, KoSice
9. Inovativny pristup ku komplexnému spracovaniu vybranych epidemiologickych

indikatorov v SR. Case study: zhubné nadory pluc.
Martina Ondrugova, Martin Suchansky, Pharm-In, Bratislava

10.50 -11.00 Ob¢éerstvenie

Férum zdravotnych poistoni
10. Problematika verejnych obstéravani z pohfadu zdravotnej poistovne
Beata Havelkové, Vieobecnd zdravotna poistovna, a.s.
11. Ako mdZe prispiet zdravotnd poistovna k zvyéenej efektivite vyuZivania
finanénych zdrojov na thradu zdravotnej starosltivosti?
Martin Kultan, Ddvera, zdravotna poistovna, a.s.
12. Hodnotenie kvality a efektivnosti zdravotnej starostlivosti v tyreoidologii

na zaklade dat zdravotnej poistovne
Vieobecnd zdravotna poistovna, a.s.

Férum pacientov

13. Co pacientom priniesol r. 2021 a aké ciele a Ulohy ¢akaju pacientov v budtcnosti
Maria Lévyova, Asocidcia na ochranu prav pacientov v SR

14. Zdravotnd starostlivost a telemedicina - vysledky prieskumu verejnej mienky
Dominik Tomek, Asocidcia na ochranu prav pacientov v SR

15. Celospoleéenska perspektiva a nepiimé naklady — novy pohled na hodnoceni |é€iv
na vzacna onemocni v CR? :
Tomaé Ml¢och, Jiti Klimes,
Value Qutcomes, Praha, Ceska republika,
Ceska farmako-ekonomicka spolecnost Praha, Ceska republika

16. Modelovanie, scenaristika, predikcia, pristupy, nakladova efektivita vo svetle
skdsenosti z Covidu-19 alfa a v perspektive ocakavania Covidu-19 delta
Martin Smatana, Asociacia na ochranu prav pacientov v SR

17. Coverage and access to dental care in Slovakia: a vignette approach
Peter Pazitny, Fakulta managementu, Vysoka gkola ekonomickd, Praha, Ceska

republika
Faculty of Management, Prague University of Economics & Business (VSE Praha)

Férum farmaceutickych spolocnosti
18. Multifaktoridlne ddvody nedostupnosti liekov na Slovensku. Investicie do liekov na
Slovensku v porovnani s vybranymi krajinami.
lveta Palefova, Asocidcia inovativneho farmaceutického priemyslu (AIFP)
19. Potencidl prinosu generickych a biosimilarnych liekov pre zdravotny systém
Terézia Szadocka, Asociacia pre generické a biosimilarne lieky (GENAS)
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20. Ekonomické prinosy fixnej dizky lie¢by chronickej lymfocytovej leukémie
Natasa Hudecova, AbbVie, Bratislava

A

15.00 - 15.10 Obcerstvenie

15.10 - 15.55 Blok II.
Farmakoekonomika a hodnotenie zdravotnickych technolégii
Predsednictvo: Dominik Tomek

21. Kvalita Zivota suvisiaca so zdravim: bibliometricka analyza od roku 2000 do roku
2019
Dominik Grega, Farmaceuticka fakulta, Masarykova univerzita, Brno
Jozef Kolar, Farmaceuticka fakulta v Hradci Krdlové, Univerzita Karlova
22. Moznosti vyuZitia HTA pri zvySovani Ucinnosti a efektivnosti verejného obstaravania
v slovenskom zdravotnictve
Juraj Nemec, Masarykova univerzita, Brno
Beata Gavurova, Ekonomicka fakulta, Technicka univerzita v KoSiciach, KoSice
23. Dopady ,veku liekov” na preZivanie pacientov
Erika Sipodova, Dominik Tomek, Slovenskd spoloénost pre farmakoekonomiku

15.55-16.00 Obcerstvenie

16.00 — 16.45 Blok IIl.
Varia
Predsednictvo: Dominik Tomek

24. Nobelove ceny za ekondmiu a ekonomika zdravia
Ivan Maly, Juraj Nemec, Masarykova univerzita, Brno, Ceska republika
25. Kvalita Zivota pacientov s Leberovou hereditéarnou optickou neuropatiou
Jana Terifajova, Farmaceuticka fakulta Univerzity Komenského, Bratislava
26. Kvalita Zivota s karcindmom prostaty po roboticky asistovanej prostatektomii
Jan Bielik, Fakulta zdravotnictva, Trencianska univerzita Alexandra Dubcdeka v

Trendine

16.45 Zaver

doc. MUDr. Jan Bielik, CSc.
Slovenska spolo¢nost pre farmakoekonomiku, 0.z. SLS

Akreditacnd rada Slovenska pre kontinudlne medicinske vzdeldvanie ako aj Slovenskd lekdrnickd
komora pridelili podujatiu 8 kreditov. U&ast na konferencii je bezplatnd.

Pre auditérium bude konferencia realizovand on-line formou. Pre predndsajucich bude moZnad
prezencnd i distancnad forma. Definitivna forma konferencie sa zvoli podla aktudlnej epidemiologickej
situdicie..

Prihlasovanie na konferenciu je mozné len on line cez https://fz.tnuni.sk/index.php ?id=231
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Na zabezpeleni podujatia sa organizacne spolupodiela KAMEAT, s.r.o. a technickym zabezpecenim
TAJPAN, s.r.o.
Pripadné zmeny v programe ako aj informdcie o konferencii méZete sledovat na www.fz. tnuni.sk

Vedecky vybor

predseda: doc. MUDr. Jan Bielik, CSc.

¢lenovia: prof. RNDr. Viliam Foltén, CSc., prof. MUDr. Jozef Holomafi, CSc., MUDr. Darina Sedlakova,
MPH, PharmDr. Martin Vi$fiansky, MBA, PhD., MSc., PharmDr. Dominik Tomek, MPH, PhD, RNDr.
Maria Bucek PZenkovd, MPH, MUDr. Elena Marusdkova, MBA, PhDr. Iveta Matisdkovd, PhD, PhDr.
Katarina Gerlichovd, PhD, RNDr. Zdenka Krajcovicova, PhD

Organizacny vybor

Predseda: doc. MUDr. Jan Bielik,CSc.

Clenovia: Ing. Terézia Cégleyova, Ing. Veronika Dvordkova, PhDr. Pavel Grabczak, PhD
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