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Letter of Agreement (LOA): Grant

No. 21684-G-GEN

GRANT LETTER OF AGREEMENT (the “Agreement”)

DOHODA O POSKYTNUTI GRANTU (,,dohoda®)
&. 21684-G-GEN

Statement of Purpose

the Grant request ID#21684-G-GEN (“Grant Application”).

Detska fakultnd nemocnica s poliklinikou Banska Bystrica
(“Applicant”) has submitted a grant request application to
Biogen MA, Inc. (“Biogen”), (each a “Party” and together the
“Parties”) to seek funding for the project entitled, “pilot project
Newborn screening SMA and SCID” (“Project”) to begin on
September 1, 2022, by the Applicant, as further described in

Vvhlasenie o Gcele

Detska fakultha nemocnica s poliklinikou Banska
Bystrica (,,ziadatel*“) odovzdala spolognosti Biogen MA,
Inc. (,spolo¢nost Biogen®), (samostatne ako ,zmluvna
strana“ a spolo¢ne ako ,zmluvné strany“) ziadost o grant s
cielom ziskat financie na projekt s nazvom ,,Pilotny projekt
skriningu novorodencov pre SMA a SCID“ (,projekt®),
ktory zZiadatel zacne realizovat' 1. september 2022, ako to je
dalej opisané v ziadosti o grant ID#21684-G-GEN (,ziadost
o grant).

Grant Award

Biogen hereby awards this grant of EUR 83,000.00
(“Grant”) to the Applicant to be used as follows:

Grant Application.

funds cannot be used to support salary for staff costs.

The amount of the Grant is based on a budget provided to
Biogen in the Grant Application and is based on a good faith
estimate of the actual costs of the Project.

The Parties acknowledge and agree that this Grant is not
being given in exchange for any explicit or implicit
agreement to purchase, prescribe, recommend, influence,
or provide favorable formulary status for any Biogen
product. The amount of the Grant has not been determined
in a manner that takes into account the volume or value of
referrals.

Biogen agrees to provide the Applicant a lump sum of EUR
83,000.00 as a grant for the use described more fully in the

Though included in your request, please note that Biogen

Poskytnutie grantu

Spoloénost Biogen tymto poskytuje Ziadatelovi grantv
sume 83 000 EUR (,grant®), ktory sa pouzije takto:

Spolo€nost Biogen sa zavazuje poskytnat ziadatelovi
jednorazovu sumu vo vySke 83 000,00 EUR ako grant na
pouzitie, ktoré je podrobnejSie opisané v ziadosti o grant.

Hoci je to sucast'ou vasej ziadosti, upozorinujeme vas,
ze finan¢né prostriedky spolocnosti Biogen nemozno
pouzit’ na podporu miezd, na naklady na
zamestnancov.

Vyska grantu vychadza z rozpoétu odovzdaného
spolo¢nosti Biogen v Ziadosti o grant, ktory je zaloZzeny
na odhade skuto€nych nakladov projektu vykonanom v
dobrej viere.

Zmluvné strany potvrdzuju a suhlasia s tym, Ze tento
grant sa neposkytuje vymenou za explicitny alebo
implicitny suhlas s nakupovanim, predpisovanim alebo
odporuc€anim nejakého produktu spolo¢nosti Biogen, ani
s ovplyviiovanim v jeho  prospech alebo
zabezpec€ovanim jeho priaznivého statusu v liekopise.
VySka grantu nebola stanovena spdsobom, ktory
zohladriuje objem alebo hodnotu odporucani.

Independence

The Applicant must ensure that all decisions regarding the
identification of Project needs, determination of objectives,
selection of methods, selection and development of content,
and the selection of service providers or personnel, speakers,
moderators, chairpersons, planning committee personnel
(herein referred to collectively as “Faculty”), and all other
persons in a position to control the design and execution of the
Project are independent of any commercial influence or bias.
Neither Biogen nor its affiliates, distributors or agents shall direct
the design or execution of the Project. The Applicant will
independently make the selection of the Faculty for the Project.

Nezavislost’

Ziadatel musi zabezpegit nezavislost véetkych rozhodnuti o
identifikacii potrieb projektu, stanoveni cielov, vybere metéd,
vybere a tvorbe obsahu a vybere poskytovatelov sluzieb
alebo personalu, re¢nikov, moderatorov, predsedov, ¢lenov
planovacieho vyboru (dalej spolo¢ne ako ,odborni
pracovnici“) a ostatnych osdb s pravomocou kontrolovat
charakter a realizaciu projektu od komeréného vplyvu alebo
zaujatosti. Spolo¢nost Biogen ani jej pridruzené
spolo¢nosti, distributori alebo zastupcovia nebudu uréovat
charakter alebo realizaciu projektu. Ziadatel si sam vyberie
odbornych pracovnikov na u&ely realizacie projektu.
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Disclosure of Financial Relationships and Program

Zverejnenie finanénych vzt'ahov a podpory pri

Funding Support

The Applicant will ensure meaningful disclosure to the
audience prior to the beginning of the Project of: 1) Biogen
funding of the Project, without mention of product trade names
or product messages; and, 2) any significant relationship
between the Applicant and Biogen, and/or between individual
Faculty and Biogen. For individuals with no relevant financial
relationships, the audience must be informed that no relevant
financial relationships exist. In addition, the Applicant shall
acknowledge support from Biogen in program brochures,
syllabi, and other Project materials, without any use of Biogen
logo(s).

financovani programu

Ziadatel zabezpedi, aby adresati dostali pred zagiatkom
projektu zmysluplné informacie : 1) o financovani projektu
spolo¢nostou Biogen bez uvedenia obchodnych nazvov
produktov alebo posolstiev o produktoch a 2) o vSetkych
vyznamnych vztahoch medzi Ziadatelom a spolo¢nostou
Biogen a/alebo medzi jednotlivymi odbornymi pracovnikmi
a spolo¢nostou Biogen. V pripade jednotlivcov bez
relevantnych finanénych vztahov musia byt adresati
informovani o neexistencii relevantnych finanénych
vztahov. Ziadatel okrem toho zverejni podporu od
spolo¢nosti Biogen v programovych brozudrach, v suhrnoch
av inych materialoch projektu bez toho, aby pouzil
logo/loga spolo¢nosti Biogen.

Promotional Activities

No promotional activities will be permitted at the same time or in
the same room or obligate path as the Project. Arrangement for
commercial exhibits or advertisements will not influence
planning or interfere with the Project, nor will they be a condition
of the provision of commercial support for the Project. The
nature and scheduling of any social event or meal held in
connection with the Project is at the sole discretion of the
Applicant. The Applicant agrees to ensure that any social event
or meal held in connection with the Project is modest, does not
compete with, nor take precedence over, the Project.

Propagac¢né ¢innosti

V rovnakej miestnosti alebo rovnakou povinnou formou ako
projekt nebude povolené vykonavanie  Ziadnych
propagacnych c¢innosti. Organizacia komerénych vystav
alebo reklam nebude mat vplyv na planovanie projektu,
nebude do projektu zasahovat ani nebude podmienkou
poskytnutia komerénej podpory projektu. Charakter a
planovanie spolo¢enskej udalosti alebo obedu/vecere v
slvislosti s projektom je vyluCne na uvazeni ziadatefla.
Ziadatel sa zavazuje zabezpedit, aby malo spolo&enské
podujatie alebo obed/veCera v suvislosti s projektom
striedmy charakter a projektu nekonkurovali ani pred nim
nemali prednost.

Objectivity & Balance

The Applicant will make every effort to ensure, if applicable, that
the Project is non-promotional and any references to
pharmaceutical products, including Biogen’s products, are
objectively selected and presented with a balanced view that is
without commercial bias for or against such products. The
Applicant shall use generic names for all products discussed in
connection with the Project. The title of the Project shall
adequately reflect the purpose, content, and scope of the
Project. The Project shall include discussion of multiple
treatment options and will not focus on a single product or
regimen unless existing treatment options are so limited as to
preclude any meaningful discussion of alternative therapies.

Objektivnost’ a vyvazenost’

Ziadatel vynaloZi maximalne Usilie, aby zaistil (ak sa to
uplatriuje), Ze projekt nebude mat propagacny charakter, a
aj to, aby boli vSetky zmienky o farmaceutickych produktoch
vratane produktov spolo€nosti Biogen vybraté objektivne a
prezentované vyvazenym spOsobom, bez komercnej
neobjektivnosti na prospech takychto produktov alebo
zaujatosti proti takymto produktom. Ziadatel bude pri
vSetkych produktoch, o ktorych sa bude v suvislosti s
projektom hovorit, pouzivat generické nazvy. Nazov projektu
bude adekvatne odzrkadlovat ucel, obsah a rozsah projektu.
Sucastou projektu bude diskusia o viacerych moznostiach
lieCby a projekt nebude zamerany na jeden produkt alebo
rezim. Vynimkou su pripady, ked su existujuce mozZnosti
lieCby natolko obmedzené, Ze vylu€uju zmysluplnu diskusiu
o alternativnych formach liecby.

Limitations on Data and Discussion of Unapproved Uses

Obmedzenia vo vztahu k uddajom a diskusii o

The Applicant will ensure that the Project provide truthful and
non-misleading information according to local regulations,

neschvalenom pouzivani

Ziadatel zabezpedi, aby projekt poskytoval pravdivé a
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including meaningful disclosure of limitations on data (e.g.,
ongoing research, interim analyses, preliminary data, or
unsupported opinion). The Applicant will require that Faculty
disclose when a product is not approved in the host country for
the use under discussion.

nezavadzajuce informacie podla miestnych predpisov,
vratane zmysluplného zverejnenia obmedzeni vo vztahu k
udajom (napr. prebiehajuci vyskum, predbezné analyzy,
Uvodné udaje alebo nepodloZeny nazor). Ziadatel bude
pozadovat, aby v pripade, ze dany produkt nie je v
hostitelskom State schvaleny na analyzované pouZzitie,
odborni pracovnici o tom informovali.

Audience Selection and Opportunities for Debate

The audience for the Project will not be selected by any Biogen
representative, or reflect Biogen’s sales or marketing goals. The
Applicant will ensure meaningful opportunities for questioning
and scientific debate.

Vyber adresatov a prilezitosti na debatu

Adresatov projektu nebude vyberat zastupca spolo¢nosti
Biogen ani nebudu vyjadrovat' ciele spolo¢nosti Biogen v
oblasti predaja alebo marketingu. Ziadatel zabezpe&i
zmysluplné prilezitosti na kladenie otazok a vedecku debatu.

Enduring Materials

Biogen will not distribute any enduring materials (e.qg., printed,
recorded, or computer-based materials) that are developed
through support of this Project. Requests from healthcare
professionals for information regarding this Project will be
forwarded to the Applicant, and the Applicant will be
responsible for dissemination of any enduring materials
relating to this Project.

Trvanlivé materialy

Spoloénost Biogen nebude Sirit Ziadne trvanlivé materialy
(t. j. tlacené, zaznamenané alebo pocitacové materialy),
ktoré vznikli vdaka podpore tohto projektu. Ziadosti
zdravotnickych pracovnikov o informacie o tomto projekte
budi odovzdané Ziadatelovi, ktory bude zodpovedny za
Sirenie trvanlivych materidlov suvisiacich s tymto
projektom.

Use of Contributed Funds

Funds will be in the form of a Grant made payable to the
Applicant or the Applicant’s designee. The Applicant must make
all decisions regarding the disposition and disbursement of
Biogen support hereunder, and no additional funds outside
those noted in the Grant Application will be provided by Biogen
to the Applicant. Biogen may, at its discretion, require the
Applicant to provide written documentation regarding
accounting of the funds awarded by Biogen for the Project as
well as full reconciliation of Grant. Failure of the Applicant to
meet any conditions or contingencies in the Grant Application,
this Agreement or which have otherwise been communicated by
Biogen may render this Agreement null and void.

The Applicant may collect additional funds from third parties for
the Project under the obligation that the collected funds will not
be in excess of the anticipated total costs of the Project. The
Applicant confirms that the Grant does not overlap with regular
financing of its activities from any public institution or
governmental authority, and with financial support received by
other third parties. The Applicant furthermore acknowledges
that the Grant will not be used to finance any research activities
that involve Biogen products or medicinal products from other
companies, nor any other Investigator Initiated/Sponsored
Trials. The Applicant warrants that the Grant shall not be used
to finance any activities related to hospitality, gifts, or payments
for HCP educational event related costs (e.g. congress
attendance) unless explicitly set forth and detailed within Grant
Application.

Pouzitie poskytnutych finanénych prostriedkov

Finanéné prostriedky budd vo forme grantu splatného v
prospech ziadatela alebo nim poverenej osoby. Ziadatel
musi prijat’ vSetky rozhodnutia o pouziti a vyplateni podpory
spolo¢nosti Biogen podla tohto dokumentu a spolo¢nost
Biogen mu neposkytne ziadne dalSie finanéné prostriedky
nad ramec prostriedkov uvedenych ziadosti o grant.
Spolo¢nost Biogen mdze na zaklade svojho uvazenia od
Ziadatela pozadovat, aby jej odovzdal pisomnu
dokumentaciu s vyuétovanim finanénych prostriedkov, ktoré
mu spolo&nost’ Biogen poskytla na ucely projektu, a takisto
kompletné sparovanie s grantom. Ak Ziadatel nesplni
podmienky alebo eventuality uvedené v Ziadosti o grant, tejto
dohode alebo ktoré spolo¢nost Biogen oznamila inym
spésobom, mdéZe to mat za nasledok neplatnost tejto
dohody.

Ziadatel méze na Ugely projektu ziskat dalSie finanéné
prostriedky od tretich stran pod podmienkou, Zze ziskané
finanéné  prostriedky nebudu  prevySovat celkové
predpokladané naklady na projekt. Ziadatel potvrdzuje, Ze
grant sa neprekryva so zvy&ajnym financovanim jeho
¢innosti zo strany nejakej verejnej institdcie alebo Statneho
organu ani s finan€nou podporou, ktort dostali iné tretie
strany. Ziadatel okrem toho potvrdzuje, Ze grant nebude
pouzity na financovanie vyskumnych aktivit, ktoré by zahfali
produkty spolo¢nosti Biogen alebo lieky od inych spoloénosti
alebo skusania, ktorych iniciatorom/zadavatelom by bol iny
sku$ajuci. Ziadatel rugi za to, Ze grant nebude pouzity na
financovanie ¢innosti suvisiacich s pohostenim, darmi alebo
Uhradami nékladov savisiacich so vzdelavacimi podujatiami
pre zdravotnickych pracovnikov (napr. s ucastou na
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kongresoch), ak to nie je vyslovne stanovené a opisané v
Ziadosti o grant.

Compliance with Applicable Standards

The Applicant will comply with and assure that all Applicant
contractors comply with all relevant requirements of: 1) the U.S.
Food and Drug Administration Final Guidance on Industry-
Supported Scientific and Educational Activities; 2) the American
Medical Association Guidelines on Gifts to Physicians (Opinion
8.061 and all clarifying addendums) and Continuing Medical
Education (Opinion 9.011); 3) PhRMA Code on Interactions with
Healthcare Professionals; 4) Office of the Inspector General
guidance, including the Compliance Program Guidance for
Pharmaceutical Manufacturers; 5) the U.S. Federal Anti-
Kickback Statute, 42 U.S.C. § 1320a-7b and any similar anti-
kickback laws, or the corresponding provisions of any future
laws and the United States Foreign Corrupt Practices Act, the
UK Bribery Act 2010 and the OECD Convention on Combatting
Bribery of Foreign Public Officials in International Business
Transactions and 6) all other similar and applicable laws and
regulations in the country of the Applicant’s registered seat and
7) all other relevant standards and guidelines.

The Applicant represents and warrants to Biogen that any
payment to contractors or other agents working on behalf of
Applicant as part of the Project (i) represents the fair market
value, (ii) is not offered or provided, in whole or in part, with the
intent of, directly or indirectly, implicitly or explicitly, influencing
or encouraging the recipient to purchase, prescribe, refer, sell,
arrange for the purchase or sale, or recommend favorable
formulary placement of a Biogen product or as a reward for past
behavior, and (iii) is in compliance with all applicable laws and
regulations, including the local laws and regulations of the
country of the recipient.

Biogen will not be responsible from any deviation from relevant
standards that is not the direct fault of Biogen. Biogen hereby
acknowledges that it has no ownership of the Project.

Dodrziavanie platnych noriem

Ziadatel bude dodrziavat a zabezpeéi, aby aj vSetci jeho
dodavatelia dodrziavali vSetky relevantné poziadavky: 1)
zaveredného usmernenia Uradu USA pre potraviny a lieky k
odvetvim  podporovanym vedeckym a vzdelavacim
¢innostiam; 2) usmerneni Americkej lekarskej asociacie o
daroch lekarom (stanovisko 8.061 a vsSetky objasrujlce
dodatky) a o pokradujucom vzdelavani lekarov (stanovisko
9.011); 3) kddexu PhRMA o interakciach so zdravotnickymi
pracovnikmi; 4) usmernenia Uradu generalneho in$pektora,
vratane usmernenia pre vyrobcov farmaceutickych
produktov v ramci programu dodrziavania suladu; 5)
federalneho zdkona USA proti Gplatkom, 42 U.S.C. § 1320a-
7b a podobnych zakonov proti Uplatkom alebo
zodpovedajucich ustanoveni budicich zakonov, zakona
Spojenych §tatov americkych o korupénych praktikach v
zahrani€i, zakona Spojeného krafovstva o Uplatkarstve z
roku 2010 a Dohovoru OECD o boji proti podplacaniu
zahraninych verejnych Cinitefov v medzinarodnych
obchodnych transakcidch a 6) vsSetkych podobnych a
platnych zakonov a predpisov v State, v ktorom ma ziadatefl
registrované sidlo, a 7) vSetkych ostatnych relevantnych
noriem a usmerneni.

Ziadatel' vyhlasuje a zaruduje spoloénosti Biogen, Zze kazda
platba na prospech dodavatelov alebo inych zastupcov, ktori
v ramci projektu pracuju v jeho mene, (i) predstavuje
objektivhu trhova hodnotu, (ii) ako celok alebo Cast sa
nepondka ani neposkytuje s dmyslom priamo alebo
nepriamo, implicitne alebo explicitne ovplyvnit alebo
nabadat prijemcu, aby kupoval, predpisoval, odporucal,
predaval, zabezpecoval predaj alebo kupu alebo odporucal
produkt spolo€nosti Biogen alebo mu zaistil priaznivu poziciu
v liekopise alebo ako odmena za predchadzajluce spravanie
a (iii) je v sulade so vSetkymi platnymi zakonmi a predpismi
vratane miestnych zakonov a predpisov platnych v State
prijemcu.

Spolo¢nost Biogen nebude niest zodpovednost' v désledku
odchylky od relevantnych noriem, ktoré nie su jej priamou
vinou. Spoloc¢nost’ Biogen tymto potvrdzuje, Ze na projekte
nema ziadny vlastnicky podiel.

Firewalls

The Applicant has disclosed all relevant information concerning
its current and previous relationships, financial and otherwise,
with Biogen, as well as those of any of its contractors, as part
of the proposal submitted to Biogen in support of this Grant. To
the extent applicable, the Applicant certifies that for each
organization, an appropriate separation exists between the part
of the organization that provides marketing or promotional
services to Biogen and the part of the organization receiving
the Grant.

Ochrana

Ziadatel v ramci navrhu predloZzeného spolo&nosti Biogen
ako podklad k tomuto grantu spristupnil vSetky relevantné
informacie o svojich terajSich a predchadzajucich
finan€énych a inych vztahoch so spolo¢nostou Biogen a aj o
vztahoch svojich dodavatelov. Ziadatel v prislusnom
rozsahu potvrdzuje, Ze v pripade kaZdej organizacie je
primerane oddelena jej Cast, ktora poskytuje spolo¢nosti
Biogen marketingové alebo propagacné sluzby, a Cast
organizacie, ktora je prijimatelom grantu.
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Excluded Individuals/Entities

The Applicant noted hereby certifies that to the best of its
knowledge, none of its employees or subcontractors is on the
Office of Inspector General's List of Excluded
Individuals/Entities or has been debarred, excluded, or is
otherwise ineligible to participate in Federal healthcare
programs.

Vyluéeni jednotlivci/subjekty

Uvedeny Ziadatel tymto potvrdzuje, Ze podla jeho
najlepsich vedomosti nie je Ziadny z jeho zamestnancov
alebo subdodavatefov na zozname vylu¢enych
jednotlivcov/subjektov, ktory vedie Urad generaineho
inSpektora, ani nebol vylugeny, nebola mu zakazana
¢innost' a ani nie je inak nespdsobily zulastriovat sa
federalnych programov zdravotnej starostlivosti.

Provider Responsibilities

In the event that Applicant is unable to carry out the Project as
fully described in the Grant Application, including changes to the
(a) date(s), (b) scope, and/or (c) method of delivering the
Project, etc. Applicant shall notify Biogen immediately and
provide a detailed explanation, in writing, of the reason(s) for
such change. Any changes must be approved by Biogen prior
to implementation. Any changes that occur without prior
notification will constitute a breach of this Agreement and may
render the Applicant ineligible to receive future grants or other
funding from Biogen.

Zodpovednost’ poskytovatela

Ak Ziadatel nie je schopny projekt zrealizovat tak, ako to
je to kompletne opisané v ziadosti o grant, vratane zmien
(a) datumu/datumov, (b) rozsahu a/alebo (c) spbsobu
realizacie projektu atd., bude o tom okamzite pisomne
informovat spolo¢nost Biogen a poskytne jej podrobné
vysvetlenie dévodu/dévodov takejto zmeny. Spolo€nost
Biogen musi schvalit vdetky zmeny pred ich realizaciou.
V8etky zmeny vykonané bez predchadzajuceho
oznamenia su porusenim tejto dohody a mézu ziadatelovi
znemoznit prijatie  buducich grantov alebo inych
finanénych prostriedkov od spolo¢nosti Biogen.

Confidentiality

The Parties anticipate that under this Agreement it may be
necessary for one Party to transfer to the other Party
information of a confidential or proprietary nature (“Confidential
Information”). As such, all such transfers and disclosures of
information shall be governed by the confidentiality and non-
disclosure provisions hereunder. The Parties agree that the
existence and terms of this Agreement shall be deemed
Confidential Information and, as such, shall not be disclosed to
any third party without both Parties’ prior express written
consent, or as required by law.

As used in this Agreement, the term “Confidential Information”
shall mean all trade secrets or confidential or proprietary
information provided by either Party, or one of its
representatives, to the other, or its representatives.

Confidential Information does not include information that: (1)
is approved for release by the written authorization of the non-
disclosing Party; (2) the disclosing Party can show was already
in its possession at the time of disclosure; (3) is or becomes
publicly available by other than unauthorized disclosure by the
disclosing Party; (4) is received by the disclosing Party from a
third party who is rightfully in possession of such information
free of any obligation to maintain its confidentiality; or (5) is
independently developed by an employee, agent, or contractor
of the disclosing Party without access to the Confidential
Information.

The Parties agree that, except as required by judicial order or

Dovernost’

Zmluvné strany predpokladaju, Ze na zaklade tejto dohody
mdzZe byt potrebné, aby jedna z nich odovzdala druhej
informéacie déverného alebo chrdneného charakteru
(,dbverné informacie”). Vzhladom na to sa budu vSetky
takéto prevody a spristupnenia informacii riadit
ustanoveniami o dévernosti a o zakaze zverejfiovania v
tejto dohode. Zmluvné strany suhlasia s tym, ze za déverné
informacie sa budu povazovat aj existencia tejto zmluvy a
jej podmienky a preto sa bez predchadzajuceho vyslovného
pisomného suhlasu obidvoch stran, alebo ako to pozaduje
zakon, nebudu sa spristuprfiovat tretej strane.

Pojem ,déverné informécie“ pouzivany v tejto dohode bude
znamenat vSetky obchodné tajomstvéa alebo chranené
informacie, ktoré poskytne niektora zmluvna strana alebo
niektory z jej zastupcov druhej zmluvnej strane alebo jej
zastupcom.

Doverné informé4cie nezahfnaju informacie, ktoré: (1) boli
schvéalené ako informécie na zverejnenie na zaklade
pisomného povolenia nezverejfiujucej strany; (2) v pripade
ktorych dokaZe zverejfiujuca strana preukazat, Ze uz boli v
jej vlastnictve pred datumom zverejnenia; (3) su alebo sa
stanu verejne dostupné nie v désledku ich neopravneného
zverejnenia zverejfiujucou stranou; (4) zverejfiujuca strana
dostala od tretej strany, ktord je ich opravnenym vlastnikom
bez povinnosti zachovavat o nich mi€anlivost’; alebo ich (5)
nezdvisle vyhotovi zamestnanec, zastupca alebo dodavatefl
zverejnujucej strany bez pristupu k dévernym informaciam.
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governmental laws or regulations, the Confidential Information
of Biogen shall be used by Applicant solely for the purpose of
fulfilling any responsibilities agreed to by the Parties under the
terms of this Agreement. Each Party agrees to hold the
Confidential Information of the other Party in confidence by
security measures, devices, and procedures equal to those
used by it in securing its own confidential documents. The
Parties further agree that the Confidential Information of
Biogen shall be disclosed only to those officers, employees,
and representatives of Applicant who need to know such
Confidential Information for the purposes of fulfilling any
responsibilities agreed to by the Parties under the terms of this
Agreement; it being understood that such officers, employees,
and representatives shall be bound by the terms of this
Agreement and Applicant shall be liable for any breaches by its
officers, employees, and representatives.

Zmluvné strany sa zavazuju, ze s vynimkou toho, ako to
bude pozadovat sudny prikaz alebo Statne zakony alebo
predpisy, bude ziadatel pouzivat déverné informacie
spolo¢nosti Biogen vyluéne na ucely plnenia povinnosti, na
ktorych sa zmluvné strany dohodli podla podmienok tejto
zmluvy. Kazda zmluvna strana sa zavazuje zachovavat
mi¢anlivost’ o dévernych informaciach druhej zmluvnej
strany pomocou bezpecénostnych opatreni, zariadeni a
postupov, ktoré budu rovnocenné tym, ktoré pouziva na
zabezpecenie svojich dovernych dokumentov. Zmluvné
strany sa navy3e dohodli, Ze déverné informécie
spolo¢nosti Biogen budu spristupnené len tym uradnikom,
zamestnancom a zastupcom ziadatela, ktori ich musia
poznat, aby si mohli pInit svoje povinnosti, na ktorych sa
zmluvné strany dohodli na zaklade podmienok tejto dohody.
Predpoklada sa, Ze takito uradnici, zamestnanci a
zastupcovia budu viazani podmienkami tejto dohody a
Ziadatel bude zodpovedny za vSetky poruSenia zo strany
svojich uradnikov, zamestnancov a zastupcov.

Liability

Biogen shall not be liable for any loss, injury, or damage
incurred by Applicant or by a third party as a result of activities
funded under the Project, including any loss, injury, or damage
resulting from a negligent or willful act or omission by
Applicant. Applicant shall indemnify and hold Biogen harmless
from any liability, loss, cost, and expense (including, but not
limited to, attorneys’ fees and costs) incurred by Biogen as a
result of Applicant’s negligent or willful act or omission.

Zodpovednost’

Spolo¢nost Biogen nebude zodpovedna za ziadnu stratu,
ujmu na zdravi alebo $kodu, ktora vznikne ziadatelovi alebo
tretej strane v doésledku Cinnosti financovanych v ramci
projektu, vratane straty, ujmy na zdravi alebo Skody, ktora
bude dbésledkom nedbanlivého alebo umyselného konania
alebo nedinnosti ziadatela. Ziadatel od$kodni spolo&nost
Biogen a zbavi ju zodpovednosti vo vztahu ku vSetkym
stratam, nakladom a vydavkom (okrem iného aj k
vydavkom a nakladom na pravne zastupovanie), ktoré
spolo¢nosti Biogen vzniknu v désledku nedbanlivého alebo
umyselného konania alebo necinnosti Ziadatela.

Disclosures/Reporting

The Parties acknowledge and agree that Biogen may have
certain disclosure and reporting obligations pursuant to
applicable federal and state laws and regulations and
institutional policies, including, without limitation, the
disclosure/reporting of the Grant, and Applicant hereby
authorizes Biogen to make such disclosures. Upon Biogen’s
request, Applicant may be asked to complete and submit to
Biogen, interim and final progress or status reports, final
budget reconciliation, and transparency reporting information
for the Project. Applicant agrees to fully cooperate with Biogen
to ensure that Biogen can meet its reporting obligations in a
timely manner.

As a member of the European Federation of Pharmaceutical
Industries and Associations ("EFPIA") and of science industries,
the codes adopted by the EFPIA and science industries,
including the Swiss Pharma-Kooperations-Kodex
(Pharmaceutical ~ Cooperation Code) (Internet  link:
www.scienceindustries.ch), apply to Biogen as to many other
pharmaceutical companies. These oblige the participating
companies to publish on their publicly accessible company web-

Zverejnovanie/hlasenia

Zmluvné strany beru na vedomie to a suhlasia s tym, ze
spolo¢nost Biogen méze mat podfa platnych federalnych a
Statnych z&konov a predpisov a zasad inétitacii urcité
povinnosti tykajuce sa zverejfiovania a podavania hlaseni,
okrem iného aj povinnost zverejnit/oznamit grant, a
Ziadatel tymto povoluje spolognosti Biogen takéto
zverejfiovanie. Spolo¢nost Biogen mbze ziadatela
poziadat o vyhotovenie a predlozenie predbeznych a
zavereCnych sprav o priebehu alebo o stave, zavere¢ného
odsuhlasenia rozpoc¢tu a informacii o hlaseniach o
transparentnosti v ramci projektu. Ziadatel sa zavazuje so
spolo¢nostou Biogen plne spolupracovat, aby si
spolo¢nost Biogen mohla v&as splnit svoje povinnosti v
oblasti podavania hlaseni.

Na spolo¢nost Biogen sa ako na ¢lena Eurdpskej federacie
farmaceutického priemyslu a farmaceutickych zdruzZeni
(,LEFPIA") a vedeckych odvetvi rovnako ako na mnoho
dalSich farmaceutickych spolo¢nosti vztahuju kddexy, ktoré
prijala EFPIA a vedecké odvetvia, vratane Svajciarskeho
kédexu Pharma-Kooperations-Kodex (kédexu
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sites payments in kind as defined in the above codes. To comply
with these obligations, Biogen will collect, record and publish
information concerning payments in kind to the Applicant in
accordance with the following principles.

“Payments in kind“ are defined as every direct or indirect
transfer of value in cash or in kind or by other means, that can
be allocated to the following categories according to the
Pharma-Kooperations-Kodex: donations and grants, funding
research and development, including but not limited to studies,
clinical studies and non-interventional studies, non-monetary
benefits in connection with participation in medical training and
conferences, including participation/registration fees,
sponsorship contracts and travel and subsistence expenses,
service and consultancy fees and other payments in kind.

In particular, but not exclusively, the following data is specified
as “information” according to the Pharma-Kooperations-Kodex:
the sums granted, names and business addresses of the
professionals and/or organizations in the health care system,
type of non-monetary benefits, the respective reporting periods
and the grounds for/purposes of the grant of monetary
advantages.

Publication is per calendar year (for the first time in 2016 for
payments in kind made in 2015). The data shall remain publicly
accessible for at least three (3) years.

farmaceutickej spoluprace)
www.scienceindustries.ch). Podla nich su ¢lenské
spolo€nosti povinné zverejiiovat na svojich verejne
pristupnych webovych sidlach platby v naturaliach, ako su
definované v uvedenych kodexoch. Aby sa dodrzali tieto
povinnosti, spolo¢nost’ Biogen bude ziskavat,
zaznamenavat a publikovat informacie o platbach v
naturaliach na prospech ziadatela v sulade s nasledujucimi
zasadami.

(internetovy odkaz:

.Platby v naturdliach® su definované ako kazdy priamy a
nepriamy prevod hodnoty v hotovosti alebo v naturaliach ¢i
inymi prostriedkami, ktory mozno zaradit do nasledujucich
kategorii podla kédexu Pharma-Kooperations-Kodex: dary a
granty, financovanie vyskumu a vyvoja, okrem iného aj
studii, klinickych Studii a neintervenénych Studii, nepenazné
benefity v suvislosti s t¢astou na medicinskom vzdelavani a
konferenciach vratane Ucastnickych/registracnych
poplatkov, zmllv o sponzorovani a vydavkov na cestovanie
a stravu, poplatkov za sluzby a poradenstvo a inych platieb
v naturdliach.

Zainformacie sa podla kddexu Pharma-Kooperations-Kodex
povazuju predovsetkym, nie v8ak vyluéne, tieto informacie:
poskytnuté sumy, mena a firemné adresy odbornikov a/alebo
organizacii v systéme zdravotnej starostlivosti, typ
nepenaznych benefitov, prislusné obdobia vykazovania a
doévody/ucely poskytnutia penaznych vyhod.

Informacie sa zverejiiuju za kalendarny rok (prvykrat v roku
2016 za platby v naturaliach vykonané v roku 2015). Udaje
zostanu verejne pristupné najmenej tri (3) roky.

Audit Rights and Reconciliation of Expenses/Evaluation of
Activity

The Applicant agrees to verify the manner in which the Grant
is used. Within ninety (90) days of the completion of the last
activity described in the Grant Application, Applicant shall
furnish: 1) a written statement verifying that the Project
occurred; 2) a reconciliation of expenditures supported by the
Grant as submitted in the Grant Application; and, 3) a final
outcomes report or summary of the Project; 4) the aggregated
summary results of the activity evaluations, if any.

Applicant must return to Biogen unexpended funds greater
than one hundred (100) USD dollars, or any funds not utilized
as stated and agreed upon, immediately. If Applicant fails to
provide a timely reconciliation and/or fails to return any
applicable unused funds, Applicant shall be ineligible to
receive a decision on any pending requests until such
reconciliation and/or return of funds has been received.

Upon reasonable advance notice, Applicant shall make
available to Biogen and its designated representatives and

Prdva na audit a odsuhlasenie vydavkov/hodnotenie
¢innosti

Ziadatel suhlasi s overenim spdsobu pouzitia grantu. Do
devatdesiatich (90) dni od skonCenia poslednej Cinnosti
opisanej v ziadosti o grant ziadatel predlozi: 1) pisomné
vyhldsenie  potvrdzujuce  realizciu  projektu;  2)
odsuhlasenie vydavkov financovanych z grantu, ako boli
predlozené v ziadosti o grant a 3) zavere¢nu spravu o
vysledkoch alebo zhrnutie projektu; 4) suhrnné vysledky
pripadnych hodnoteni €innosti.

Ziadatel musi spoloénosti Biogen okamzZite vratit nevyuzité
finanéné prostriedky v hodnote viac ako sto (100) USD
alebo finanéné prostriedky nevyuZzité deklarovanym a
dohodnutym spdsobom. Ak Ziadatel nepredlozi vEasné
odsuhlasenie a/alebo nevrati prislusné nevyuzité financné
prostriedky, nebude opravneny dostat rozhodnutie o
otvorenych Ziadostiach az do prijatia takéhoto
odsuhlasenia a/alebo vratenia finanénych prostriedkov.

Na zaklade primeraného predchadzajuceho oznamenia

regulatory agencies, during normal business hours, for the | spristupni Ziadatel spolo¢nosti Biogen a jej urCenym
purpose of inspection, audit and reproduction, complete copies | zastupcom a regulaéhym organom poc¢as beZného
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of financial and other records, including, but not limited to,
receipts and invoices, documenting Applicant and each of their
permitted subcontractors’, expenses and costs related to the
Project.

pracovného Casu na Ucel inSpekcie, auditu a reprodukcie
vSetky képie finanénych a inych zaznamov, okrem iného aj
prijmovych dokladov a faktir dokumentujacich vydavky a
naklady Ziadatela a vSetkych povolenych subdodavatelov na
ucely projektu.

Publicity Rights

Applicant hereby grants permission to Biogen to publicly
disclose all aspects of this Grant, including, but not limited to,
the name of the Applicant and the Grant amount.

Biogen hereby grants permission to Applicant to disclose
Biogen'’s role as a funder of this Grant, but Applicant agrees not
to utilize Biogen’s logo in any such disclosure and not to provide
Biogen, in connection with this Grant, with any promaotional
benefits or forms of recognition that would typically be
associated with sponsorship opportunities, as opposed to
grants.

Prava na zverejiiovanie

Ziadatel tymto udeluje spoloénosti Biogen povolenie na
zverejnenie vSetkych aspektov tohto grantu, okrem iného aj
mena ziadatela a sumy grantu.

Spolo€nost Biogen tymto udeluje Ziadatelovi povolenie na
zverejnenie toho, Ze tento grant financovala spolo¢nost
Biogen, ziadatel sa vSak zavazuje v takomto zverejneni
nepouZzit logo spolo¢nosti Biogen a neposkytnut spoloCnosti
Biogen v suvislosti s tymto grantom Ziadne propagacné
benefity alebo formy uznania, ktoré sa na rozdiel od grantov
zvy€ajne spajaju s prilezitostami na sponzorovanie.

Data Privacy

In accordance with applicable data protection laws, Biogen
processes Personal Data (meaning any information relating to
an identified or identifiable natural person) you may provide to
Biogen in order to fulfill and perform its obligations under this
Agreement and also to comply with its legal obligations. Where
necessary, Biogen may transfer Personal Data to other
companies in its group and may also engage third party service
providers (e.g. IT service providers) to process Personal Data
you may provide on its behalf. Biogen will ensure that all
recipients are contractually (e.g. by Standard Contractual
Clauses) and/or legally obliged to comply with privacy standards
in accordance with data protection law. These transfers may
include transfers Biogen retains Personal Data you may provide
for no longer than is necessary for the purposes for which it is
collected. Data Subjects (as defined below) whose Personal
Data you provide to Biogen may contact Biogen if they would
like to access Personal Data you may provide or require
information about the Personal Data that Biogen holds. They
may object to the processing of the Personal Data for legitimate
reasons and they may also request the correction or erasure of
it. Some of these rights are limited by applicable data protection
law and we have the right to collect, process and hold your
personal data to perform our legal obligations. Should they feel
it necessary, they also have the right to lodge a complaint with
their data protection authority. If you have questions about our
processing of Personal Data, you can contact Biogen’s Global
Privacy Office at privacy@biogen.com.

The Applicant’s signature at the end of this Agreement
represents his/her consent to the collection, processing and
transmission of the Personal Data of the Applicant provided to
Biogen, in compliance with applicable data protection laws.

“Data Subject” is a person who can be identified, directly or
indirectly, in particular by reference to an identifier such as a
name, an identification number, location data, an online
identifier or to one or more factors specific to the physical,

Ochrana Udajov

Spolo€nost Biogen spracuva v sulade s platnymi zakonmi o
ochrane Udajov osobné Udaje (t. j. informécie slvisiace s
fyzickou osobou, ktorej totoznost je uvedena alebo ju mozno
zistit), ktoré jej mdzete poskytnat, aby mohla splnit a
vykonat svoje povinnosti podla tejto dohody a aj svoje
zakonné povinnosti. Spolo¢nost Biogen mdéze v pripade

potreby vykonat prenos osobnych ddajov inym
spolo¢nostiam svojej skupiny a méze si tiez na spracovanie
osobnych udajov, ktoré poskytnete, najat tretich

poskytovatelov sluZieb (napr. poskytovatelov IT sluZieb).
Spolo€nost Biogen zabezpedi, Ze vSetci prijemcovia budu
zmluvne (napr. Standardnymi zmluvnymi dolozkami) a/alebo
pravne povinni dodrziavat normy ochrany osobnych udajov
v stlade s pravnymi predpismi o ochrane Udajov. Tieto
prenosy mézu zahfhat prenosy... Spolo¢nost Biogen
uchovava osobné udaje, ktoré jej mbzete poskytnut, len v
lehote potrebne na ucely, na ktoré boli ziskané. Dotknuté
osoby (definované v dalSom texte), ktorych osobné udaje
poskytnete spolo€nosti Biogen, sa na spolo€nost’ Biogen
mobzu obratit, ak chcu ziskat pristup k osobnym udajom,
ktoré mbzete poskytnut, alebo budu poZadovat informéacie o
osobnych udajoch vo vlastnictve spolo€nosti Biogen. M6Zu
namietat proti spracovaniu osobnych udajov z opravnenych
dévodov a mézu tiez poziadat o ich opravu alebo vymazanie.
Niektoré z tychto prdv si obmedzené platnym zakonom o
ochrane udajov a mame pravo ziskavat, spracuvat a
uchovavat vaSe osobné udaje, aby sme splnili svoje zakonné
povinnosti. Ak by to dotknuté osoby povazovali za potrebné,
maju pravo podat staznost svojmu Uradu na ochranu Gdajov.
Ak mate nejaké otadzky o tom, ako spracUvame osobné
Udaje, mbZete sa obratit’ na globalne pracovisko spoloénosti
Biogen pre ochranu Udajov na adrese privacy@biogen.com.

Podpis ziadatela na konci tejto dohody znamena jeho suhlas
so ziskavanim, spracUvanim a prenosom osobnych Udajov
Ziadatela, ktoré boli poskytnuté spolo¢nosti Biogen v sulade
s platnymi zakonmi o ochrane Udajov.
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physiological, genetic, mental, economic, cultural or social
identity of that natural person.

,Dotknuta osoba“ je osoba, ktord mozno identifikovat priamo
alebo nepriamo, najma odkazom na identifikator, ako je
meno, identifikacné ¢&islo, lokalizatné udaje, online
identifikator, alebo odkazom na jeden &i viaceré prvky, ktoré
su Specifické pre fyzicku, fyziologicku, genetickd, mentalnu,
ekonomickd, kultdrnu alebo socialnu identitu tejto fyzickej
osoby.

Terms & Terminations

This Agreement may be immediately terminated at any time by
Biogen or the Applicant upon at least thirty (30) days advance
written notice to the other Party in the event the other Party
materially breaches this Agreement. In such event, the non-
breaching Party shall notify the Party in breach of such breach
in writing.

In the event, that the applicable legislation, jurisdiction or a
Government authority decision, in accordance with the
Applicant’'s country, could render this Agreement or any
transaction based upon it being found a violation of applicable
law or would otherwise have a material adverse effect on one of
the Parties if the Agreement would remain in effect, each Party
shall have the right to terminate this Agreement and rescind
from or not fulfill any of its obligations.

Notwithstanding any liability of the Applicant under applicable
law in case of termination by Biogen, Applicant will refund to
Biogen the amount of Grant received by Biogen, unless Biogen
instructs Applicant to refund a smaller amount. If any portion of
the Grant has not been expended or allocated in accordance
with the Project at the time of termination or expiration, the
Applicant shall consult with Biogen to determine Biogen’s
wishes for an alternative use of the remaining portion.

Lehoty platnosti a vypovede

Spolo€nost Biogen alebo ziadatel mézu tuto dohodu
kedykolvek okamzite vypovedat na =zaklade pisomnej
vypovede dorucenej druhej zmluvnej strane najmenej tridsat’
(30) dni vopred, ak druha strana podstatnym spésobom
porusi tito dohodu. Strana, ktora dohodu neporusila, bude v
takom pripade stranu, ktora sa dopustila poruSenia, o
takomto poruseni pisomne informovat.

Ak by bola na zaklade platnej legislativy, jurisdikcie alebo
rozhodnutia Statneho organu v State ziadatela tato dohoda
alebo nejaka transakcia, ktora je na nej zalozena, v rozpore
s platnym zdkonom alebo ak by zostala v platnosti, mala by
inym spdsobom zavazny neziaduci vplyv na niektoru zo
zmluvnych stran, kazda zmluvna strana bude mat pravo
vypovedat tuto dohodu a odstupit od plnenia alebo nesplnit
svoje povinnosti.

Bez ohladu na zodpovednost Ziadatela podla platného
zakona v pripade vypovedania dohody spolo¢nostou Biogen
vrati Ziadatel spolo¢nosti Biogen sumu grantu, ktora od nej
prijal, ak mu spoloCnost Biogen nenariadi vratenie nizSej
sumy. Ak niektora ¢ast grantu nebola v ase vypovede alebo
zaniku dohody vynalozena alebo pridelenda v sulade s
projektom, Ziadatel' sa poradi so spolo¢nostou Biogen, aby
zistil, akym nahradnym spbsobom si spolo€nost Biogen zela
vyuzit zvySnu Cast.

Miscellaneous

This Agreement including any applicable appendices attached
hereto as integral parts of this Agreement constitute the entire
Agreement between the Parties with respect to the subject
matter hereof and supersede all prior and contemporaneous
oral, written and other Agreements between the Parties.

The rights and obligations of the Parties hereunder shall inure
to the benefit of, and shall be binding upon, their respective
successors and assigns. This Agreement may not be assigned
by the Applicant without the prior written consent of Biogen. This
Agreement may only be amended in writing, duly signed by the
Parties hereto.

In the event any part of this Agreement shall be held illegal, void
or ineffective, the remaining portions hereof shall remain in force
and effect. If any of the terms or conditions of this Agreement
are in conflict with any applicable laws or rules for professional
conduct, then such terms or conditions shall be deemed

Rb6zne

Tato dohoda, vratane vietkych platnych priloh, ktoré su k nej
prilozené ako jej neoddelitelné sucasti, predstavuje celu
dohodu medzi zmluvnymi stranami vo vztahu k jej predmetu
a nahradza vSetky predchadzajice a sucasné verbalne,
pisomné a iné dohody medzi zmluvnymi stranami.

Prava a povinnosti zmluvnych stran podla tejto dohody budu
sluzit aj na prospech ich prislusnych nastupcov a
nadobudatelov a budu pre nich zavazné. Ziadatel neméze
tuto dohodu previest bez predchadzajuceho pisomného
suhlasu spolognosti Biogen. Tuto dohodu mozno menit len
pisomne, s riadnym podpisom zmluvnych stran.

Ak sa bude niektora Cast tejto dohody povaZovat za
nezakonnu, neplatni alebo neudinnu, zostavajuce C&asti
zostanu platné a ucinné. Ak budu niektoré podmienky tejto
dohody v rozpore s platnymi zakonmi alebo pravidlami
odborného konania, takéto podmienky sa budu povazovat za
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inoperative to the extent that they may conflict therewith and | ned€inné v rozsahu, v akom mdzu byt s danymi zakonmi
shall be deemed to be modified to conform to such laws or rules. | alebo pravidlami vrozpore, a budd sa povazovat za
upravené tak, aby s nimi boli v sulade.

This Agreement constitutes the entire agreement between the | Tato dohoda predstavuje celd dohodu medzi zmluvnymi
parties relating to the Grant and supersedes all other | stranami vo vztahu ku grantu a nahradza vsetky ostatné
agreements, express or implied, between the parties as to its | vyslovné alebo mi¢ky predpokladané dohody medzi
subject matter. This Agreement may be modified only by a | zmluvnymi stranami vo vztahu k jej predmetu. Tuto dohodu
writing signed by both parties which states it is an amendment | mozno menit’ len formou pisomného dodatku k nej, ktory
to this Agreement. This Agreement shall be governed by and | podpiSu obidve zmluvné strany. Tato dohoda sa bude riadit
construed in accordance with the laws of the Commonwealth of | a interpretovat’ podla zakonov Statu Massachusetts, Spojené

Massachusetts, United States. Staty americké.
Counterparts Rovnopisy

This Agreement (i) may be signed in counterparts, each of which | Tato dohoda (i) m6ze byt podpisana v rovnopisoch, z ktorych
shall constitute an original and all of which, taken together, shall | kazdy bude tvorit original a ktoré budu spolo¢ne tvorit jednu
constitute a single agreement binding on all Parties, and (ii) will | dohodu zavaznu pre vSetky zmluvné strany, a (ii) bude sa
be considered executed by a Party when the signature of such | povazovat za uzatvorenu zmluvnou stranou po doruceni jej
Party is delivered physically or by email or facsimile | podpisu fyzicky alebo mailovym alebo faxovym prenosom
transmission to the other Party or Parties, as appropriate. The | druhej zmluvnej strane alebo zmluvnym stranam (podla
Parties agree that any signature delivered by email or facsimile | situacie). Zmluvné strany suhlasia s tym, Ze podpis doruceny
transmission shall have the same force and effect as an original | mailovym alebo faxovym prenosom bude mat rovnaku

signature. platnost’ a u€innost ako povodny podpis.

IN WITNESS WHEREOF, the Parties hereto have caused NA DOKAZ TOHO zmluvné strany uzatvorili tito dohodu
this Agreement to be executed by their duly authorized prostrednictvom  svojich  riadne  splnomocnenych
representatives as of the day and year last set forth below. zastupcov k uvedenému datumu.

APPLICANT/ZIADATEL

Requestinb Ofganization’s Authorized Signer
Autorizujuca osoba Ziadajucej organizacie
Name/Meno: Juraj callo
Title/Funkcia: ing.
Date/Datum: 27-9-2022

Biogén Re,.. -
Zastupca Biogenu
Jennifer Gardella
Name/Meno:
Title/Funkcia: Sr Director, Medical Grants & Data Strategy
Date/Datum: 29-Sep-2022
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