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[CESKA REPUBLIKA]

SMLOUVA O PROVEDENI }(LINICKEHO
HODNOCENI

Tato smlouva (déle jen ,smlouva*) se uzavira mezi Biogen
Idec Research Limited, se sidlem na adrese Innovation
House, 70 Norden Road, Maidenhead, Berkshire, SL6 4AY,
Spojené kralovstvi (jako Zadavatel ve smyslu niZze uvedené
definice dale jen ,,Biogen*);

IQVIA RDS Czech Republic, s.r.o. se sidlem na adrese
Pernerova 691/42, 186 00 Praha 8 — Karlin, Ceskd
republika, IC: 247 68 651, DIC: CZ24768651, jednajici na
zéklad€ plné moci ze dne 30. ¢ervna 2022 (déle jen ,,CRO*),

Fakultni nemocnici Hradec Kralové, se sidlem na adrese
Sokolska 581, 500 05 Hradec Krilové — Novy Hradec
Kralové, Ceska republika, Identifika¢ni ¢islo: 00179906,
Danové identifikaéni ¢&islo: CZ00179906, zastoupenou
MUDr. AleSem Hermanem, Ph.D., feditelem (dale jen
JPoskytovatel); a

I  1nistem vykonu zaméstndni na

adrese Neurologickd klinika Fakultni nemocnice Hradec
Krilové, Sokolskd 581, 500 05 Hradec Kréilové, Ceskd
republika (déle jen ,,ZkouSejici*).

Biogen, CRO, Poskytovatel a ZkouSejici jsou déle
oznacovani spolecné jako ,strany“ a jednotlivé jako
strana“.

VZHLEDEM K TOMU, ZE dle zdkona & 378/2007 Sb., o
1é¢ivech, ve znéni pozdéjsich predpisl, Biogen sponzoruje
multicentrické klinické hodnoceni u pacientd uzivajicich
hodnoceny 1éCivy piipravek BIIB080 (dile jen ,,Produkt)
pod nazvem ,,Randomizované, dvojité zaslepené, placebem
kontrolované klinické hodnoceni s paralelnimi skupinami
posuzujici tucinnost, bezpelnost a sndSenlivost pripravku
BIIB080 u pacientii s mirnym kognitivnim postiZenim
vdisledku  Alzheimerovy choroby nebo s mirnou
Alzheimerovou demenci”, 247AD201 (dile jen ,,Studie*);

VZHLEDEM K TOMU, ZE Spole¢nost Biogen uzaviela
samostatnou smlouvu s CRO za ucelem provadéni
nékterych povinnosti ve spojeni s timto Klinickym
hodnocenim v¢etné provadéni plateb uvedenému Piijemci
plateb jménem spole¢nosti Biogen a smluvni strany souhlasi
s tim, aby byla CRO smluvn{ stranou této Smlouvy vylu¢né
pro tcely provadeéni plateb podle této Smlouvy v zastoupeni
spole¢nosti Biogen a Ze CRO nebude mit Zadna jind prava
ani povinnosti dle této Smlouvy;

VZHLEDEM K TOMU, ZE Zkousejici je zaméstnancem
Poskytovatele a pieje si podilet se jako zkouSejici na
provadéni klinického hodnoceni u Poskytovatele, které
tvoii soucdst Studie (déle jen ,,Klinické hodnoceni*).
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CLINICAL TRIAL AGREEMENT

This Clinical Trial Agreement (the Agreement) is made
between Biogen Idec Research Limited, located at
Innovation House, 70 Norden Road, Maidenhead, Berkshire,
SL6 4AY, United Kingdom, (as the Sponsor pursuant to the
definition hereinafter “Biogen”),

IQVIA RDS Czech Republic, s.r.o. with offices located at
Pernerova 691/42, 186 00 Praha 8 — Karlin, Cesk4 republika,
IC: 247 68 651, DIC: CZ24768651, acting on the basis of
Power of Attorney dated 30 July 2022 (the "CRO"),

Fakultni nemocnice Hradec Kralové, located at Sokolska
581, 500 05 Hradec Kralové — Novy Hradec Kralové, Czech
Republic, Identification number: 00179906, Tax
identification number: CZ00179906, represented by MUDr.
Ales Herman, Ph.D., Director (the “Institution”); and

i - place of employment at

Neurologicka klinika Fakultni nemocnice Hradec Krélové,
Sokolska 581, 500 05 Hradec Kralové, Czech Republic (the
Investigator).

Biogen, the CRO, the Institution and the Investigator are
hereinafter collectively referred to as “the parties” and
individually as “the party”.

WHEREAS, pursuant to the Act No. 378/2007 Coll., on
Pharmaceuticals, as amended, Biogen is sponsoring a multi-
centre clinical study involving patients on the Investigational
medicinal product BIIBO80 (the Product) to be entitled “A
Randomized, Double-Blind, Placebo-Controlled, Parallel-
Group Study to Assess the Efficacy, Safety, and Tolerability
of BIIB080 in Subjects with Mild Cognitive Impairment
Due to Alzheimer’s Disease or Mild Alzheimer’s Disease
Dementia” Protocol number 247AD201 (the Study);

WHEREAS, Biogen has entered into a separate agreement
with the CRO to perform certain duties in connection with
the Trial, including making payments to the designated
payee on behalf of Biogen and the parties agree that the CRO
shall be a party to this Agreement for the sole purpose of
making such payments hereunder on behalf of Biogen, and
the CRO shall have no other rights or obligations under this
Agreement;

WHEREAS, the Investigator is an employee of the
Institution and wishes to participate as a clinical investigator
in the conduct of a trial at the Institution to form part of the
Study (the Trial).

Czech Republic-CTA BI-INSTIT-INVEST Tripartite (Czech-English)



STRANY SE DOHODLY TAKTO:

1.

(a)

(b)

2.

Piredmét smlouvy

Biogen povéiuje Poskytovatele a ZkouSejiciho
provadénim Klinického hodnoceni s vySe uvedenym
nazvem jako souc¢dsti Studie v souladu s ustanovenimi
uvedenymi v protokolu Studie (ve znéni piileZitostné
zménéném a pisemné potvrzeném spolecnosti
Biogen) (déle jen ,,Protokol*) a dale v této smlouve;

Ustanoveni protokolu, piisluSnych pfiloh, jakoZz i
informaénich dokumenti, vcéetné informovaného
souhlasu subjektti tucastnicich se Klinického
hodnoceni (dile jen ,.Subjekty), jsou pro strany
zdvazné, a tudiZ tvofii nedilnou soucdst této smlouvy.
To obdobné plati i pro jakékoliv dodatky k Protokolu
a vysledné nové verze protokolu. Biogen, piipadné
CRO se zavazuji, Ze budou vcasné¢ informovat
Poskytovatele a ZkouSejictho o nové schvalenych
dokumentech ke klinickému hodnoceni.

Zavazky Biogen

Pfi provadéni tohoto Klinického hodnoceni na sebe
spoleCnost Biogen pievezme mimo jiné nasledujici

zéavazky,

které pro ni jakoZto =zadavatele vyplyvaji

z piislusnych zdkonti a predpisii (jak je tento pojem
definovan v ¢l. 3 (e) nize):

(a)

(b)

(©)

(d)

(e)

®

uzavieni povinného pojisténi pro subjekty
Klinického hodnoceni, zadavatele (tj. Biogen) a
Zkousejiciho v souladu s ust. § 58 odst. 2 zdk. €.
378/2007 Sb., o 1écivech (dile jen ,Zdkon o
lécivech”, a ve smyslu pfislusSnych zdkonii a
predpisi;

vypracovani vzorové informacni dokumentace o

Subjektech a formuldii obsahujicich informovany
souhlas ode vSech zicastnénych Subjektl;

pozadovanym zpusobem (napf. ziskdnim cisla
EudraCT) zaregistruje klinické hodnoceni do
registru klinickych hodnoceni a da jeji vysledky k
dispozici na vefejné piistupném webu (napf.
www.clinicaltrials.gov) v  rozsahu uloZeném
platnymi zdkony a pfedpisy a v souladu s nimi;

ziskdni souhlasu piislusné etické komise pro
multicentrickd hodnoceni a souhlasu piisluSnych
mistnich etickych komisi a doruceni ozndmeni ¢i
ziskdni povoleni, pokud bude vyzadovano, od
piislusného organu, tj. Statniho dstavu pro kontrolu
1é¢iv, k provedeni Klinického hodnoceni (déle jen
PFislusné orgdany*),

poskytnuti nezbytnych Produktli nebo piipadné
placeba;

informovdni Statniho udstavu pro kontrolu 1é¢iv a
etické komise pro multicentrickd hodnoceni o
zah4jeni Klinického hodnoceni nejpozdéji 60 dnti po
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IT IS THEREFORE AGREED AS FOLLOWS:

1.
(a)

(b)

2.

Subject matter of this Agreement

Biogen entrusts the Institution and the Investigator to
conduct the Trial as part of the Study with the above
title in accordance with the provisions as stipulated in
the Study protocol governing the Trial (as may be
amended from time to time and confirmed in writing
by Biogen) (the Protocol) and in this Agreement
below.

The provisions as stipulated in the Protocol, the
respective schedules and the information documents,
including the informed consent of subjects
participating in the Trial (the Subject(s)), shall be
binding on the parties and thus constitute an integral
part of this Agreement. This shall apply accordingly
to any amendments of the Protocol and the resulting
new versions of the Protocol. Biogen or CRO, as the
case may be, undertake to promptly notify the
Institution and Investigator with regards to any newly
approved documents pertinent to the Trial.

Obligations of Biogen

In its conduct of this Trial, Biogen shall assume, among other
things, the following obligations incumbent on it as the
sponsor under the Applicable Laws and Regulations (as such
term is defined in Section 3(e) below):

(a)

(b)

(©

(d)

(e)

)

effecting the compulsory Trial subjects, sponsor (i.e.
Biogen) and Investigator insurance according to Sec.
58(2) of Act No. 378/2007 Coll. on Pharmaceuticals,
as amended (the “Pharmaceuticals Law”) and within
the meaning of the relevant Applicable Laws and
Regulations;

preparing the Subject template information
documents and informed consent forms for all
participating Subjects;

register the trial with clinical trial registry as required
(e.g. obtaining an EUDRACT number) and post all
Trial results on a publicly accessible website (e.g.
www.clinicaltrials.gov) to the extent required by and
in accordance with applicable laws and regulations;

obtaining the consent of the competent ethics
committee for multi-centre studies and relevant local
ethics committees and delivering notification to or, if
applicable, obtaining permit of the competent
authority, i.e. the State Institute for Drug Control
(Statni ustav pro kontrolu leciv), to perform the Trial
(the “Competent Authorities”);

provision of the required Products or, where

appropriate, placebo;

informing the State Institute for Drug Control and the
ethics committee for multi-centre studies about the



(@

(h)

®

()

(b)

jeho skute€ném zahdjeni v souladu se Zikonem o
1é¢ivech, a § 15 Vyhlasky €. 226/2008 Sb., o spravné
klinické praxi, v platném znéni (déle jen ,,Vyhldska
o SKP*);

predklddani pribéznych zprdv o  pribéhu
Klinického hodnoceni PfisluSnym organtim, a to
kazdych 12 mésicti po celou dobu trvani Klinického
hodnoceni, v souladu se Zakonem o 1é¢ivech;

dodrzovani pravidel pro informovani Piislu§ného
orgdnu o vyskytu neZddoucich piihod v souvislosti
s pouzivanim Produktu pfi Klinickém hodnocenf;

vyhodnocovani a aktualizovdni souboru informaci
pro Zkousejiciho, a to nejméné jednou rocné.

Zavazky Poskytovatele a Zkousejiciho

Dodrzovani piedpisi. Poskytovatel  timto
prohlasuje, Ze spliiuje vesSkeré pravni pozadavky
v souvislosti s provadénim Klinického hodnoceni a Ze
Poskytovatel /ZkouSejici ziskal/o nebo ziskd od
spolecnosti Biogen nebo jim povefeného zdstupce
veskeré nezbytné souhlasy. Poskytovatel déle
zaruCuje, Ze uzavieni a plnéni této smlouvy budou
v souladu s veSkerymi piislu§nymi zdkony, pravnimi
predpisy zejména zdk. €. 378/2007 Sb. o lécCivech,
v platném znéni, zdk. ¢. 372/2011 Sb., o zdravotnich
sluzbach, v platném znéni, vyhlaskou ¢.226/2008
Sb., ospravné klinické praxi, v platném znéni
a Nafizenim Evropského parlamentu a Rady (EU) ¢.
2016/679 i vnitinimi pfedpisy Poskytovatele a
zejména Ze obdrzend odmeéna bude pobirdna
v souladu s piislusSnymi pravidly pro financovani
tretich stran. Poskytovatel dale zarucuje, Ze plnéni
Smlouvy nebude zaklddat poruseni sluZebnich
povinnosti ze strany Zkousejictho.

Zucastnény personal. Zkousejici prohlasuje, Ze
proSel nezbytnym Skolenim amd poZadované
zkuSenosti a prostiedky pro provadéni Klinického
hodnoceni. Poskytovatel nesmi Zkousejictho nahradit
jingm ZkouSejicim bez ptedchoziho pisemného
souhlasu spole¢nosti Biogen. Poskytovatel bude
spole¢nosti Biogen a jejim zdstupciim poskytovat (a
zajisti, aby tak €inil i Zkousejici) informace ohledné
pracovnikl podilejicich se na Klinickém hodnocent,
tedy spolupracujici osoby (dale jen ,,Persondl*). Aby
se predeslo jakymkoliv pochybnostem, bude Personal
po dobu trvéni této smlouvy pod dozorem a kontrolou
Poskytovatele a ZkouSejictho a Poskytovatel a
ZkouSejici ponesou odpovédnost za to, Ze Persondl
bude jednat vsouladu s pfisluSnymi zdkony a
pravnimi pfedpisy a podle pokynu spolecnosti Biogen
¢i jejich zastupci.

Poskytovatel poveii  prislusné  kvalifikovaného
zameéstnance a Clena Persondlu v pozici farmaceuta
k zajisténi fadného zachdzeni a ndsledného vydeje
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(2)

()

)

()

(b)

commencement of the Trial no later than 60 days
following the actual commencement pursuant to the
Pharmaceuticals Law and Article 15 of Regulation
No. 226/2008 Coll. on Good Clinical Practice, as
amended (the GCP Regulation);

providing the Competent Authorities with interim
reports on the course of the Trial each 12 months of
the duration of the Trial according to the
Pharmaceuticals Law;

complying with the rules for reporting adverse events
associated with the use of the Product in the Trial to
the Competent Authority;

evaluating and updating the Investigator’s brochure at
least once a year and informing the Investigator
accordingly.

Obligations of the Institution and the Investigator

Compliance. The Institution hereby declares that it
complies with all legal requirements as to the
performance of the Trial and that it/the Investigator
has obtained or will obtain from Biogen or his
authorized assignee all necessary approvals. The
Institution hereby furthermore assures that the
conclusion and performance of this Agreement shall
be in accordance with all Applicable Laws and
Regulations including but not limited to Act No.
378/2007 Coll, on Drugs, Act No. 372/2011 Coll., on
Medical Services, as amended, Decree No. 226/2008
Coll., on Good Clinical Practice, as amended, and the
General Data Protection Regulation (EU) 2016/679 of
the European Parliament and of the Council, as well
as the and internal provisions of the Institution and
that particularly the remuneration received shall be
collected in accordance with the applicable rules on
third-party funding. The Institution furthermore
assures that the performance of this Agreement shall
not constitute a violation of the Investigator’s official
duties.

Participating Staff. The Investigator declares to have
undergone the necessary training and has the required
experience and means for conducting the Trial. The
Institution shall not be able to replace the Investigator
with another Investigator without the prior written
consent of Biogen. The Institution shall provide, and
shall cause the Investigator to provide, Biogen and its
representatives with information regarding the staff
participating in the Trial, i.e., Cooperating individuals
(the Staff). For the avoidance of doubt, the Staff shall
throughout the term of this Agreement be under the
supervision and control of the Institution and the
Investigator, and the Institution and Investigator shall
be responsible for ensuring that the Staff act in
accordance with the Applicable Laws and Regulations
and, Biogen’s and its representatives’ reasonable
instructions.

The Institution will authorize an employee and
member of the Staff appropriately qualified to act as
the pharmacist to secure proper handling and



(©

(d)

(e)

Produktu dle pozadavkl Zkousejiciho, v souladu se
Spravnou lékdrenskou praxi (vyhlaska ¢. 84/2008
Sb.), Platnymi zdkony a pfedpisy a ustanovenimi
Protokolu.

Zahajeni Klinického hodnoceni. Poskytovatel a

Zkousejici se zavazuji, Ze nezahdji vybér
potencidlnich ~ Subjektd  ktcasti v Klinickém

hodnoceni, dokud (i) spolecnost Biogen nebo jeji
zastupci pisemné nevyrozumi Zkousejicitho o tom, Ze
byly ziskdny veSkeré souhlasy, povoleni a
dokumentace nezbytnd pro provadéni Klinického
hodnocenti, (ii) ZkouSejici nepodepise Protokol, ¢imZ
se zavaze plnit vSechny povinnosti v ném uvedené, a
(iii) ZkousSejici nepodepiSe prohldSeni zkouSejiciho
poskytnuté ZkouSejicimu ze strany spolecnosti
Biogen nebo CRO vrdmci zvlaStnitho dokumentu.
Zkousejici nebude provadét vyzkum na zaklad¢ této
smlouvy ani podédvat Zadnému subjektu Produkt (nebo
popftipadé placebo), dokud piislusny Subjekt pisemné
nepotvrdi, Ze obdrzel, prostudoval si a souhlasi
sudélenim informovaného souhlasu s Klinickym
hodnocenim na zdkladé¢ formuldfe, jehoZ vzor
Poskytovatel ptedlozi spolecnosti Biogen ke
schviéleni.

Oznamovani nezadoucich prihod. Poskytovatel a
Zkousejici jsou povinni fidit se poZadavky tykajicimi
se oznamovani jakychkoliv neZiadoucich ptthod v
souladu s pfisluSnymi zdkony a pravnimi pfedpisy,
zejména Ziakonem o léCivech, touto smlouvou a
Protokolem.

Provadéni Klinického hodnoceni. Poskytovatel a
Zkousejici budou Klinické hodnoceni provadét v
souladu s Protokolem, stanoviskem etické komise
(komis{), touto smlouvou a jakymikoliv dal§imi
oduvodnénymi poZadavky, které spole¢nost Biogen
ozndmi ZkouSejicimu. ZkouSejici a Poskytovatel
berou na védomi, Ze spolecnost Biogen a jeji
pridruzené osoby museji dodrzovat ustanoveni (i)
Zdakona Spojeného kralovstvi Velké Britdnie a
Severniho Irska o dplatkarstvi z roku 2010 (déle jen
Zdkon o tplatkdristvi*), (i) Zakona Spojenych stat
americkych o zahrani¢nich korupénich praktikich
z roku 1977 (déle jen ,,FCPA*) a (iii) jakékoliv dalsi
prislusné protikorupcni legislativy (spoleén¢ déle jen
Prislusnd protikorupéni legislativa®). Stru¢ny
prehled zdkladnich principi Zdkona o tplatkafstvi a
FCPA je uveden v Pfiloze B. Poskytovatel a
ZkouSejici nesméji  umoZnit nebo  nabddat
zameéstnance, zprostfedkovatele, konzultanty nebo
jiné zastupce, at’ jiz piimo ¢i nepiimo, aby se podileli
na jakékoliv cCinnosti, kterd je dle PrisluSné
protikorup¢ni legislativy zakdzdna, véetné poskytnuti
uplatku, provize ¢i jakychkoliv jinych korupénich
praktik. Poskytovatel a Zkousejici budou déle
provadét Klinické hodnoceni v souladu s veSkerou
ndrodni a nadndrodni legislativou, pfedpisy a pravidly
platnymi pro pravni ¥ad, ve které Klinické hodnoceni
probih4, a to zejména s nasledujicim:
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(©)

(d)

(e)

subsequent distribution of the Product as requested by
the Investigator, and in accordance with Good
Pharmacy Practice (Regulation No. 84/2008 Coll.),
Applicable Laws and Regulations and the provisions
of the Protocol.

Commencement of Trial. The Institution and the
Investigator undertake not to commence recruitment
of potential Subjects to participate in the Trial unless
and until the Investigator (i) is notified by Biogen or
its agents in writing that all approvals, authorisations
and documentation necessary to conduct the Trial
have been obtained; (ii) has signed the Protocol
thereby agreeing to perform all responsibilities
detailed therein; and (iii) has signed the investigator
statement as provided to the Investigator by Biogen or
the CRO as separate document. The Investigator shall
not conduct research covered under this Agreement,
nor administer the Product (or, where applicable, a
placebo) to a Subject unless and until the Subject has
confirmed in writing his receipt and review of an
agreement to an informed consent form for the Trial,
a sample copy of which shall be provided by the
Institution to and approved by Biogen.

Adverse Event Reporting. The Institution and the
Investigator shall comply with all adverse event
reporting requirements under relevant Applicable
Laws and Regulations, namely the Pharmaceuticals
Law, this Agreement and the Protocol.

Conduct of Trial. The Institution and the
Investigator shall conduct the Trial in accordance with
the Protocol, the opinion of the ethics committee(s),
this Agreement and any additional reasonable
requirements notified by Biogen to the Investigator.
The Investigator and the Institution acknowledge that
Biogen, and its affiliates need to 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
(FCPA) and (iii) any other applicable anti-corruption
legislation (together the Applicable Anti-Corruption
Legislation). A summary of the key principles
underlying the Bribery Act and the FCPA is set out in
Schedule B. The Institution and the Investigator shall
not and shall not permit or induce employees, agents,
consultants or other representatives, whether directly
or indirectly, to engage in any activity that is
prohibited by the Applicable Anti-Corruption
Legislation including bribery, kickbacks, payoffs or
other corrupt business practices. Furthermore, the
Institution and the Investigator shall conduct the Trial
in accordance with all national and supranational
legislation, regulations and guidance notes relevant to
the jurisdiction in which the Trial is being conducted,
including, but not limited to:



®

(ii)

(iii)

(iv)

)

(vi)

Helsinskou  deklaraci Svétové  lékarské
asociace, HEtickymi zdsadami )24
medicinském vyzkumu providéném na
clovéku‘,

veSkerou narodni legislativou a smérnicemi a
nafizenimi EU (zejména Natizeni 2001/20/ES
ze dne 4. dubna 2001 o aproximaci zakont,
predpisti a spravnich ustanoveni c¢lenskych
stattl tykajicich se spravné klinické praxe pfi
provadéni klinickych hodnoceni huménnich
lé¢ivych pripravki a Nafizeni komise
2005/28/ES ze dne 8. dubna 2005 stanovujici
principy a podrobné smérnice pro spravnou
klinickou praxi v souvislosti s humannimi
lé¢ivymi piipravky slouZicimi vyzkumu a
podminky ke schvdleni vyroby a dovozu
takovych produkti, a to vZdy v platném znéni
implementovaném v dané zemi a vyhlaskou
Ministerstva zdravotnictvi a Ministerstva
zemé&délstvi ¢. 86/2008 Sb., kterou se stanovi
spravnd laboratorni praxe v oblasti 1éCiv, v
platném znéni, zdkonem ¢. 372/2011 Sb. o
zdravotnich sluZzbach a podminkich jejich
poskytovani (dale jen zdkon o zdravotnich
sluZbdch), nebo jakymikoli ndslednymi
pozménujicimi ¢i podstatné nahrazujicimi
pravnimi pfedpisy ve vztahu ke shora
uvedenym pradvnim normdm, jakoZ i dal$imi
piislusnymi smérnicemi, zdkony a piedpisy)
tykajicimi se uplatiiovani spravné klinické
praxe pii provadéni klinickych hodnoceni
humdnnich 1é¢ivych piipravki;

smérnicemi a normami spravné klinické praxe
(napf. ICH a/nebo FDA) a pokyny a
instrukcemi Evropské Komise a Evropské
1€kové agentury (EMA);

veskerou ndrodni legislativou a smérnicemi a
nafizenimi Evropské unie tykajicimi se
ochrany osobnich ddaji (zejména Natfizenim
Evropského parlamentu a Rady (EU) ¢.
2016/679 z 27. dubna 2016 o ochrané
fyzickych osob v souvislosti se zpracovanim
osobnich tddaji a o volném pohybu téchto
udaju a o zruSeni smérnice 95/46/ES (GDPR),
véetné predpist, které je implementuji na
ndarodni drovni ve znéni jejich pozdéjsich
novel, které se vztahuji na Poskytovatele jako
spravce udaji, zejména osobnich udaja
Subjekti;

a veSkerymi dal$imi pifisluSnymi smérnicemi,
zdkony a pfedpisy upravujicimi provadéni

klinického hodnocent;

dalSimi ptisluSnymi etickymi pravidly.

(dale spole¢né jen ,.Platné zdkony a piedpisy*).
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(i)

(iii)

(iv)

)

(vi)

the Declaration of Helsinki of the World
Medical Association, “Ethical Principles for
Medical  Research  Involving  Human
Subjects”;

any and all national legislation and ordinances
and EU directives and regulations (including in
particular Directive 2001/20/EC dated April 4,
2001 on the approximation of the laws,
regulations and administrative provisions of the
member states relating to the implementation of
good clinical practice in the conduct of clinical
trials on medical products for human use and
Commission Directive 2005/28/EC of 8 April
2005 laying down principles and detailed
guidelines for good clinical practice as regards
investigational medicinal products for human
use, as well as the requirements for
authorization of the manufacturing or
importation of such products, in each case as
implemented nationally and as amended from
time, Regulation of the Ministry of Health and
Ministry of Agriculture No. 86/2008 Coll. on
Good Laboratory Practice in the Area of
Pharmaceuticals, as amended, Act No.
372/2011 Coll. on Healthcare Services and
terms and conditions of performance of such
services (the Healthcare Act) or any subsequent
amendments or laws substantially replacing any
of the foregoing and any other applicable
directive, law and regulation) regarding good
clinical practice in the conduct of clinical trials
on medicinal products for human use;

the guidelines and standards on good clinical
practice (e.g. ICH and/or FDA rules) and
specifications and instructions of the European
Commission and the European Medicines
Agency (EMA);

any and all national legislation and European
directives and regulations concerning data
protection (including in particular the
Regulation (EU) 2016/679 of the European
Parliament and of the Council of 27 April 2016
on the protection of natural persons with regard
to the processing of personal data and on the
free movement of such data, and repealing
Directive 95/46/EC (GDPR) as implemented
nationally and as amended from time to time)
which apply to the Institution in its role as data
controller including but not limited to Subject
personal data; and

and any and all other applicable directives, laws
and regulations governing the conduct of a
clinical trial;

the applicable codes of ethics.

(together the Applicable Laws and Regulations).



(f) Doplitovani Protokolu.  Poskytovatel neni bez
pfedchoziho pisemného souhlasu Biogen oprdvnéno,
jakkoliv ménit ¢i dopliiovat Protokol, ani to nesmi
umozZnit Zkousejicimu ¢i kterémukoliv jinému ¢lenu
Persondlu, s vyjimkou pftipadt, kdy tak vyZaduje
zakon v zdjmu ochrany bezpecnosti, zdravi €i prav
danych Subjektti. Poskytovatel a ZkousSejici budou
veSkeré ddaje zaznamendvat do  formulare
poskytnutého spole¢nosti Biogen nebo jejim jménem
(Case Report Form, dale jen ,,CRF*). Origindl CRF
bude urcen pro spolecnost Biogen a kopii si ponecha
ve svych zdznamech ZkouSejici. Po dorueni
kone¢ného CRF Zkousejicim budou jakékoliv zmény
databdze provadény prostfednictvim uptesiiujiciho
formuléfe poskytnutého CRO.

(g) Poskytnuti Materialu. Biogen poskytne Poskytovateli
zdarma takové mnoZstvi Produktu nebo placeba a jiného
materidlu, vybaveni ¢i zboZi, jaké mize byt pro Klinické
hodnoceni nezbytné a jaké se spolecnost Biogen
rozhodne poskytnout (dile jen ,Materidl®). Biogen,
prostiednictvim svého dodavatele, zajisti dodani
Produktu na nésledujici adresu: Nemocni¢ni 1ékarna —
budova ¢. 20 - Sokolska 581, 500 05 Hradec Kralové —
Novy Hradec Krélové, Cesk4 republika.

Biogen prohlasuje, Ze splnil veSkeré podminky
poZadované pfisluSnymi pravnimi pfedpisy a Spravnou
distribu¢ni praxi pro vyrobu a dopravu Produktu a jeho
oznaceni, obal a distribuci Poskytovateli.

Dodavky se budou uskuteciiovat v Po-P4 od 7.00 h do
14.00 h.

Poskytovatel nebude odpovédny za jakékoliv
nesplnéni zdvazkid vzniklé v disledku nedostupnosti
Materidlu. Poskytovatel bude Materidl pouZzivat
vyhradné v souladu s Protokolem. Poskytovatel bez
predchoziho pisemného souhlasu Biogen nepouZije
Materidl pro jakékoliv jiné ucely a ani to neumozZni
Zkousejicimu. Podminky dodani Materidlu, vcetné
piisluSnych financ¢nich ujednani, jsou uvedeny
v Priloze A ktéto Smlouveé. Poskytovatel bude
s Materidlem vZdy zachdzet, manipulovat, pouZivat
ho a pfipadné udrZovat se stejnou mirou péce, kterou
vénuje svému vlastnimu majetku, a v souladu
s pokyny spolecnosti Biogen nebo jejich zastupct. Po
dokonceni ¢i ukonéeni Klinického hodnoceni vykaze
Poskytovatel veSkerd mnoZstvi pouzitého Materidlu,
a nebude-li stranami pisemné dohodnuto jinak,
veskery zbyvajici Materidl vrati nebo s nim jinak
nalozi v souladu s pokyny spolec¢nosti Biogen nebo
jejich zastupcti.

(h) Nabor. Vybér v riznych zafizenich zapojenych do
Studie je konkuren¢ni a bude ukoncen v okamZiku,
kdy celkovy pocet hodnotitelnych  Subjektt
vybranych k dc€asti na Klinickém hodnoceni dosédhne
I pokud nebude tento pocet zménén na zakladé
pfedchozi pisemné dohody se spoleCnosti Biogen.
Poté, co spolenost Biogen ozndmi Poskytovateli
nebo ZkouSejicimu, Ze jiz bylo dosaZeno
pozadovaného poctu Subjektli, nebude nabor
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Amendment of the Protocol. The Institution shall
not alter or amend and shall not permit the
Investigator or any member of the Staff to alter or
amend, the Protocol in any way without the prior
written consent of Biogen, unless required by law to
protect the safety, health or rights of the Subjects. The
Institution and the Investigator shall record all data on
a form provided by or on behalf of Biogen (Case
Report Form or CRF). The original CRF shall be
designated for Biogen and a copy for retention in the
Investigator’s files. Following delivery of the final
CRF by the Investigator, any changes to the database
shall be via a clarification form provided by the CRO.

Supply of Material. Biogen shall provide the
Institution, at no charge, with such quantities of the
Product or placebo and other material, equipment or
goods as may be required for a Trial and as Biogen may
elect to make available (the Material). Biogen, through
its vendor, will arrange for Product shipment to the
following address: Nemocni¢ni 1ékdrna - budova ¢. 20,
Sokolska 581, 500 05 Hradec Kralové — Novy Hradec
Kralové, Czech Republic.

Biogen declares to have met all conditions stipulated by
the relevant legal regulations and Good Distributional
Practice for manufacturing and transport of the Product
and its labelling, wrappage and distribution to the
Institution.

Delivery of the Product shall be performed from Monday
to Friday between 7 AM and 2 PM.

The Institution shall have no liability for any failure to
fulfill its obligations as a result of the unavailability of
the Material. The Institution shall use the Material only
pursuant to and in accordance with the Protocol. The
Institution shall not use, and shall not permit an
Investigator to use, the Material for any other purpose
without the prior written consent of Biogen. The supply
terms of the Material, including the relevant financial
terms, are included in Schedule A hereto. The Institution
shall treat, handle, use and maintain, as applicable, the
Material with the degree of care used for its own property
and in accordance with the instructions of Biogen or its
agents at any time. At the conclusion or termination of
the Trial, the Institution shall account for all quantities
used of the Material and, unless otherwise agreed in
writing by the parties, shall return or otherwise dispose
of all remaining Material in accordance with the
instructions of Biogen or its agents.

Recruitment. Recruitment at the different centres
participating in the Study is competitive and shall
terminate when the total number of [JJjevaluable
Subjects have been recruited to the Trial, unless this
number is modified by prior written agreement with
Biogen. Upon Biogen giving notice to the Institution
or the Investigator that the Subjects numbers have
been achieved, no more Subjects shall be further
recruited and Biogen may tell the
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Subjektd pokracovat a spoleCnost Biogen muZze
Poskytovateli/ZkouSejicimu sdélit, aby zastavili ndbor
pro toto Klinické hodnoceni bez toho, Ze by tim
spoleCnosti Biogen vznikla povinnost poskytnout
jakoukoliv  kompenzaci ¢i  uhradit pokutu.
Predpoklddany pocet zatazenych Subjekti u
Poskytovatele jsou [ Subjekta.

Pokud vridmci daného terminu nebude i pies
usilovnou snahu Poskytovatele dosaZeno
pozadovaného poctu vybranych subjektti z diivodu
nepiedvidatelnych uddlosti nebo pokud nebude
Biogen Poskytovateli schopna dodat Materidl
v dostatecném mnoZstvi tak, aby mohl prob&hnout
nabor subjektli, mize spole¢nost Biogen na zdkladé
vlastniho uvazeni bud’ prodlouzit dobu pro vybér
Subjektid Klinického hodnoceni, nebo jinak upravit
cilovy pocet téchto Subjekttl.

(i) Integrita dat. Poskytovatel i pfislusny zkouSejici

(a)

(b)

()

musi mit vZdy k dispozici podklady, které mohou
dolozit existenci vhodnych systému fizeni a kontroly
jakosti, jez maji zajistit spolehlivost, kvalitu a
integritu vSech dat.

Zvlastni zavazky Zkousejiciho

Zkousejici se dale zavazuje:

nakladat s Produktem podle Protokolu i ve vSech
ostatnich ohledech postupovat pIn€ v souladu
s Protokolem a jakymikoliv dal$imi pokyny, které
miZe vydat spolecnost Biogen, a neprodlen¢
spole¢nost Biogen a CRO pisemné¢ informovat o
jakychkoliv odchylkach od Protokolu;

nezahdjit anebo nepokracovat v provadéni Klinického
hodnoceni, dokud nebudou splnény veSkeré
podminky uvedené v ¢l. 3 (¢) vySe a dokud nebyla
ucinéna veSkerd podani, predlozeny veSkeré
dokumenty a dokud etické komise nevydaly souhlasné
stanovisko ¢i stanoviska, nebyla ziskdna veSkera
povoleni dle Platnych zdkont a pfedpist vyzadovana
pro provadéni Studie a nebyla ucinéna veskera
oznament;

predtim, neZ potencidlni Subjekt zatadi do Klinického

hodnoceni, fddné¢ dany Subjekt informovat o
charakteru, vyznamu a dopadech Klinického
hodnoceni pfinejmensim v rozsahu Piilohy 2

VyhlasSky o SKP a také o dtucelu a rozsahu
shromazd’'ovani a uziti osobnich udajl, zejména
zdravotnich, a ziskat zdkonem poZadovany pisemny
informovany souhlas Subjektu, jak je uvedeno v ¢l. 8
Vyhlasky o SKP a ¢l. 3(c) vyse, s ucasti v Klinickém
hodnoceni a se sdélovanim, pfeddvanim a
zpracovanim  udaji  shromazdénych v souladu
s Protokolem, pficemZ bude brét v potaz ustanoveni o
ochran¢ udajti, zejména Pfislusné predpisy o ochrané
osobnich tudaji;
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(a)

(b)

(©)

Institution/Investigator to stop recruiting for this Trial
without any compensation or penalty on the part of
Biogen. The estimated number of Subjects enrolled at
Institution arcjfSubjects.

If the Subject enrollment goal is not met within the
specified time period due to unforeseeable
circumstances, and the Institution has been diligent in
its efforts or Biogen has been unable to supply the
Institution with the Material in sufficient quantities to
support Subject recruiting, then Biogen may at its sole
discretion either extend the Trial recruitment period
or otherwise modify the recruitment goal for the Trial.

Data Integrity. The Institution shall, and shall
cause the Investigator to, at all times maintain
evidence to demonstrate that adequate quality
management systems and controls are in place to
ensure reliability, quality and integrity of all data.

4. Special obligations of the Investigator

The Investigator further undertakes

to treat the Product according to the Protocol and also
otherwise fully comply with the Protocol and any
further instructions as may be given by Biogen and
immediately give written notice of any deviations
from the Protocol to Biogen and the CRO;

not to commence and/or continue to conduct the Trial
unless and until all conditions described in Section
3(c) above have been met and all required filings have
been made and all documents have been deposited
and the assenting ethics vote or the ethics votes,
respectively, as well as all relevant permits under the
Applicable Laws and Regulations required for
conducting the Trial have been obtained and/or
notifications made;

prior to the potential Subject’s involvement in the
Trial, to thoroughly counsel any Subject regarding the
character, relevance and consequences of the Trial at
least in the scope of Annex 2 to the GCP Regulation
and to inform him on the purpose and scope of the
collection and use of personal data, particularly of
health data, and to obtain the legally required written
informed consent of the Subject described in Article
8 of the GCP Regulation and in Section 3(c) above
and regarding the participation in the Trial and the
disclosure, transfer and processing of the data
collected in accordance with the Protocol, taking the
applicable data protection provisions into account,
namely the Data Protection Law;



(d)

(e)

®

(@

(h)

®

@

&)

®

(m)

(n)

vyplnit cely formuldt CRF, ktery obdrzi od
spolec¢nosti Biogen, u kaZzdého Subjektu tcastniciho
se Klinického hodnoceni, doplnit CRF nebo jinou
zpravu ¢i opravit ptipadné chyby co nejdiive poté, co
jejich  existenci zjisti, v souladu s poZadavky
uvedenymi v Protokolu a ve VyhldSce o SKP, a
vyplnéné formulaie CRF piedat spole¢nosti Biogen;

okamzit¢ pisemné uvédomit oddéleni bezpecnosti
1é¢iv spolecnosti Biogen a CRO (a piipadné i
Piislusné organy) o jakychkoliv nezddoucich
ptthodach souvisejicich s pouzivanim Produktu bez
ohledu na to, zda ma Zkousejici za to, Ze dané pithody
souviseji s Produktem ¢i nikoliv, a to v souladu
s podminkami Protokolu a pfisluSnymi ustanovenimi
Vyhlasky o SKP, zejména ¢l. 10 Vyhlasky o SKP;

oteviit obdlky pro ptipad nouze u dvojité zaslepenych
studii vyhradné v piipadé¢ vyskytu mimoiddnych
okolnosti, dany piipad zdokumentovat a informovat
spole¢nost Biogen a CRO o datu a divodu vzniku
takovych mimofadnych okolnosti;

fadn¢ vést zaznamy Investigator Site File (dile jen
HASF) a zejména do nich pribézné doplhovat
origindly vSech dokumentt tykajicich se Klinického
hodnocent;

nepfijimat 7ddné dal§i pacienty do Klinického
hodnoceni poté, co obdrzi od spolecnosti Biogen
ozndmeni o tom, Ze jiZ bylo dosaZeno celkového poctu
Subjektt, kteti meli byt vybrani pro tcast v Klinickém
hodnoceni dle Protokolu;

dodrZovat ¢asové terminy stanovené v Protokolu;

spolupracovat s monitory, které spolecnost Biogen
povétila vedenim Klinického hodnoceni, a dodrZovat
jimi vydané pokyny;

spolupracovat pii auditech nebo oficidlnich
kontrolach a podporovat provadéni takovych audita ¢i
oficialnich kontrol;

ziskat pozadovany souhlas Subjektd s pfevodem prav
ke vzorkim ziskanym v pribéhu Klinického
hodnoceni na spolecnost Biogen;

poskytnout spole¢nosti Biogen podepsanou aktudlni
verzi svého Zivotopisu;

ucinit pisemné prohldseni o tom, zda ZkousSejici m4
jakékoliv potencidlni ekonomické ¢&i jiné z4jmy
v souvislosti s provddénim Studie a latkami
testovanymi v rdmci Klinického hodnoceni, a pokud
ano, o jaké zajmy se jedna.

Platby Poskytovateli a ZkouSejicimu
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(e)

®

€]

(h)

®

@

9]

®

(m)

()

to entirely complete the CRFs provided by Biogen for
each Subject to be used in the Trial, amend any CRF
or other report or correct any errors possibly made as
soon as such errors are discovered, in accordance with
the requirements as specified in the Protocol and the
GCP Regulation, and submit the completed CRFs to
Biogen;

to give immediate written notice to Biogen’s drug
safety group and the CRO (and the Competent
Authorities, if applicable) of any and all adverse
events occurred and associated with the use of the
Product, whether or not the events are considered by
the Investigator to be related to the Product, according
to the terms of the Protocol and applicable provisions
of the GCP Regulation, namely Article 10 of the GCP
Regulation;

to open emergency envelopes in the event of double-
blind studies in cases of emergency only, to document
and notify Biogen and the CRO of the date and reason
for the emergency situation;

to duly keep the Investigator Site File (the ISF) and,
in particular, to continuously file all relevant Trial-
related original documents in the ISF;

not to recruit any more Subjects for the Trial after
Biogen has given notice that the total number of
Subjects stipulated in the Protocol has already been
enrolled in the Trial;

to comply with the time limits set in the Protocol;

to cooperate with the monitors entrusted with the
conduct of the Trial by Biogen and to observe the
instructions given by them;

to cooperate in the event of audits or official
inspections and support the carrying out of such audits
or official inspections;

to obtain the required consent of Subjects to the
transfer of rights in samples generated in the Trial to
Biogen;

to provide Biogen with an up-to-date signed CV;
to make a written declaration revealing whether or not
the Investigator has any possible economic or other

interests in connection with the conduct of the Trial and
the Trial substances and — if so — what his interests are.

Payments to the Institution and to Investigator




(a) Platby. Za provddéni Klinického hodnoceni
Poskytovatelem a ZkouSejicim se spole¢nost Biogen
zavazuje provadet prostfednictvim CRO cCtvrtletni
platby Poskytovateli po obdrZeni piislusné faktury a
spravné vyplnénych zdznamt CRF, a to v souladu
s podminkami stanovenymi v Pifloze A. Nebude-li
pisemné¢ ujedndno jinak, faktury od Piijemce plateb
(definovaného niZe) obdrzi a platby bude zpracovavat
CRO. Veskeré dotazy ohledné faktur Pfijemce nebo
plateb Pi{jemci plateb je tfeba adresovat CRO, jejiz
kontaktni tidaje jsou uvedeny v Piiloze A.

Odhadovand hodnota finan¢nitho plnéni na zdkladé
této smlouvy bude pfiblizné 4 120 390 K¢.

(b) Finan¢ni zavazky Poskytovatele. Platby uvedené
v ¢l. 5(a) vySe budou predstavovat jedinou odménu
nalezejici Poskytovateli a Zkousejicimu v souvislosti
s Klinickym hodnocenim. V pfipadé, Ze spolecnost
Biogen pfedem vyslovné a pisemnou formou
neschviélila jakékoliv ndklady a vydaje, bude
Poskytovatel odpovédny za thradu veskerych nakladt
a vydaju vyplyvajicich z provadéni Klinického
hodnocent, zejména za vyplatu odmény vSem ¢lendim
Personalu.

(c) Kazda smluvni strana prohlaSuje a zaru€uje ostatnim, Ze
platba poplatkti souvisejicich s provadénim klinického
hodnoceni (vCetné plateb subdodavateltim,
konzultantiim a jinym zdstupctim pracujicim jménem
Poskytovatele/zkousejictho nebo jako soucast sluzeb
Poskytovatele/zkousejiciho pro spolecnost Biogen, dle
situace) (i) predstavuje spravedlivou trzni hodnotu za
provadéni klinického hodnoceni, (ii) nebyla stanovena
zadnym zpasobem, ktery bere v tvahu objem nebo
hodnotu jakychkoliv doporuceni, uhrad nebo obchodu
mezi Poskytovatelem a/nebo zkousSejicim a spolecnosti
Biogen a/nebo CRO a (iii) neni nabizena ¢i poskytovana
zcela nebo zasti s Umyslem piimo ¢i nepifmo,
implicitné ¢i vyslovné ovlivnit ¢i vést pifjemce k
ndkupu, pfedepisovani, doporucovani, prodeji,
sjedndvani ndkupu ¢i prodeje nebo doporucovani
priznivého zatazeni piipravkd Biogen do seznamu nebo
jako odména za chovani v minulosti.

6. Vysledky Klinického hodnoceni, zaznamy a
kontroly

(a) Vyuziti vysledkii Klinického hodnoceni. Spole¢nost
Biogen a jeji zastupci budou mit neomezeny piistup
k veSkerym informacim ziskanym na zdklad¢
Klinického hodnoceni a pravo uZivat je k jakymkoliv
ucelim, které jsou v souladu se zdkonem.

V ramci Klinického hodnoceni mtize spolec¢nost
Biogen Poskytovateli a ZkouSejicimu  1ékafi
poskytovat piehled vysledkl Klinického hodnoceni
a/nebo vysledkti dalSich klinickych hodnoceni
formulovany zptsobem vhodnym pro neodbornika.
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(a)

Payments. In consideration of the conduct of the
Trial by the Institution and the Investigator, Biogen
through the CRO agrees to make quarterly payments
to the Institution upon receipt of a respective invoice
and correctly completed CRFs, in accordance with
the terms stipulated in Schedule A. CRO will receive
Payee (as defined below) invoices and process
payments unless otherwise agreed in writing. Any
queries regarding Payee (as defined below) invoices
or payments should be directed to CRO at the contact
details outlined in Schedule A

The estimated value of financial payment under this
Agreement shall be approximately CZK 4 120 390.

Financial obligations of the Institution. The
payments specified in Section 5(a) above shall
constitute the Institution’s and Investigator’s sole
remuneration in connection with the Trial.. In the
event that Biogen has not given its prior express
written approval regarding any costs or expenses, the
Institution shall be responsible for all costs and
expenses arising from the conduct of the Trial,
including but not limited to, the remuneration of all
Staff members.

Each party represents and warrants to the others that
the payment of the fees related to the conduct of the
Trial (including payments to subcontractors,
consultants, or other agents working on behalf of the
Institution/the Investigator or as part of the
Institution’s and/or Investigator’s services to Biogen,
as applicable) (i) represents the fair market value for
the conduct of the Trial, (ii) has not been determined
in any manner that takes into account the volume or
value of any referrals, reimbursements or business
between the Institution and/or the Investigator and
Biogen and/or CRO, and (iii) 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.

Trial Results, Records and Audits

Use of Trial Results. Biogen and its agents shall have
the unrestricted access and rights to wuse all
information resulting from the Trial for any and all
lawful purposes.

As part of the Trial, Biogen may provide the
Institution and Investigator with a summary of the
Trial results and/or results from other trials written in
a manner that is suitable for a lay person. The
Institution and Investigator agree to share these
results with their Trial Subjects and/or caregivers in a
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(b)

(©)

(d)

Poskytovatel a ZkouSejici 1ékat souhlasi, Ze tyto
vysledky vcas predaji subjektim klinického
hodnoceni a/nebo jejich opatrovnikim.

Kontrola ze strany spole¢nosti Biogen a zaznamy.
Ve vzdjemné dohodnutém cCase vramci béZné
pracovni doby umozni Poskytovatel spolecnosti
Biogen a jejim zdstupciim provést kontrolu, audit,
okopirovani anebo pofizeni vynatku ze zdznami a
Zprav shromdzdénych a vypracovanych
Poskytovatelem a Zkousejicim v prubéhu provadéni
Klinického hodnoceni, jakoZz i dals§i dokumentace,
udaju a informaci tykajicich se Klinického hodnoceni
a ddle prohlidku zafizeni, kde je Klinické hodnoceni
provadéno, kovéfeni plnéni podminek smlouvy,
Protokolu a Platnych zdkond a pfedpisti i pfesnosti
informaci poskytovanych v souvislosti s Klinickym
hodnocenim. Poskytovate]l umoZni spolecnosti
Biogen a jejim zastupcim, aby se setkali se
Zkousejicim a dal$imi pracovniky, ktefi plni pokyny
Zkousejicitho, aby mohli dané zdznamy a zpravy
projednat a vyftesit jakékoliv otazky tykajici se téchto
zaznamu a zprav. Na zadost spolecnosti Biogen nebo
jejich zastupct pak Poskytovatel a Zkousejici v téchto
zdznamech a zpravach neprodlené opravi jakékoliv
chyby ¢i opomenuti. Poskytovatel bude uchovavat
veskeré zaznamy tykajici se Klinického hodnoceni a
Subjektt, které se ho tcastni, v souladu s Protokolem,
Platnymi zdkony a ptedpisy a €l. 6(e) niZe, a predtim,
nez tyto zdznamy znic¢i nebo je bude likvidovat, je
povinen je pisemn¢ nabidnout spolec¢nosti Biogen.

Soucinnost pii kontrole provadéné spole¢nosti
Biogen. Poskytovatel a ZkousSejici poskytnou a
zajisti, aby i Persondl poskytl sou¢innost spole¢nosti
Biogen a jejim dodavateliim a zastupcim v piipadé
jakychkoliv internich kontrol ¢i auditt, a to v ramci
bézné pracovni doby a poté, co na to byli
v dostatecném predstihu upozornéni. Kde to bude
vhodné, budou dédny k dispozici zdravotni zdznamy
subjekt pro ucely ovéfeni zdrojového dokumentu
vramci kontroly ¢i auditu. Poskytovatel také
spole¢nosti Biogen a jejim dodavateliim a zastupcim
umozni, aby se setkala se ZkousSejicim a Ccleny
Persondlu za u¢elem vysvétleni a projednédni takovych
dokumentd, ddajt a informaci.

Kontrola provadéna prisluSnym organem. Pokud
si PfisluSny orgdn (ndrodni nebo zahrani¢ni) pieje
provést kontrolu u Poskytovatele nebo ve vztahu ke
ZkousSejicimu v souvislosti s jejich dcasti v Klinickém
hodnoceni, jsou Poskytovatel, ZkousSejici a Personal
v diivodné€ poZadovaném rozsahu povinni (i) okamzité
0o tom vyrozumét spole¢nost Biogen a CRO a
vynaloZit veskeré usili, aby zajistili, Ze spole¢nost
Biogen nebo jeji zdstupci mohou byt ptfi kontrole
pfitomni, a (ii) poskytnout Pi{slusSnym organtim
soucinnost a splnit opravnéné poZadavky kontroly. To
zahrnuje zpfistupnéni (pro ucely prostudovani a
okopirovani) dokumentace, udaji a informaci
tykajicich se Klinického hodnoceni. V ptipadech, kdy
to bude nutné kovéfeni zdrojového dokumentu
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(b)

(©)

(d)

timely manner.

Audit by Biogen and Records. The Institution shall
permit Biogen and its agents during normal business
hours and at mutually agreeable times, to inspect,
audit, duplicate and/or make abstracts of records and
reports collected and generated by the Institution and
the Investigator in the course of conducting the Trial,
as well any other documentation, data and
information relating to the Trial, and to inspect the
facilities at which the Trial is conducted to verify
compliance with this Agreement, the Protocol and the
Applicable Laws and Regulations and the accuracy of
information provided in connection with the Trial.
The Institution shall make the Investigator and other
personnel following the instructions of the
Investigator available to Biogen and its agents in
order to discuss such records and reports and to
resolve any questions relating to such records and
reports. At the request of Biogen or its agents, the
Institution and the Investigator shall immediately
correct any errors or omissions in such records and
reports. The Institution shall preserve all records
relating to the Trial and the Subjects participating
therein as required by the Protocol, the Applicable
Laws and Regulations and Section 6(e) below, and
shall, in writing, offer such records to Biogen before
destroying or disposing thereof.

Cooperation during Audit by Biogen. The
Institution and the Investigator shall cooperate, and
shall cause the Staff to cooperate, with Biogen and its
contractors and agents in the event of any internal
inspections or audits, upon reasonable notice and
during normal business hours. Subject medical
records will be made available where appropriate for
the purpose of source document verification
procedures as part of the inspection or audit. The
Institution also shall make the Investigator and Staff
available to Biogen and its contractors and agents to
explain and discuss such documentation, data and
information.

Inspection by Competent Authority. If a
Competent Authority (national or foreign) wishes to
inspect the Institution or the Investigator in
connection with their participation in the Trial, then
the Institution, the Investigator and Staff shall, to the
extent reasonably practicable, (i) immediately notify
Biogen and the CRO thereof and use their best efforts
to obtain approval for Biogen or its agents to be
present at the inspection and (ii) cooperate with the
relevant Competent Authorities and comply with the
legitimate requirements of an inspection. This also
includes the making available (for examination and
duplication) of documentation, data and information
relating to the Trial. Subject medical records shall be
made available where required for source document



(e

()

(b)

vramci kontroly, budou diny kdispozici také
zdravotni zdznamy subjektu. Poskytovatel zajisti, Ze
ZkouSejici a dalSi clenové Persondlu budou
Piislusnému orgdnu k dispozici pro tcely vysvétleni a
projednani takové dokumentace, idaji a informaci.
Uchovavani adaji.

Poskytovatel a/nebo Zkousejici souhlasi s tim, Ze
béhem obdobi archivace budou vSechny dokumenty
souvisejici s Klinickym hodnocenim, pokud to bude
pravné mozné a povolené, centrdlné archivoviany u

globélniho dodavatele ur¢eného spolecnosti Biogen.
Poskytovatel a/nebo Zkousejici souhlasi s tim, Ze se

obrati na e-mailovou adresu
aby iniciovala
odeslani  pfislusnych dokumentii souvisejicich

s Klinickym hodnocenim do konce Klinického
hodnoceni u Poskytovatele.

Duvérné informace

Zavazek Poskytovatele zachovavat diavérnost
informaci. Poskytovatel a ZkouSejici jsou povinni
zachovavat ml¢enlivost ohledné¢ Diivérnych informaci
(jak jsou definovany niZe) a omezi pfistup k nim na
spole¢nost Biogen a osoby, u nichZ je to nutné
z divodl zamyslenych touto smlouvou. Poskytovatel
a ZkousSejici podniknou veskeré kroky, aby zajistili, Ze
tyto osoby se budou fidit tymiz zdvazky zachovani
davérnosti, jaké se vztahuji na Poskytovatel a
Zkousejiciho dle této smlouvy. Divérné informace
zahrnuji:

(i) veSkeré informace a tudaje poskytnuté
spole¢nosti Biogen nebo jejim jménem, zejména
brozuru Zkousejicitho spolecnosti Biogen pro
Klinické hodnoceni;

(i) ustanoveni této smlouvy a Protokolu; a

(iii) veSkeré informace a udaje  vytvoiené
v souvislosti s Klinickym hodnocenim, zejména
zaznamy CRF a tdaje v nich obsaZené.

Duvérné informace jsou, stanou se a zustanou ve
vlastnictvi spole¢nosti Biogen.

Vyjimky a sdéleni informaci. Ustanoveni ¢l. 7(a)
vySe se nebudou vztahovat na informace, které se
pozdéji stanou vefejné zndmymi jinak neZ zavinénim
Zkousejiciho, Poskytovatele nebo Persondlu nebo
které budou pozdé&ji obdrzeny od tfeti strany majici
opravnéni takové informace sdélovat. Duvérné
informace mohou byt sdélovany v rozsahu
pozadovaném zdkonem (poté, co o tom byla
informovéana spolecnost Biogen a co méla mozZnost
vznést proti takto pozadovanému sdéleni piipadné
namitky). TotéZ plati pro 1é¢bu Subjektd ucastnicich
se Klinického hodnoceni.
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(e

(a)

®

(ii)

(iii)

verification procedures as part of the inspection. The
Institution also shall make the Investigator and other
Staff available to the relevant Competent Authority to
explain and discuss such documentation, data and
information.

Retention of Data.

Institution and/or Investigator agrees that during the
Archiving Period all Trial related documents, where
legally applicable and permitted, will be archived
centrally at a global vendor identified by Biogen. The
Institution and/or Investigator agrees to reach out to

mailbox to initiate
shipment of the applicable Trial related documents by
the end of the Trial at the Institution. ”

Confidentialit

The Institution’s Obligations of Confidentiality.
The Institution and the Investigator shall keep
confidential all Confidential Information (as defined
below) and shall limit access to the Confidential
Information to Biogen and to those persons who
require it for purposes contemplated hereby. The
Institution and the Investigator shall take all
practicable steps to ensure that such persons abide by
the same obligations of confidentiality as apply to the
Institution and the Investigator under this Agreement.
Confidential Information includes:

all information and data provided by or on behalf of
Biogen, including but not limited to the Biogen
investigator’s brochure for the Trial;

the provisions of this Agreement and the Protocol;
and

all information and data generated in connection
with the Trial, including but not limited to the CRFs
and the data contained therein.

Confidential Information is, shall become and shall remain
the property of Biogen.

(b)

Exclusions and Disclosure. The provisions in
Section 7(a) above shall cease to apply to information
that later becomes part of the public domain through
no fault of the Investigator, the Institution or Staff or
is later received from a third party having a right of
disclosure. Confidential Information may be
disclosed to the extent required by law (after giving
Biogen notice and an opportunity to contest the
required disclosure, if possible). The same shall apply
to the treatment of the Subjects participating in the
Trial.



()

Divérné informace a zveiejnéni. Duvérné
informace uvedené v €l. 7(a) (iii) vySe mohou byt dile
zvetejnény pro ucely interntho vyzkumu a vzdélavani
v piisném souladu s¢l. 8 a 9 nize a s dalSimi
ustanovenimi této smlouvy. Takové sdéleni nesmi
obsahovat jiné Divérné informace nez ty, které jsou
uvedeny v ¢l. 7(a) (iii) vyse.

7.2. Bez ohledu na ptedchazejici timto spole¢nost Biogen a

(a)

CRO potvrzuji, ze Poskytovatel je zavazano
publikovat tuto Smlouvu podle zdkona ¢. 340/2015
Sb., o registru smluv. Uvefejnéni se nevztahuje na
informace, které pifedstavuji obchodni tajemstvi
nékteré ze Smluvnich stran. Pro tcely této Smlouvy
se obchodnim tajemstvim rozumi zejména
Pfiloha A — Rozpocet a rozpis plateb, minimalni
cilovy pocet zarazeni, oCekdvany pocet subjektd
zatazenych do Studie a o¢ekdvana doba trvani Studie
a veskeré dalsi podrobnosti spojené s Protokolem.
Kromé toho pfedstavuji vyjimku z povinnosti
uvefejnéni také osobni udaje jednotlivych osob,
pokud jiZ nebyly difve uvetejnény v jiném vefejném
rejstiiku.

Vrimei ujedndni mezi smluvnimi stranami se
Poskytovatel zavazuje uvefejnit tuto Smlouvu v
souladu s vySe uvedenym. Verze této Smlouvy
uréend pro uvetejnéni bude odsouhlasena pted
uzavienim této Smlouvy Poskytovatelem, CRO a
spolec¢nosti Biogen pisemné, ale v kazdém ptipadé
nebude obsahovat obchodni tajemstvi a osobni tidaje.
Poskytovatel obdrzi pfed podpisem smlouvy
odsouhlasenou findlni verzi smlouvy ve strojové
¢itelném formdtu s podbarvenym textem, ktery
Biogen povaZuje za obchodni tajemstvi, spolu se
souhlasem spole¢nosti Biogen. V piipad€, Ze
Poskytovatel podminky této Smlouvy nezvefejni
béhem pozadované lhaty do tficeti (30) dnt od
posledniho podpisu smluvnich stran, na zdklad¢ vyse
uvedeného zdkona, mohou byt podminky této
Smlouvy zvefejnény CRO nebo spolecnosti Biogen.
Poskytovatel je povinen uvefejnit tuto smlouvu
v souladu s vySe uvedenym c¢ldnkem. Poskytovatel
bude informovat CRO o uvefejnéni smlouvy
v Registru smluv tak, Ze vyhradi tuto e-mailovou
adresu: [ GG -0 c mailovou
adresu, na kterou md byt zasldino ozndmeni
o uvefejnéni smlouvy v Registru smluv.

Smluvni strany berou na védomi, Ze nedojde

.....

piipravu a ptfeddni vybaveni do okamziku uvetejnéni
kone¢ného dokumentu v registru smluv.

Publikovani

Postup pfi publikovani. Po dokonc¢eni Klinického
hodnoceni a vyhodnoceni vysledkd nebo po upusténi
od Klinického hodnoceni mohou Poskytovatel nebo
ZkousSejici publikovat nebo jinak zvetejnit vysledky
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(©)

7.2.

(a)

Confidential Information and Publication. In
addition, the Confidential Information referred to in
Section 7 (a)(iii) above may be disclosed in
connection with publications for its own internal
research and educational purposes strictly subject to
Sections 8 and 9 below and the other provisions of
this Agreement. Such disclosure shall not contain any
Confidential Information other than that referred to in
Section 7 (a)(iii) above.

Notwithstanding the foregoing, Biogen and CRO
hereby acknowledge that the Institution is obliged to
publish this Agreement pursuant to Act no. 340/2015
Coll., on Agreements Register. Any information
which constitutes trade secret of either Party is
exempted from such publication. For the purposes of
this Agreement such trade secrets include, but are not
limited to, Schedule A- Budget and Payment
Schedule, the minimum enrolment goal, expected
number of Trial Subjects enrolled and the expected
duration of the Trial and any other details related to
the Protocol. Furthermore, personal data of
individuals are also exempt from such publication,
unless they have been previously published in
another public register.

As and between the Parties, Institution agrees to
publish the Agreement pursuant to the
foregoing. The version of this Agreement intended
for publication shall be agreed before the execution
of this contract, by the Institution and CRO and
Biogen in writing, but shall, in any event, exclude all
trade secrets and personal data. Before the execution
hereof, the Institution will be provided with the
agreed final version of the Agreement with the
sections considered as trade secrets by Biogen
highlighted, along with Biogen’s approval. In the
event the Institution fails to publish the Agreement
terms as required within thirty (30) days from the last
signature of the Parties as specified in the above
referenced law, the terms of this Agreement may be
published by the CRO or Biogen. The Institution is
obliged to publish this Agreement in accordance with
the article herein above. The Institution will inform
CRO of publishing the Agreement in the Agreements
Register by designating the following email address:

as the email address to
which a notification of publication in the Agreements
register shall be sent.

The Parties agree that the initiation visit shall not
occur at the Institution until the final Agreement has
been published in the Agreements Register and until
then neither Biogen nor the CRO shall supply any
Product to the institutional pharmacy.

Publications

Publication Procedure. On completion of the Trial
and evaluation of the results, or abandonment of the
Trial, respectively, the Institution or an Investigator
may publish or otherwise publicly disclose the results



Klinického hodnoceni nebo 1éc¢by kteréhokoliv
Subjektu zapojeného do Klinického hodnoceni pro
ucely interntho vyzkumu a vzdéldvani, nicméné mus{

pii tom byt dodrZeny ndsledujici podminky a
pozadavky ¢l. 7(c) vyse:

(i) kopie takto zvefejiiovanych materidlti musi byt
s odkazem na tento odstavec piedloZena ke
kontrole spole¢nosti Biogen nejmén¢ Sedesat
(60) dni pred jejich dorucenim jakékoliv jiné
stran¢.

(i) pokud spole¢nost Biogen zasle béhem této doby
ozndmeni, 7Ze mi ve vztahu k zdleZitostem
obsazenym v takovych materidlech v imyslu
podat pftihlasky na registraci patentli, bude
zvetejnéni odloZeno aZ o dal$ich devadesat (90)
dni od takového ozndmeni, aby mohly byt
podany piislusné piihlasky.

(iii) jelikoz Klinické hodnoceni tvofi soucasti Studie,
nesmi byt Zddné informace zvefejnény, dokud
nebudou k dispozici vysledky ze vSech zatizen{
a nebude provedena jejich analyza nebo dokud
nedojde k upusténi od Studie ve vSech
zafizenich. Pokud bude vytvofena komise
zkousejicich pro tucely publikovani vysledkt
Studie, bude jakékoliv samostatné publikovani
Poskytovatelem nebo ZkouSejicim odloZeno do
doby, a7z materidly publikuje komise nebo az
komise rozhodne o nepublikovdni takovych
materidld. Pokud komise nezvefejni prvni
publikaci do dvanécti (12) mésict poté, co byly
shromdzdény a analyzovany vysledky ze vSech
zafizeni, a komise neuvédomi Zkousejiciho o
tom, Ze ma v imyslu tyto materidly publikovat,
mohou Poskytovatel a Zkousejici vysledky
Klinického hodnoceni (ovSem nikoliv obecné
celé Studie) publikovat ¢i jinak zvefejnit pro
tcely internitho vyzkumu a vzdélavani, nicméné
s tim, Ze musi byt dodrZeny i ostatni podminky
uvedené v tomto ¢l. 8.

(iv) spolecnost Biogen si je veédoma existujicich
tlakd ohledné termin a miZe se na pozadani
pokusit vyse uvedené ¢asové lhity zkratit.

(b) Obsah publikaci. Jakédkoliv takova publikace mus{
byt v souladu s Platnymi zdkony a piedpisy a musi se
omezovat na veédeckd zjiSténi. Publikace nebo
zvefejnéné materidly zejména nesmi piedstavovat
propagaci dle pfisluSnych predpist.

9. Vynalezy

Neni-li v této smlouvé vyslovné uvedeno jinak, spolecnost
Biogen si ponechdva veskerd prava, kterd jsou udélena ¢i
uznana na zakladé¢ jakékoliv legislativy tykajici se patentd,
autorskych prav, ochrannych znamek nebo primyslovych
vzoru a jakychkoliv jinych zdkonti vztahujicich se na
dusevni a primyslové vlastnictvi, at’ jiZ registrované ¢i
nikoliv, a to vcetné prdv k jakémukoliv vyuZziti vySe
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of the Trial or the treatment of any Subject
participating in the Trial for internal research and
educational purposes, subject, however, to the
following conditions and compliance with Section
7(c) above:

6)) A copy of such disclosure shall be given to
Biogen for review, with reference to this
paragraph, at least sixty (60) days prior to
delivery to any other party.

(i)  If Biogen gives notice during such period that
it intends to file patent applications relating to
matters contained in such disclosure,
disclosure shall be delayed for up to an
additional ninety (90) days from such notice to
permit such filings.

(iii)  As the Trial is part of the Study, no disclosure
shall be made until results from all centres
have been received and analysed, or the Study
has been abandoned at all centres. If a
committee of investigators is formed for
publication of results of the Study, any
separate publication by the Institution or the
Investigator shall be delayed until the initial
publication by the committee or a
determination is made by the committee not to
make such publication. If the committee does
not produce an initial publication within
twelve (12) months after the results from all of
the centres have been received and analysed,
and the committee does not notify the
Investigator that the committee intends to
produce a publication, then the Institution and
the Investigator may publish or otherwise
disclose the results of the Trial (but not the
Study in general) for internal research and
educational purposes, subject, however, to the
other conditions of this Section 8.

(iv)  Biogen is sensitive to deadline pressures and
may be able to accelerate the above timelines
upon request.

(b)  Content of Publications. Any such publication or
disclosure must comply with all Applicable Laws and
Regulations and must be limited to scientific findings.
Such publications or disclosures must, in particular,
not constitute promotion under the applicable
regulations.

9.  Inventions

Unless otherwise expressly provided hereunder, Biogen
retains any rights that are or may be granted or recognized
under any legislation regarding patents, copyrights,
trademarks, industrial designs, and any other law regarding
intellectual and industrial property, whether registered or
unregistered, and including rights in any application for any
of the foregoing (the Intellectual Property Rights) in the
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uvedeného (déle jen ,,Prdva z duSevniho vlastnictvi*), ve
vztahu k vysledkim Klinického hodnoceni, Produktu,
kterémukoliv Materidlu, Divérnym informacim a Protokolu
1 k ¢emukoliv od nich odvozenému nebo k jejich vylepSeni
¢i uziti, jakoZ i kjakémukoliv dal§imu dilu, objevu,
vynélezu (patentovatelnému ¢i nikoliv), ochranné znamce,
primyslovému vzoru nebo jakékoliv jiné zalezitosti
zpisobilé k tomu, aby poZivala jakoukoliv ochranu na
zaklad¢ Prav z duSevniho vlastnictvi (ddle jen ,,.DuSevni
vilastnictvi*), sdélené ¢i jinak poskytnuté spolecnosti
Biogen Poskytovateli anebo ZkousSejicimu na zaklad¢ této
smlouvy. Veskerd Prava z duSevniho vlastnictvi se fidi
zékony jurisdikce, ve které takové pravo vzniklo.

Priava z duSevniho vlastnictvi k jakémukoliv DuSevnimu
vlastnictvi objevenému ¢i vytvofenému Zkousejicim, at’ jiz
samostatné nebo spole¢né se treti stranou, v rdmci plnén{
této smlouvy, vcetné¢ DuSevniho vlastnictvi tykajictho se
Produktu, Klinického hodnoceni, Protokolu, vysledkt
zaznamenanych béhem Klinického hodnoceni anebo
jakychkoliv ddaji, informaci ¢i vysledkd dosaZenych
samostatnou nebo spolecnou praci stran na Klinickém
hodnoceni (dile jen ,,Vyndlezy*), budou povazovina za
vyhradni a nezcizitelné vlastnictvi spole¢nosti Biogen.

Pokud by na zdklad¢ pfislusnych zdkond a piredpist
piipadlo  vlastnictvi Prdv z duSevniho vlastnictvi
k Vynéleziim Poskytovateli anebo Zkousejicimu, prevadi
timto ZkousSejici jako autor anebo piipadné Poskytovatel
jako zaméstnavatel ZkousSejictho vykondvajici majetkova
autorskd prava ZkouSejiciho jakozZto autora, veskerd
prevoditelnd Prava z dusevniho vlastnictvi k jakymkoliv
Vyndleziim (zejména pravo Poskytovatele vykondvat
majetkova prava k autorskym diltim) na spole¢nost Biogen.
V piipad¢, Ze charakter Prdv z duSevniho vlastnictvi
znemoznuje vSechna ¢i nekterd tato prava vyse uvedenym
zpusobem pievést, udéluje timto Zkousejici anebo piipadné
Poskytovatel spolecnosti Biogen vyslovnou, vyhradni,
neodvolatelnou a bezplatnou licenci na uziti a v rozsahu
povoleném piislusSnymi zdkony vykon jakychkoliv Prav z
dusevniho vlastnictvi k Vynédlezim. Bez ohledu na vyse
uvedené timto ZkouSejici a Poskytovatel souhlasi s tim, Ze
spole¢nost Biogen ma pravo udélit sublicenci nebo prevést
licenci udélenou ji dle tohoto ¢lanku na tfeti stranu.
Poskytovatel a Zkousejici budou spolecnost Biogen
neprodlen¢ pisemné informovat o jakychkoliv Vynélezech
a poskytnou ji informace a soucinnost, kterou muzZe
spole¢nost Biogen diivodné pozadovat k vykonu svych prav
dle této smlouvy, vcetn€, avSak nikoliv pouze, ziskani
kone¢ného vlastnictvi takovych Vyndlezi spolecnosti
Biogen, pfipravy, podani a vyfizeni patentovych piihlasek
tykajicich se takovych Vyndlezii, a vymahani patentovych a
jinych prav k pfedmétnym Vyndlezim. Pro pfipad, Ze by
zavazna ustanoveni pifsluSnych zdkont dané jurisdikce
opraviiovala Poskytovatel anebo ZkouSejictho anebo
Persondl poZzadovat kompenzaci za poskytnuti licence
anebo za jakékoliv komercni vyuZiti takovych Vynalezi
spolecnosti Biogen, se strany dohodnou na obchodné
pfimétené vysi kompenzace, a to na zdklad¢ ptispéni kazdé
strany ke vzniku daného Vyndlezu a s ohledem na zavedené
postupy, které jsou vdaném odvétvi v takovych
zalezitostech bézné.
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results of the Trial, the Product, any Material, the
Confidential Information and the Protocol or any derivative
or any improvement or use thereof, as well as in any other
work, discovery, invention (whether or not patentable),
trade-mark, industrial design, or any other matter capable of
protection by Intellectual Property Rights in any way (the
Intellectual Property) disclosed or otherwise provided by
Biogen to the Institution and/or Investigator under this
Agreement, if any. All Intellectual Property Rights shall be
governed by the jurisdiction in which any such Right has
been conceived.

Intellectual Property Rights in any Intellectual Property
discovered or created by the Investigator, alone or with any
third party, in the performance of this Agreement, including
Intellectual Property related to the Product, the Trial, the
Protocol, the results recorded during the Trial, and/or any
data, information or results achieved by the parties’ own or
joint work with the Trial (the Inventions) shall be deemed to
be the exclusive property of, and shall exclusively be vested
with Biogen.

To the extent that the Applicable Laws and Regulations
would attribute ownership of the Intellectual Property Rights
to the Inventions to the Institution and/or the Investigator, the
Investigator as the author and/or the Institution, as the
employer of the Investigator exercising economic copyrights
of the Investigator as the author (whichever applicable),
hereby assigns all transferable Intellectual Property Rights in
any Inventions (namely the Institution’s right to exercise
economic rights to copyrighted works) to Biogen. In the
event that the nature of Intellectual Property Rights prohibits
the assignment of all or any of such Rights as set forth above,
the Investigator and/or the Institution (whichever applicable)
hereby grants to Biogen an express, exclusive, irrevocable
and royalty-free license for use and exercise, to the extent
permitted by applicable law, of any and all Intellectual
Property Rights in and to the Inventions. Notwithstanding
the foregoing, the Investigator and the Institution hereby
agree that Biogen has the right to grant a sub-license, or
transfer the license granted to it under this Article, to a third
party. The Institution and the Investigator shall notify Biogen
immediately of any Inventions in writing and shall provide
such information and cooperation as Biogen may reasonably
request from time to time to enable Biogen to exercise its
rights hereunder, including but not limited to perfecting
Biogen’s ownership of such Inventions, the preparation,
filing and prosecution of patent applications related to such
Inventions, and the enforcement of patent and other rights to
said Inventions. To the extent that the applicable mandatory
provisions of law in the jurisdiction would entitle the
Institution and/or Investigator and/or the Staff the right to
compensation for granting the license and/or for any
commercial exploitation of such Inventions by Biogen, the
parties shall agree to a commercially reasonable level of
compensation, based on the parties’ respective contributions
to the Invention in question and having regard to standard
industry practice in such matters.
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Aby se predeslo pochybnostem, shromazdovani a
zpracovani vysledkl Klinického hodnoceni Poskytovatelem
anebo Zkousejicim v rdmci béZného plnéni této smlouvy
nepfedstavuje  Vyndlez, na zdkladé, kterého by
kterémukoliv z nich vznikal ndrok na kompenzaci dle
tohoto ¢lanku nad rdmec ¢éstek jiz poskytnutych dle Ptilohy

A.

10. Doba trvani a ukonéeni smlouvy

(a) Doba trvani. Tato smlouva za¢ind byt zdvazna dnem
jejiho podpisu posledni ze stran této Smlouvy (déle
jen ,Datum platnosti*) a zistava v Gcinnosti az do
fadného ukonceni Klinického hodnoceni, pokud
nebude ukoncena diive pisemnou dohodou stran nebo
podle ostatnich ustanoveni tohoto ¢l. 10. Uginnosti
nabyvd tato smlouva dnem jejtho uvefejnéni
v Registru smluv.

Predpoklddand doba trvani Klinického hodnoceni je

do

(b) Ukonéeni smlouvy ze strany spole¢nosti Biogen.
Biogen mad pravo kdykoliv dle vlastntho uvazeni
ukoncit s okamzitou t¢innosti Klinické hodnoceni a
toto ozndmit Poskytovateli a ZkouSejicimu. Poté, co
Poskytovatel a ZkouSejici obdrzi ozndmeni o
ukonceni Klinického hodnoceni, podniknou s
okamZitou ucinnosti veSkeré pfiméfené kroky k
zastaveni Klinického hodnoceni v nejbliz§im moZném
terminu a k ochrané zdravi Subjektti Gicastnicich se
Klinického hodnoceni.

(¢) Ukonfeni smlouvy ze strany Poskytovatele.
Poskytovatel ma pravo ukoncit provadéni Klinického
hodnoceni, pokud je to nutné k ochrané zdravi
Subjekti.

(d) Ukonfeni smlouvy v  piipadé  absence
Zkousejictho. Poskytovatel a spole¢nost Biogen
mohou také ukonlit tuto smlouvu s okamZitou
ucinnosti na zdkladé¢ pisemné vypovédi druhé strané a
CRO, pokud Zkousejici odstoupi od této smlouvy,
prestane byt k dispozici nebo ukonéi sviij vztah s
Poskytovatelem, a i pies vynaloZzeni maximdlniho
dsili ze strany Poskytovatele neni mozno nalézt
odpovidajici ndhradu, kterd by byla pfijatelnd i pro
spole¢nost Biogen.

(¢) Ukonfeni z divodu poruseni zavazku apod.
Kterdkoliv ze stran miZe ukoncit tuto smlouvu s
okamzitou uc¢innosti na zdklad¢ pisemné vypoveédi
druhé strané a CRO, pokud (i) se druha strana dopusti
zdvazného poruseni této Smlouvy, které (pokud jej
1ze napravit) nebylo napraveno do tficeti (30) dnti od
podani pisemného ozndmeni stranou, kterd zdvazek
neporus$ila, nebo (ii) se druhd strana dostane do
platebni neschopnosti. Jakékoliv poruSeni spravné
klinické praxe, Pfislusné protikorupéni legislativy
nebo ustanoveni na ochranu osobnich tudaji dle
Platnych zakonl a pfedpisii bude povazovano za
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For the avoidance of doubt, the collection and processing of
Trial results by the Institution and/or the Investigator in the
normal course of performance of this Agreement does not
constitute an Invention which would entitle either to any
compensation under this Section in addition to the sums
already provided in Schedule A.

10. Term and Termination

(a) Term. This Agreement becomes binding on the date
of signature by the last party to this Agreement (the
Binding Date) and shall continue until the due
completion of the Trial unless terminated earlier by
the written agreement of the parties or under the other
provisions of this Section 10. The Agreement enters
into force upon the date of publication in the
Agreement Register

Estimated duration of the Trial is until |Gz

(b)  Termination by Biogen. Biogen, in its sole
discretion, shall have the right to terminate with
immediate effect the conduct of the Trial at any time
and give notice to the Institution and the Investigator
accordingly. Upon receipt of the notice to terminate
the Trial, the Institution and the Investigator shall
immediately take all reasonable steps to cease
conduct of the Trial at the Institution as soon as
reasonably possible and to protect the welfare of
Subjects participating in the Trial.

©) Termination by the Institution. The Institution
shall have the right to terminate the conduct of the
Trial if necessary to protect the welfare of Subjects.

(d) Termination due to Unavailability of the
Investigator. In addition, The Institution and Biogen
may terminate this Agreement with immediate effect
by written notice to the respective other party and to
the CRO if the Investigator withdraws from this
Agreement or is no longer available or terminates his
or her relationship with the Institution, and a suitable
replacement cannot, after reasonable efforts by the
Institution, be found that is agreeable to Biogen.

(e)  Termination for Breach etc. Either party may
terminate this Agreement with immediate effect by
written notice to the other party and to the CRO in the
event that (i) the other party commits a material
breach of this Agreement which (if remediable) is not
remedied within thirty (30) days of a written notice
from the non-defaulting party; or (ii) the other party
becomes insolvent. Any violation of the good clinical
practices, the Applicable Anti-Corruption
Legislation, or data protection provisions under the
Applicable Laws and Regulations shall be deemed to
be a material breach of this Agreement.
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®

(2

(h)

®

)

11.

(a)

hrubé poruseni této smlouvy.

CRO jakoZto zdstupce spole¢nosti Biogen, ktery je
stranou této Smlouvy pouze pro tcely uvedené v jeji
preambuli, timto bere na védomi, Ze nesmi zasahovat
do rozhodnuti o tom, zda ukoncit nebo neukondit tuto
Smlouvu.

Zavazky v pripadé pired¢asného ukonceni. Pokud
bude  provddéni  Klinického  hodnoceni u
Poskytovatele ukonceno pted jeho dokoncenim jinak
nez spoleCnosti Biogen dle ¢l. 10(e), zaplati
spolecnost Biogen prostfednictvim CRO
Poskytovateli odménu uvedenou v této smlouvé za
mezniky, které byly dosaZeny k datu ukonceni, a
veskeré nezruSitelné vydaje, k jejichZ vynaloZeni dala
pfedtim spole¢nost Biogen sviij souhlas. V pfipadé
pred¢asného ukonéeni z jakéhokoliv diivodu poskytne
Poskytovatel spolec¢nosti Biogen soucinnost tak, jak
bude spolecnost Biogen divodné vyzadovat za
ucelem zajisténi preddni provadéni Klinického
hodnoceni tieti osob&, a s ohledem na zachovani
zdravi Subjektti Klinického hodnoceni.

Vraceni dokumenti a materiali. Po ukonceni této
smlouvy z jakéhokoliv divodu vrati Poskytovatel a
zajisti, aby i ZkouSejici vratil spolecnosti Biogen
veskeré dokumenty, vysledky Klinického hodnoceni a
Materidly, které byly v pribéhu Klinického
hodnoceni uzivany nebo vytvotfeny nebo na které bylo
vramci  Klinického  hodnoceni  odkazovano.
Poskytovatel a Zkousejici se timto neodvolateln¢
vzdavaji prava na jakykoliv majetkovy podil nebo
duSevni pravo vyplyvajici z kterékoliv vySe uvedené
poloZzky, které mé ndrok na ochranu.

Setrvani v platnosti. CL 6, 7, 8,9, 10, 11, 13(b),
13(c) a 13(i) této smlouvy zustavaji v platnosti po
dobu patnicti (15) let po uplynuti platnosti ¢i
ukonceni Klinického hodnocenf a této smlouvy.

Zpiisoby ukonceni smlouvy. Tato smlouva musi byt
ukoncena pisemné pfiCemZ origindl vypovédi bude
zaslan druhé strané béZznou poStou k okamZzZitému
potvrzeni. Ukonceni platnosti smlouvy e-mailovou
zpravou se vylucuje.

Odskodnéni
Odskodnéni ze strany spole¢nosti Biogen.
Spole¢nost  Biogen  odSkodni  ZkousSejiciho,

Poskytovatele a jeho Cleny pfedstavenstva, spravce,
povéfené zastupce a zaméstnance, vcetné Persondlu
(dale spole¢né ,,0dskodriované osoby) za jakoukoliv
ztrdtu, odpovédnost nebo ndklady  vzniklé
v souvislosti s narokem, poZzadavkem, Zalobou nebo
fizenim, a to vcetné¢ nemajetkové tjmy (déle jen
,INdrok®) vyplyvajicim z tcasti Odskodiovanych
osob na Klinickém hodnoceni, s vyjimkou piipadu,
kdy Narok je dusledkem (a) nedodrzenf této smlouvy
(které vedlo ke vzniku Skody), Protokolu nebo
jakéhokoliv jiného pisemného pokynu doruceného
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(f) The CRO, as representative of Biogen and party to

(2)

(h)

®

)

11.

(a)

this Agreement only for the purposes stated in the
preamble, acknowledges that it shall not intervene in
the decision to terminate or not to terminate the
Agreement.

Respective Obligations in the Event of Early
Termination. In the event that the conduct of the
Trial at the Institution is terminated prior to its
completion other than by Biogen under Section 10(e),
Biogen through the CRO shall pay to the Institution
the remuneration detailed in this Agreement for the
milestones which have been duly achieved to the date
of termination and all non-cancellable expenses
previously approved by Biogen. In the event of early
termination for any reason, the Institution shall
provide all such assistance as Biogen shall reasonably
require in order to ensure an efficient handover of the
conduct of the Trial to a third party and with due
regard for the welfare of the Subjects.

Return of Documents and Material.  Upon
termination of this Agreement for any reason the
Institution shall and shall procure that the Investigator
shall return to Biogen all documents, Trial results and
Material used, generated or referred to in the course
of the Trial, and the Institution and the Investigator
hereby irrevocably waive any ownership interest or
intellectual rights worthy of protection of any of the
above.

Survival. Sections 6, 7, 8,9, 10, 11, 13(b), 13(c) and
13(i) of this Agreement shall survive the expiration or
termination of the Trial and this Agreement for a
period of fifteen (15) years.

Methods of Termination. The Agreement shall be
terminated in writing whereby the original
termination letter shall be sent to the other party by
ordinary mail for confirmation without undue delay.
The termination of this Agreement by e-mail
communication shall be excluded.

Indemnification

Indemnification by Biogen. Biogen shall indemnify
the Investigator, the Institution and its directors,
trustees, authorized representatives and employees
including the Staff (collectively, the Indemnitees)
against any loss, liability or costs incurred in
connection with a claim, demand, action, suit or
proceeding including non-material loss (a Claim)
arising out of the participation of the Indemnitees in
the Trial, except to the extent that the Claim results
from (a) the failure of an Indemnitee to comply with
this Agreement (giving rise to damage), the Protocol
or with any written instructions delivered by or on
behalf of Biogen or with the Applicable Laws and



spolec¢nosti Biogen ¢i jejim jménem nebo Platnych
zakoni a predpisi ze strany OdSkodnované osoby, a
toto poruSeni vedlo ke vzniku Skody nebo (b)
nedbalosti, opomenuti nebo Umyslného jednani

Odskodiiované osoby a jejich jedndni vedlo ke vzniku
Skody.

(b) Podminky odskodnéni ze strany spolecnosti
Biogen. Zivazek spolecnosti Biogen poskytnout
odSkodnéni podléhd nésledujicim podminkam:

) spolecnost Biogen obdrZi ozndmeni o Néaroku
nebo  uddlostech, vjejichz  dutsledku
pravdépodobné dle rozumného uvaZeni
Poskytovatele a Zkousejictho mtze dojit ke
vzneseni Naroku, s kopif pro CRO (vzdy vSak
do patnicti (15) pracovnich dnti poté, co
Poskytovatel nebo Odskodfiované osoby
zadajici o odSkodnéni obdrzi piislusné
oznameni);

(i)  spolecnosti Biogen bude vZzdy umoZznéno héjit
se proti Néroku, a to ve spolupraci a za pomoci
Poskytovatele a  OdSkodiovanych osob
pozadujicich  odSkodnéni.  Poskytovatel
v zddném pifpadé nebude realizovat ani se
nepokusi realizovat Zadné vyporadan{ ani jinak
neuznd Ndrok bez piedchoziho pisemného
souhlasu spole¢nosti Biogen.

(iii))  Odskodnovand osoba pozadujici odskodnéni
podnikne veSkeré odivodnéné kroky, aby
snizila ~ vysi  jakéhokoliv Naroku na
odskodnéni.

Toto odskodnéni nebude vyplaceno ve prospéch
pojistitele Odskodnované osoby, regresem ani jinak.
Ustanoveni tohoto ¢l. 11 zakldda v souvislosti se
vSemi Néroky vyhradni a jediny opravny prostiedek
Odskodnovanych osob proti spolecnosti Biogen.

12. Oznameni

Jakékoliv ozndmeni vyZadované nebo podané kteroukoliv
ze stran dle této smlouvy musi byt zasldno v pisemné
podobé¢ doporucenou postou nebo kuryrem. Ozndmeni bude
povaZzovéano za pfijaté v den, kdy bylo doruceno poStou
nebo kuryrni sluZbou na adresu uvedenou v zdhlavi této
smlouvy nebo na jakoukoliv adresu sdélenou pozdéji dle
tohoto ¢l. 12.

13. Rizné

(a) Postoupeni. Zavazky dle této smlouvy nélezZeji
Zkousejicimu, ktery byl pro toto Klinické
hodnoceni jmenovdn, a tento ZkousSejici nesmi
tuto smlouvu ani jakékoliv pravo ¢i povinnost
pfevést na jakoukoliv tfeti stranu. Spolecnost
Biogen si vyhrazuje pravo pfevést n€kterd nebo
vSechna sva prava a povinnosti dle této smlouvy
na své Spiiznéné spole¢nosti nebo zajistit plnén{
této smlouvy kteroukoliv ze svych Spfiznénych
spole¢nosti, a to vcetné platby nebo vybéru
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Regulations and such failure has given rise to damage
or (b) any negligent act or omission of or wilful
misconduct by an Indemnitee and such act or
omission has given rise to damage.

(b) Conditions on the Indemnification by Biogen.
Biogen’s indemnification obligations are subject to
the following conditions:

@) Biogen shall have received notice of a Claim or
events that in the reasonable opinion of the Institution
or Investigator would give rise to a Claim likely to
give rise to a Claim, with a copy to the CRO without
undue delay (but in any case within fifteen (15)
business days after the Institution or the Indemnitees
seeking indemnification shall have received notice
thereof).

(i)  Biogen shall be given the opportunity at all times to
manage the defence of the Claim, with the
cooperation and assistance of the Institution and the
Indemnitees seeking indemnification. In no event
shall the Institution make or attempt to make any
settlement or make any admission with respect to the
Claim without the prior written consent of Biogen.

(iii))  An Indemnitee seeking indemnification shall take all
reasonable steps to mitigate the amount of any Claim
for indemnification,.

This indemnity will not inure to the benefit of any
Indemnitee’s insurer, by subrogation or otherwise. The
provisions of this Section 11 constitute the Indemnitees’ sole
and exclusive remedy against Biogen in respect of all
Claims.

12. Notices

Any notice required or given by either party hereunder shall
be in writing by registered post or courier. Such notices shall
be deemed received on the date notice of delivery is provided
by post office or courier. to the address stated on top of this
Agreement or to any address as may be communicated at a
later date under this Section 12.

13. Miscellaneous

(a)  Assignment. The obligations under this Agreement
are personal to the Investigator designated for the
Trial and neither this Agreement, nor any right or
obligation hereunder may be assigned by the
Investigator to any third party. Biogen reserves the
right to assign to its Affiliates or to procure the
performance by its Affiliates of some or all of its
rights and obligations under this Agreement,
including the payment or collection of monies due
hereunder. Biogen shall be entirely liable for the acts
and omissions of its Affiliates, which are not parties
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(b)

©)

(d)

(e)

penéznich prostiedku splatnych dle této smlouvy.
Spolecnost Biogen bude v plném rozsahu
odpovédnd za tdkony a opomenuti svych
Spiiznénych spole¢nosti, které nejsou stranami
této smlouvy. Pojem Spiiznénd spolecnost
znamend jakoukoliv fyzickou nebo pravnickou
osobu, kterd pifmo ¢i nepiimo nebo
prostiednictvim jedné ¢i vice fyzickych nebo
pravnickych osob ovladd nebo fidi spolecnost
Biogen, je ovldddna nebo fizena spolecnosti
Biogen nebo je spolu se spole¢nosti Biogen pod
spole¢nou kontrolou nebo fizenim, at’ jiz jako
soucdst holdingu nebo jinak. Pro ucely vySe
uvedené definice znamena pojem Ovldddni v
souvislosti s jakoukoliv osobou (i) vlastnit, ptimo
¢i nepifimo, nejméné padesit procent (50 %)
akciového kapitdlu nebo hlasovacich priv
pravnické osoby nebo (ii) byt dle pfislusného
prava nebo jako povéfend osoba zptsobily piimo
¢i nepiimo vyznamné ovliviiovat fizeni nebo
provoz podniku takové osoby, at jiz
prostednictvim hlasovaciho prava vyplyvajiciho
z Uucasti na takové osob&é nebo z vlastnictvi
cennych papirti s hlasovacim pravem, at’ jiz na
zékladé smlouvy nebo jinak, nebo (iii) byt
schopen prosadit jmenovdni, zvoleni nebo
odvolani vétSiny osob, které predstavuji statutarni
organ nebo jsou ¢lenem takového orgdnu, nebo
vétsiny osob, které jsou cCleny dozoréi rady
subjektu, ve kterém je takovd osoba partnerem.
Osoba, kterd neni osobou s povéienim podepsat
tuto smlouvu, nesmi prosazovat Zadnou z jejich
podminek.

Biogen o postoupeni v souladu se zdkonem
¢. 89/2012 Sb., pisemné vyrozumi Poskytovatele.

Pravni vztahy stran. Tato smlouva nezaklada zadny
pracovnépravni vztah mezi spolecnosti Biogen nebo
CRO a ZkouSejicim nebo Persondlem ani vztah
obchodniho zastoupeni ¢i spole¢ny podnik mezi
Biogen nebo CRO a Poskytovatelem a
nezplnomociiuje Zadnou stranu, aby zavazovala
ptisluSnou druhou stranu. Strany nesm¢ji uZivat nazev
druhé strany v souvislosti s jakymkoliv ozndmenim
nebo jinym vefejnym prohldSenim, aniZ by k tomu
ziskaly souhlas pfislu§né druhé strany.

Rozhodné pravo. Tato smlouva se fidi a bude
vykldddna vsouladu spravnim fddem Ceské
republiky. Spory tykajici se této Smlouvy, které se
strandm nepodaif vyiesit smirn€, budou feSeny dle prava
Ceské republiky pied soudy Ceské republiky.

Neplatnost a oddélitelnost. Pokud kterdkoliv ¢ést
této smlouvy je nebo se stane neplatnou Ci
nevynutitelnou, nebudou timto ovlivnéna zbyvajici
ustanoveni této smlouvy a tato ustanoveni zistavaji
v plné platnosti a i¢innosti.

Dodatky. Jakykoliv dodatek nebo zména této
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(b)

(©)

(d)

(e)

to this Agreement. The term Affiliate shall mean any
person or legal entity that, either directly or indirectly,
through one or more persons or legal entities, controls
or manages Biogen, is controlled or managed by
Biogen, or is, along with Biogen, under joint control
or management, whether as part of a holding or
otherwise. For purposes of the above definition, the
term Control shall mean with respect to any person (i)
the possession, directly or indirectly, of at least fifty
percent (50 %) of the share capital or voting rights of
a legal entity, or (ii) to have, under relevant law or as
an authorized person, capacity, either directly or
indirectly, major influence on the management or
operations of the enterprise of such person, whether
by votes arising from participation in such person or
holding of other securities with voting rights, either
contractually or otherwise, or (iii) to be able to
enforce an appointment or election, or recall of
majority of persons who are a statutory body or a
member thereof, or majority of persons who are a
member of the Supervisory Board of an entity in
which such person is a partner. A person who is not a
signatory to this Agreement may not enforce any of
its terms.

Biogen shall notify the Institution of the assignment
pursuant to Act No. 89/2012 Coll., in writing.

Legal position of the parties. This Agreement shall
not create any relationship of employment between
Biogen or the CRO and the Investigator or Staff or an
agency or partnership, respectively, between Biogen
or the CRO and the Institution and shall not give
either party any authority to bind the respective other
party. Neither Party use the other party’s name in
connection with any notification or other publication
without the respective other party’s consent.

Applicable Law. This Agreement shall be governed
by and construed in accordance with the laws of the
Czech Republic. Disputes related to this Agreement
that cannot be amicably resolved by the Parties shall
be handled according to the laws of the Czech
Republic before the courts of the Czech Republic.

Invalidity and Severance. In the event that any part
of this Agreement is held to be invalid or
unenforceable, the remainder of this Agreement shall
not be affected thereby and shall remain in full force
and effect.

Amendment. Any amendment or change of this



smlouvy bude provedena pisemng; pisemné musi byt
proveden i dodatek ¢i zména tohoto €l. 13 (e).

(f)  Uplna dohoda. Tato smlouva a jakékoliv jeji piilohy,
Protokol a dokumenty, na které na tato smlouva
odkazuje, zakladaji dplnou dohodu mezi stranami
ohledn¢ provadéni Klinického hodnoceni. Strany
osveédCuji, Ze pti uzavieni této smlouvy se neopiraly o
Zadny jiny slib, zaruku nebo jiné ustanoveni
s vyjimkou piipadd vyslovné uvedenych v této
smlouvé a Ze vSechny podminky, zaruky a ostatni
ujedndni implikované zdkonem jsou timto vylouceny

-----

(g) Vyhotoveni. Tato smlouva bude podepsdna ve
Ctyfech (4) vyhotovenich v ceském jazyce a
anglickém jazyce, pficemZ kazd4 strana obdrZi po
jednom vyhotoveni v kazdé jazykové verzi. Pokud
dojde k jakékoliv nesrovnalosti mezi ceskou a
anglickou verzi, je ¢eskd jazykova verze rozhodujici.

(h) Zadné vzdani se prav. Neuplatnéni nebo prodleni
v uplatnéni kteroukoli stranou pfi vykonu prava nebo
opravného prostfedku poskytovanych zdkonem nebo
touto smlouvou neoslabi takové pravo nebo opravny
prostiedek, nebude vykldddno jako vzdani se jich, a
ani nevylou&i jejich vykon kdykoli ndsledn&. Zadny
jednotlivy ¢i c¢asteCny vykon takového prdava nebo
opravného prostfedku nevylouéi jakykoli jiny ¢i dals{
jejich vykon ani vykon jiného prava nebo opravného
prostiedku.

(i) Neexistence prav tfetich stran. S vyjimkou ptipadi
vyslovné uvedenych v této Smlouvé neud€luje nic v

této Smlouve Zadna prava jakékoliv osobé¢, kterd neni
stranou této Smlouvy.

14. Transparentnost

Jako ¢len Evropské federace farmaceutického primyslu a
asociaci (,,EFPIA*) bude spolecnost Biogen dodrzovat
kodexy ustanovené EFPIA vcetné¢ Kodexu upravujictho
zvetejiovani plateb a jinych plnéni pfijatého 24. ¢ervna 2013
a piislusnych ndrodnich kodexti o zvefejnovani (déle jen
,Platné kodexy EFPIA upravujici zveiejiiovani®).
Spolecnost Biogen proto bude shromazd’ovat, zaznamenavat
a zvefejnovat Informace (definované niZe) tykajici se
veskerych Plateb a jinych plnéni (definovanych niZe)
uskute¢nénych od 1. ledna 2015.

Pro ticely tohoto ustanoveni znamené pojem ,,Pfevod hodnot*
jakykoliv pifimy ¢i nepiimy prevod hodnot, at’ jiZ v penéZité
nebo nepenézité podobé ¢i jinak, ktery se tykd ndsledujicich
kategorif, jak je definovino podle Platnych kodext
zvetejiiovani EFPIA: dary a granty, financovani vyzkumu a
vyvoje, véetn€ (nikoliv vSak vyluén€) studii a klinickych
hodnocenti,
Iékatskych konferencich v ramci dalsiho vzdé€lavani, véetné
konferencnich/registra¢nich poplatkti, sponzorské smlouvy,
jakoZz i cestovni vylohy a ndklady na ubytovani, poplatky za

nepen¢zité vyhody v souvislosti sucasti na

sluzby a konzultace a jiné nepenéZité vyhody.
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Agreement shall be made in writing; the written from
clause shall also apply to the amendment or change of
this Section 13(e).

® Entire Agreement. This Agreement and any
Schedule, Protocol and documents referred to in this
Agreement, shall constitute the entire agreement
between the parties in relation to the conduct of the
Trial. Each party acknowledges that in entering into
this Agreement, it does not rely on any other promise,
warranty, or other provision except as expressly
provided for in this Agreement and that all conditions,
warranties and other terms implied by statute or
implicitly are hereby excluded to the fullest extent
permitted by law.

(&) Counterparts. This Agreement shall be executed in
four (4) counterparts in the Czech and English
languages, with each party receiving one counterpart
in both language versions. In case of any discrepancy
between the Czech and the English versions, the
Czech version shall prevail.

(h) No waiver. No failure or delay by a party in
exercising any right or remedy provided by law or
pursuant to this Agreement shall impair such right or
remedy, be construed as a waiver, or preclude its
exercise at any subsequent time. No single or partial
exercise of any such right or remedy shall preclude
any other or further exercise of it or the exercise of
any other right or remedy.

@) No Third Party Rights. Unless expressly set forth
in this Agreement, nothing in this Agreement shall
confer any rights on any person who is not a party to
this Agreement.

14. Transparency

As a member of the European Federation of Pharmaceutical
Industries and Associations ("EFPIA"), Biogen shall comply
with the codes enacted by the EFPIA, including the EFPIA
Code on Disclosure of Transfers of Value adopted on 24 June
2013 and the corresponding applicable national disclosure
codes (the “Applicable EFPIA Disclosure Codes”).
Accordingly Biogen shall collect, record and publish
Information (as defined below) regarding any Transfer of
Value (as defined below) made as from 1st January 2015.

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 following categories, as defined
under the Applicable EFPIA Disclosure Codes: donations and
grants, funding for research and development, including but
not limited to, studies, clinical trials and non-interventional
studies, non-monetary benefits in connection with attending
continuing medical education conferences, including
conference/registration fees, sponsorship agreements, as well
as travel and accommodation expenses, service and
consultancy fees, as well as other benefits in kind.
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Pro tcely tohoto clanku zahrnuje pojem ,Informace*
zejména castky predstavujici Platby a jind plnéni, jméno a
obchodni adresu zdravotnickych pracovniki a/nebo
zdravotnickych organizaci (,,ZP* a ,,Z0O%), typ obdrZenych
nepenézitych vyhod, pfislusné oznamovaci obdobi pro dany

Pfevod hodnoty a jeho ucel, jak je ddle podrobné uvedeno v
Platnych kodexech zvetejiiovani EFPIA.

Poskytovatel a ZkouSejici berou na védomi a souhlasi s tim,
Ze spolecnost Biogen a jeji pridruzené a dcefiné spolecnosti
mohou mit v souvislosti s timto Klinickym hodnocenim na
zaklad¢ Platnych kodexti zvefejnovani EFPIA urcité
povinnosti tykajici se poskytovani tidaji a hlaseni, zejména
poskytovani udajti/ hlaSeni poplatkil a ¢astek splatnych na
zaklad¢ této smlouvy.

Spolec¢nost Biogen bude proto hldsit veskeré nezbytné
Informace o Pfevodech hodnot uskute¢nénych od 1. ledna
2015 veskerym piislusnym uradim, zajistujicim finanéni
transparentnost.

15. Ochrana osobnich adaja

Pro tucely tohoto ¢lanku 15 budou mit ndsledujici pojmy
niZe uvedené vyznamy.

sData spolecnosti Biogen“ znamenaji jakékoli Osobni
udaje, které Poskytovatel a ZkouSejici zpracovavaji za
ucelem zajisténi bezpecnosti nebo ohlasovani nezaddoucich
piithod, anebo za udcelem poskytovani zprav spolecnosti
Biogen, nejednd se vSak o duddaje schopné piimo
identifikovat subjekt idaji, jak je uvedeno v Protokolu.

»opravee osobnich ddaji‘ znamend osobu, kterd sama
nebo spolu s dal§imi osobami stanovuje tcely a prostiedky
zpracovavani Osobnich ddaju.

s»Zpracovatel osobnich tdaju*“ znamend osobu, kterd
Osobni udaje zpracovava v zastoupeni Spriavce osobnich
udaju.

,, Prislusné piedpisy o ochrané osobnich idaji* znamena
legislativu na ochranu zdkladnich prav a svobod osob a
zejména jejich prdva na soukromi v souvislosti se
zpracovavanim Osobnich tdaja.

»Subjekt osobnich udaji* znamena identifikovanou nebo
identifikovatelnou fyzickou osobu.  Identifikovatelnd
fyzicka osoba je fyzicka osoba, kterou lze pifimo ¢i nepfimo
identifikovat, zejména odkazem na urcity identifikétor,
napiiklad jméno, identifikacni ¢islo, lokacéni udaje, sitovy
identifikator nebo na jeden ¢i vice zvlasStnich prvku fyzické,
fyziologické, genetické, psychické, ekonomické, kulturni
nebo spolecenské identity této fyzické osoby.

»Osobni tdaje‘“ znamenaji veskeré informace vztahujici se
k Subjektu osobnich ddajt.

sZpracovavat® a dalsi odvozené tvary, napiiklad
sZpracovavani (s velkym i malym pocéatecnim
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For the purpose of this clause, “Information” includes,
without limitation, and as further detailed under the Applicable
EFPIA Disclosure Codes, the amounts attributable to Transfers
of Value, the name and business address of the Healthcare
Professionals and/or Healthcare Organizations (“HCPs” and
“HCOs”), types of non-monetary benefits received, the
relevant reporting period for a Transfer of Value and the
purpose of the Transfer of Value.

Institution and Investigator acknowledge and agree that Biogen
and its affiliates and subsidiaries may have certain disclosure
and reporting obligations in relation to this Trial pursuant to the
Applicable EFPIA Disclosure Codes, including, without
limitation, the disclosure/reporting of fees and amounts
payable pursuant to this Agreement.

Accordingly, Biogen will report all necessary Information
regarding Transfer of Value made from Ist January 2015 to all
relevant Financial Transparency reporting authorities.

15. Data Protection

For the purpose of this Clause 15 the following terms shall
have the meanings set forth below.

“Biogen Data” means any Personal Data which the Institution
and Investigator process for the purpose of safety or adverse
event reporting or for the purpose of providing Biogen with
reporting, but not directly identifiable data as agreed in the
Protocol.

“Data Controller” means a person who, alone or jointly with
others, determines the purposes and means of the processing of
Personal Data.

“Data Processor” means a person who processes Personal
Data on behalf of a Data Controller.

“Data Protection Law” means the legislation protecting the
fundamental rights and freedoms of persons and, in particular,
their right to privacy, with regard to the processing of Personal
Data.

“Data Subject” means an identified or identifiable natural
person. An identifiable natural person is one 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, physiological, genetic, mental, economic, cultural
or social identity of that natural person.

“Personal Data” means any information relating to a Data
Subject.

“Process” and variants of it, such as “processing” (whether
capitalised or not) means any operation or set of operations
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pismenem), znamend jakoukoli operaci nebo soubor operaci
s Osobnimi udaji nebo soubory Osobnich tdaji, které jsou
provddény pomoci ¢i bez pomoci automatizovanych
postupii, jako je shromazdovani, zaznamendvani,
uspotadani, uchovavani, prizptisobeni ¢i pozménéni,
vyhledani, nahlédnuti, pouZiti, zpiistupnéni pienosem,
Sitenim ¢i jakymkoli jinym zpfistupnénim, sefazeni Ci
zkombinovani, omezeni, vymazani ¢i zniceni.

»Osobni tudaje v Kklinickém hodnoceni znamenaji
veskeré Osobni tudaje, které Poskytovatel a Zkousejici
zpracovavaji v souvislosti s ¢innosti, kterou vyvijeji na
zakladé této Smlouvy (napiiklad Osobni udaje subjekth
klinického  hodnoceni, = zaméstnancti, ZkousSejiciho,
zdravotnickych odborniki, monitort klinického vyzkumu a
veSkerych dalSich stran) s vyjimkou Dat spolecnosti
Biogen.

15.1 Spolecnost Biogen a Poskytovatel berou na védomi,
Ze jsou ve vztahu k Osobnim tddajim v klinickém
hodnoceni, které jsou sbirdny na zdkladé této
Smlouvy, pro ucely Piislusnych ptedpisti o ochran¢
osobnich tdaji nezavislymi Spravci osobnich udajti a
souhlasi, Ze budou Pfislusné ptedpisy o ochrané
osobnich udaji vzdy dodrzovat. Poskytovatel je pfi
zpracovani Dat spoleCnosti Biogen v pozici
Zpracovatele idaji spole¢nosti Biogen.

15.2 Poskytovatel dile souhlasi, Ze nebude spolecnosti
Biogen ani CRO Osobn{ ddaje v klinickém hodnoceni
poskytovat, s vyjimkou pfipadd, kdy je to nutné:

(a) za GiCelem splnéni pozadavkl Protokolu;

(b) pro potieby monitorovani nebo hlaseni nezadouci
ptihody;

(c) ve vztahu k uplatnéni naroku ¢i fizen{ iniciovaného
Subjektem klinického hodnoceni v souvislosti s
klinickym hodnocenim; nebo

(d) nebo z jiného opodstatnéného divodu v souladu se
Platnymi pfedpisy o ochrané osobnich uddaju a
Platnymi zdkony a piedpisy.

15.3 Poskytovatel zajisti, aby Osobni tidaje v klinickém
hodnocenti, které zpracovava:

(a) byly zpracovéavany pouze pro ucely provadéni a
vedeni Klinického hodnocent;

(b) byly ptimétené, relevantni a omezily se pouze na
to, co je nezbytné ve vztahu k uceltim, pro néz se
Osobni tidaje v klinickém hodnoceni zpracovavajf;
a

(c)aby byly ptesné a aktudlni a aby v piipadé

nepfesnosti byly neprodlené vymaziny nebo
opraveny.

15.4 Poskytovatel ponese odpovédnost za zajiSténi
dodrzovani pozadavkd tykajicich se prav Subjektt
udajt ohledné Osobnich tdajt v klinickém hodnoceni{
a zavazuje se spolupracovat se spolecnosti Biogen,
pokud Biogen takové pozadavky obdrzi, a potvrdit
spole¢nosti Biogen, zda podniklo néjaké kroky nebo
odpovidalo Subjektim udaji ¢i uradim pro ochranu
tdaji.
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which is performed on Personal Data or on sets of Personal
Data, whether or not by automated means, such as collection,
recording, organisation, structuring, storage, adaptation or
alteration, retrieval, consultation, use, disclosure by
transmission, dissemination or otherwise making available,
alignment or combination, restriction, erasure or destruction.

“Trial Personal Data” means any Personal Data which the
Institution and Investigator process in connection with the
activities they undertake under this Agreement (including
Personal Data of Trial Subjects, Staff, the Investigator,
healthcare professionals, clinical research associates or any
other party) but excluding Biogen Data.

15.1 Biogen and the Institution acknowledge that they are
independent Data Controllers in relation to Trial
Personal Data, that is collected under this Agreement
for the purposes of Data Protection Law and agree to
comply at all times with Data Protection Law. With
regard to the processing of Biogen Data, the Institution
shall act as Biogen’s Data Processor

15.2 The Institution further agrees that it shall not disclose
Trial Personal Data to Biogen or the CRO, except
where this is required:

(a) to satisfy the requirements of the Protocol;

(b) for the purpose of monitoring or adverse event
reporting;

(c) in relation to a claim or proceeding brought by the
Trial Subject in connection with the Trial; or

(d) for some other justified reason in compliance with
Data Protection Law and Applicable Laws and
Regulations.

15.3 The Institution shall ensure that Trial Personal Data it
processes:

(a) shall only be processed for the purposes of
conducting and managing the Trial;

(b) is adequate, relevant and limited to what is necessary
in relation to the purposes for which the Trial
Personal Data is processed; and

(c) is accurate and up-to-date and, where inaccurate, is
erased or rectified promptly.

15.4 The Institution shall bear responsibility for ensuring
compliance with requests in relation to Data Subject
rights over Trial Personal Data and shall cooperate
with Biogen if Biogen receives such requests and
confirm to Biogen whether it has taken action or
corresponded with Data Subjects or data protection
authorities.
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15.5. Poskytovatel zajisti, aby veSkerd potifebnd mistni
podéni, interni zdznamy o ¢innostech souvisejicich se
zpracovdvanim nebo povéieni vyZadovand Platnymi
pfedpisy o ochrané¢ dudaji byla provedena u
ptislusného utadu pro ochranu udajt, a v pfislusnych
ptipadech poskytne spolecnosti Biogen na pozadani
vSechny ndleZzité informace umoZziujici spolecnosti
Biogen ovéfit, zda Poskytovatel dodrzuje své
povinnosti podle Zikona o ochrané tdaju a této
Smlouvy, vcetné kopii veSkerych podani, rejstiiku,
povoleni nebo korespondence s tfadem pro ochranu
udajt.

15.5 The Institution shall ensure that all necessary local
filings, internal records of processing activities or
appointments required by Data Protection Law are
made with the relevant data protection authority,
where relevant, and will provide Biogen upon
request, all relevant information to enable Biogen to
verify compliance by the Institution with its
obligations under Data Protection Law and this
Agreement, including copies of any filings, registers,
authorisations or correspondence with a data
protection authority.

IN WITNESS WHEREOF, Biogen, the Institution,
Investigator and the CRO have executed this Agreement in
four counterparts (in the case of Biogen,CRO and the
Institution) through their duly authorized representatives.

NA DUKAZ TOHO Biogen, Poskytovatel, Zkousejici
a CRO podepsali tuto Smlouvu ve Ctyfech (4) stejnopisech
(v ptipadé spolecnosti Biogen, CRO a Poskytovatele)
prostiednictvim svych fadné opravnénych zastupct

BIOGEN IDEC RESEARCH LIMITED BIOGEN IDEC RESEARCH LIMITED
Podpis: By:
Jméno: Name:
Funkce: Opravnéna podepisujici osoba Title: Authorized Signatory
Datum: 23. 8. 2023 Date:
ZKOUSEJicCi INVESTIGATOR
Podpis: By:
1méno: [ NN Name: [N
Datum: 31. 8.2023 Date:
POSKYTOVATEL INSTITUTION
Podpis: By:
Jméno: MUDr. Ales Herman, Ph.D. Name: MUDr. Ale§ Herman, Ph.D.
Funkce: feditel Title: director
Datum: 4. 9. 2023 Date:
Smluvni strana této Smlouvy pouze pro ticely plateb Party to the Agreement for payment purposes only
CRO -1IQVIA RDS Czech Republic s.r.o. CRO - IQVIA RDS Czech Republic s.r.o
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Podepsal(a): By:

Jméno: Name:

Nazev: Title:

Datum: 28. 8. 2023 Date:
23

Smlouva o klinickém hodnoceni / Clinical Trial Agreement

Biogen Idec Research Limited /247AD201

Fakultni nemocnice Hradec Kralové/

28Mar22_247AD201-Czech Republic-CTA BI-INSTIT-INVEST Tripartite (Czech-English)
127730_23



Priloha A Schedule A

ROZPOCET A ROZPIS PLATEB BUDGET & PAYMENT SCHEDULE

[jDAJ E O PRIJEMCI PLATEB PAYEE DETAILS

Smluvni strany se dohodly, Ze niZe uvedeny piijemce plateb je The Parties agree that the payee designated below is the proper
fddnym pifjemcem plateb podle této Smlouvy azZe platby payee for this Agreement, and that payments under this

vyplacené podle této Smlouvy budou hrazeny vyhradné tomuto  Agreement will be made only to the following payee (“Payee’):
piijemci plateb (dile jen ,PFijemce plateb*):

Piijemce plateb ze Smlouvy/ Contract Payee

Nézev/jméno Pfijemce plateb:

(musi se shodovat s ndzvem/jménem ve
smlouvé)/ Payee Name

(Must match name in the contract)

Adresa Piijemce plateb:/ Payee Address Sokolskd 581, 500 05 Hradec Krdlové, Ceskd republika

DIC

(DIC musi presné odpovidat jménu/nazvu vyse
uvedeného Pi{jemce plateb; piipadné uved'te, Ze
neni platcem DPH)/ VAT/Tax ID

(Tax ID must exactly match the payee name
indicated above, or tax exempt when applicable) | CZ00179906

Fakultni nemocnice Hradec Krdlové

Bankovni spojeni:/ Banking Information:

Nézev banky/Bank Name Ceskd ndrodni banka

Ulice/ Bank Street Na Prikope 28

Meésto/ Bank City Praha

Stat/kraj/ Bank State/Province Hlavni mésto Praha

PSC/ Bank Postal Code 11503

Zemé/ Bank Country Ceskd republika

Me¢na tctu piijemce/ Receiving Account Currency K&/ CZK

IBAN (24 znak)/ IBAN (24 Digits) CZ2307100000000024639511

Swift kéd (8 nebo 11 znakt)/ Swift Code (8 or 11 Digits) CNBACZPP

Variabilni symbol/Reference symbol Cislo faktury/Invoice Number |

Pokud dohodnutd ména platby neodpovidd méné Vaseho bankovniho tuctu, je mozZné, Ze budete muset uvést jesté
zprostfedkovatelskou banku. Informujte se u své banky. Bude-li nutné pouzivat zprostiedkovatelskou banku, uvedte spolecné
s ostatnimi idaji k bankovnimu pfevodu také jeji nazev a piipadné ¢islo ictu a kéd SWIFT/ If the contracted Payment Currency
does not match your bank account, you may need to provide an Intermediary Bank. Please contact your Financial institution for
details. If an Intermediary bank is required, please provide Bank Name, Account Number if applicable and SWIFT Code of
Intermediary Bank along with all other required Wire instructions.

Kontaktni idaje/ Contact Information

Jméno pifjemce, ktery bude posilat faktury / Name of

. . .. . Fakultni nemocnice Hradec Krdlové
recipient sending invoices

Telefonni ¢islo a e-mail/ Phone number & Email Jitka.halesova@fnhk.cz
Preferovany jazyk/ Language Preference Cesky/Czech

Jméno pifjemce platby, kterému maji byt zasildna ozndmeni
a udaje o platbach/ JIméno pifjemce platby, kterému maji byt | Fakultni nemocnice Hradec Krdlové
zasildna ozndmeni a ddaje o platbach

Telefonni ¢islo a e-mail/ Phone number & Email Jitka.halesova@fnhk.cz
Preferovany jazyk/ Language Preference Cesky/Czech

Dojde-1i ke zméné€ v tdajich o bankovnim spojeni Pifjemce In case of changes in the Payee’s bank details, Payee must
plateb, bude Ptijemce plateb povinen o tom CRO pisemné¢ inform CRO in writing by sending an email to
informovat na email Smiuvni | i partics agree that in case
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strany se dohodly, Ze pokud se zména bude tykat pouze
bankovnich ddaju Piijemce plateb, které nezplsobi zménu v
subjektu Pffjemce plateb / ndzvu bankovniho t¢tu nebo zménu

stitu, v némZ je bankovni ucet zfizen, nebude zapotiebi
vypracovdvat jakykoli dalsf dodatek.

Strany timto berou na védomi, Ze uvedeny Pi{jemce plateb je
opravnén pfijimat veskeré platby za sluzby poskytované na
zakladé této Smlouvy.

Odména ZkouSejicimu a spolupracujicim osobdm bude
vyplacena Pifjemcem plateb dle vnitinich predpist
Poskytovatele.
Biogen i CRO se zavazuji, Ze na tuto Studii neuzaviou se
zkouS$ejicim ani jinym zaméstnancem Poskytovatele Zadnou
dalsi smlouvu.

Zkousejici nebo Persondl berou na védomi, ze CRO
neposkytne Zaddnou dhradu Zkousejicimu nebo Persondlu ani
v piipad¢, ze Ptijemce plateb porusi zavazek poukazat platbu
Zkousejicimu nebo Persondlu, a smluvni Strany berou na
védomi a souhlasi s tim, Ze v rozsahu, v jakém spole¢nost
Biogen a/nebo CRO poskytuje platby Ptijemci plateb, budou
veSkeré spory souvisejici s distribuci té€chto plateb
ZkouSejicimu nebo Persondlu feSeny mezi témito stranami bez
jakékoli ucasti spolecnosti Biogen a/nebo CRO.

B. PLATEBNI PODMINKY

CRO bude poskytovat finanéni plnéni Piijemci plateb
étvrtletné, kazdé tii (3) mesice za sluzby, které za predchozi tfi
meésice ke spokojenosti spole¢nosti Biogen a/nebo CRO poskytl,
v souladu s nize uvedenym rozpoctem a pfehledem meznikt
a ve vztahu k Subjektiim udcastnicim se Klinického hodnoceni.
Platby vcetné plateb za pacienty, ktefi neprojdou vstupnimi
vySetfenimi, které mohou byt proplaceny, budou provedeny na
zakladé vyplnénych CRF subjektd Zkousejicim za posledni 3
meésice a oveéteni dat o navstéve pacienta. Piijemci plateb bude
zaslana proforma faktura, ktera bude obsahovat dokoncené
ndvstévy pacienta a souvisejici platby za dané obdobi. Pi{jemce
plateb vystavi fakturu odpovidajici tomuto platebnimu vykazu.
Faktury budou splatné do 30 dnti od data doruceni faktury CRO
véetné piislusnych podkladi k faktute.

Zavérecnou platbu vyplati CRO Piijemci plateb, po doruceni
vSech stranek formuldtti CRF spolecnosti Biogen, vysvétleni ke
vSem zadostem o objasnéni udaji, pfevzeti a schvileni jakékoli
dosud nedokonéené regulaéni dokumentace podle pozadavki
CRO a/mebo  spoleCnosti  Biogen, vrdceni  vSech
nespotiebovanych Materidli a/nebo Vybaveni CRO a/nebo
spolec¢nosti Biogen a splnéni vSech ostatnich pfislusnych
podminek této Smlouvy.

Veskeré dan€ a vSechny ostatni poplatky, vydaje nebo ndklady,
napiiklad veSkeré odmény Persondlu, které Pifjemci plateb
vzniknou pii plnéni této Smlouvy, avSak nejsou konkrétné
uvedeny jako poplatky, vydaje nebo ndklady propldcené CRO
nebo spolecnosti Biogen podle této Smlouvy (vcetné této piilohy
s Rozpoctem a rozpisem plateb), uhradi Ptijemce plateb, pokud
se Smluvni strany v pisemném dodatku Smlouvy nedohodly
jinak
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of changes in bank details which do not involve a change of
Payee/Bank Account Name or change of country location of
bank account, no further amendments are required.

The Parties acknowledge that the designated Payee is
authorized to receive all of the payments for the services
performed under this Agreement.

The Investigator and Staff shall be compensated by the Payee
in compliance with the internal policies of the Institution.

Biogen and CRO hereby undertake not to enter into any other
agreement with the Investigator or any member of Staff of the
Provider in relation to this Trial.

Investigator or Staff acknowledges that, the CRO will not pay
Investigator or Staff even if the Payee fails to reimburse
Investigator or Staff and the Parties understand and agree that
to the extent that Biogen and/or CRO make payments to the
Payee, any disputes related to the distribution of such payments
among Investigator or Staff shall be settled among such parties
without any involvement of Biogen and/or CRO.

B. PAYMENT TERMS

The CRO will pay the Payee quarterly, for the services it has
provided in the previous three (3) months, to Biogen’s and/or
CRO’s satisfaction, in accordance with the budget and milestone
schedule as set out below and in respect of Subjects participating
in the Trial. Payments including any Screening Failure that may
be payable will be made based upon prior 3 months enrolment
data confirmed by subject CRFs received from the Investigator
and data verification supporting subject visitation. A proforma
statement, which contains the completed subject visits and
associated payments for the period, will be sent to the payee. The
payee will raise their invoice to match the statement. Invoices
will be payable within 30 days from the date of receipt by CRO
of the invoice, including any applicable back-up documentation.

Final payment will be paid by the CRO to the Payee, upon final
acceptance by Biogen of all CRFs pages, all data clarifications
issued, the receipt and approval of any outstanding regulatory
documents as required by the CRO and/or Biogen, the return of
all unused Material and/or Equipment to the CRO and/or
Biogen, and upon satisfaction of all other applicable conditions
set forth in the Agreement.

All taxes and any other fees, expenses or costs, including but not
limited to, the remuneration of all Staff, incurred by Payee in
performing this Agreement that is not specifically designated as
reimbursable by CRO or Biogen under the Agreement
(including this Budget and Payment Schedule) is Payee's sole
responsibility unless otherwise agreed by the parties in a written
amendment to the Agreement
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V ptipadé, Ze je Poskytovatel plitcem DPH, bude do hodnoty

vySe uvedené faktury zapoctena piislus$nd sazba DPH ve vysi
stanovené pravnimi predpisy.

Platba vSech vnitrostdtnich dani bude vylu¢nou odpovédnosti
Piijemce plateb.

Zavazna diskvalifikujici poruSeni Protokolu nebudou podle
podminek této Smlouvy proplacena.

[VyZaduji-li mistni danové predpisy uplatnéni srdazkové danée na
Cdstky v rozpoctu, doplite  ustanoveni s podrobnymi
podminkami pro srdZkovou dan.]

Veskeré platby za toto Klinické hodnoceni podle ptiloZeného
rozpo¢tu bude hradit CRO bankovnim pfevodem.

C. PLATEBNI SPORY

Jakékoli nesrovnalosti v platbadch béhem Klinického hodnoceni
bude moci Piijemce plateb rozporovat do tficeti (30) dnt po
doruceni zavérecné platby.

D. MINIMALNI CILOVY POCET ZARAZENI

Poskytovatel se bude snazit do Klinického hodnoceni zatadit

vyhodnotitelnych Subjektd klinického hodnoceni a
vynalozi veSkeré usili na dosaZeni cilového poctu béhem
pfiméfené doby po zahdjeni Klinického hodnoceni u
Poskytovatele. V piipad¢, Ze Piijemce platby nesplni tento
pozadavek, miZe spole¢nost Biogen ptrehodnotit ti¢elnost jeho
pokracovani v Klinickém hodnoceni.

E. VYRAZENI SUBJEKTU NEBO PREDCASNE UKONCENI UCASTI

V piipadé, Ze Subjekt klinického hodnoceni ukonéi dcast v
Klinickém hodnoceni nebo z néj bude vytazen z divodu, které
Poskytovatel nebo ZkousSejici nemohou ovlivnit, bude platba
uhrazena v pomérné vysi podle poctu navstév uskutecnénych
Subjektem klinického hodnoceni v souladu s Protokolem. Aby
mohla byt platba uhrazena, musi byt veSkeré tdaje az do
okamziku ukonceni ucasti Subjektu v Klinickém hodnoceni
predloZeny spolecnosti Biogen a CRO a ty je mus{ schvalit.

F. FAKTURY

Platby bude CRO hradit na zdkladé Tabulek rozpoctu, ¢etnosti
plateb a platebnich podminek uvedenych v této Piiloze A. Platby
budou uskute¢nény az po prijeti odpovidajicich faktur vcetné
podkladové dokumentace, ve stanovené mené, jak je popsano
niZe. Faktury budou splatné do 30 dnt od data doruceni faktury
CRO vcetné piislusné podkladové dokumentace.

Faktury za pfipadné dalsi platby neuvedené v této Smlouvé
(napt. proplaceni dodate¢nych ndkladi) museji byt rovnéz
zasilany CRO a musf je schvdlit spolec¢nost Biogen. VSechny
faktury budou vystavovany takto:
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In case that the Institution is a payer of VAT, appropriate rate of
VAT according to a mandatory statute, will be included to the
above mentioned invoice amounts.

All government taxes are the sole responsibility of the Payee.

Major, disqualifying Protocol violations are not payable under
this Agreement.

[If the applicable country’s tax regulations require withholding
of a portion of the budget, insert a provision here specifying the
applicable terms of such withholding]

All payments for this Trial in accordance with the attached
budget will be paid by the CRO by wire transfer.

C. PAYMENT DISPUTE

Payee will have thirty (30) days from the receipt of final
payment letter to dispute any payment discrepancies during the
course of the Trial.

D. MINIMUM ENROLLMENT GOAL

The Institution shall endeavour to enroll [JJflevaluable Trial
Subject(s) in the Trial and that Institution will use best efforts to
reach the enrollment goal within a reasonable time after
commencement of the Trial at Institution. If Payee fails to
adhere to this principle Biogen may reconsider Payee’s
suitability to continue participation in the Trial.

E. DISCONTINUED OR EARLY TERMINATION

In the event that a Trial Subject withdraws or is withdrawn from
the Trial for reasons beyond the Institution's or the Investigator’s
control, payment will be made pro rata based on the number of
visits completed by the Trial Subject in accordance with the
Protocol. In order for payment to be issued, all data up to the
time of that Trial Subject's withdrawal from the Trial must have
been submitted to and accepted by Biogen and CRO.

F. INVOICES

Payments will be issued by CRO based on Budget Tables,
payment frequency and payment terms as outlined in this
Schedule A. Payments will be made only upon receipt of
corresponding invoices, including back-up documentation, in
the specified currency, as described below. Invoices will be
payable within 30 days from the date of receipt by CRO of the
invoice, including any supporting documentation.

Invoices for any additional payments to those stated in this
Agreement (i.e., additional reimbursements) must also be sent to
CRO and approved by Biogen. All invoices shall be raised in
the following manner:
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Faktury budou vystavovany na:
IQVIA RDS Czech Republic, s.r.o.,
Pernerova 691/42

186 00 Praha 8

Ceskd republika

Faktury budou zasilany na:

Origindly faktur véetné¢ zaloh zasilejte e-mailem na adresu:

Preferujeme zasildn{ faktur a zaloh e-mailem. V pftipadé¢, Ze je
potfeba zaslat fakturu v tiSténé podobé, zaslete ji prosim na
nésledujici adresu:

Faktury budou zasilany na adresu:

Att Clinical Trial Payments
IQVIA, 5th floor.

210 Pentonville Rd, King Cross
London N1 9JY

Spojené kralovstvi

Na faktufe museji byt uvadény tyto néleZitosti:
o Celé jméno ZKOUSEJICIHO, jeho adresa a telefonn{
¢islo

o Datum vystaveni faktury
o Cislo faktury

o Jméno/nazev pfijemce plateb a Cislo centra (musi byt
shodné s Ptijemcem plateb uvedenym v CTA)

o Céstka platby
o Uplny popis poskytnutych sluzeb
o Cislo klinického hodnocent:

o Nazev zadavatele:

Veskeré dotazy tykajici se faktur a plateb posilejte pfimo
IQVIA Clinical Trial Payments na adresu

Faktury za naklady na dkony provadéné podle potieby /
naklady nesouvisejici s tkony spojené se Subjektem
klinického hodnoceni museji také obsahovat ¢islo / jedine¢ny
identifikaéni kéd Subjektu klinického hodnoceni, dislo
navstévy a datum navstévy. Kromé ¢isla / jedine¢ného
identifika¢niho kédu Subjektu klinického hodnoceni se na
fakturach ani podkladové dokumentaci predkladané
Poskytovatelem nemaji uvadét zZadné dalSi identifika¢ni
informace o Subjektu klinického hodnoceni. Po dorudeni a
ovéfeni budou faktury uhrazeny v ramci dalsi pravidelné
planované platby za ¢innosti spojené se Subjekty klinického
hodnoceni. Pii zméné fakturacnich tdaji Sponzor/CRO zajisti,
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Invoices to be billed to:

IQVIA RDS Czech Republic, s.r.o.
Pernerova 691/42

186 00 Praha 8

Czech Republic

Invoices to be sent to:

Email original invoices, including backup, to:

Emailed invoices and backup are preferred. In the event
invoices in hard copy need to be sent, please send to the
following address:

Invoices to be sent to:

Att Clinical Trial Payments
IQVIA, 5™ floor.

210 Pentonville Rd, King Cross
London N1 9]JY

United Kingdom

The following information should be included on the

invoice:

o Complete INVESTIGATOR name, address and phone
number

o Invoice Date
o Invoice Number

o Payee/ Site Name and Number (must match Payee
indicated in CTA)

o Payment Amount

o Complete description of services rendered
o Protocol Number:

o Sponsor Name

All invoice and payment related inquiries shall be addressed
directly to IQVIA Clinical Trial Payments at

Invoices for Trial Subject related Conditional
procedure/Non-procedure costs must also include the Trial
Subject number/unique identifier, visit number, and visit
date. No additional Trial Subject identifying information
other than Trial Subject number/unique identifier should be
included in the invoices or supporting documentation
provided by the Institution. After receipt and verification,
reimbursement for invoices will be included with the next
regularly scheduled payment for Trial Subject activity.

In the event of a change of billing details, the Sponsor/CRO will
ensure to inform the Institution in written (via email or a letter)
as soon as possible.
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Ze bude instituci co nejdiive pisemné (e-mailem nebo dopisem)
informovat.

G. SUBJEKTY, KTERE NEPROJDOU VSTUPNIMI VYSETRENIMI A
UHRADA RESCREENINGU

Za Subjekt klinického hodnoceni, ktery neproSel vstupnim
vySetienim, bude povazovan Subjekt, ktery splnil vSechny
podminky ucasti v Klinickém hodnoceni podle zatazovacich
a vylucujicich kritérif stanovenych Protokolem, avSak nakonec
byl shleddn nezptsobilym k tcasti v Klinickém hodnoceni na
zédklad¢ vysledkt laboratornich rozborti nebo jinych postupti
provedenych pred randomizaci. Za nespravné randomizované
Subjekty klinického hodnoceni nebude hrazena Zadna platba.

CRO uhradi Pfijemci plateb c¢astku ve vySi stanovené
pfiloZzenym rozpoctem v sekci K Pldnované navstévy subjekti
(hrazené na zdkladé CRF) za vstupni ndv§tévu (ndvstévy), a to
za vSechny potvrzené Subjekty, které béhem trvani Klinického
hodnoceni neprojdou vstupnim vySetfenim.

Narok na dhradu platby za vstupni navStévu vznikd za
pfedpokladu, Ze do interaktivniho komunika¢niho systému
»IXRS*“ budou zaddny informace specifické pro vstupni
navstévu i jakékoli dodate¢né informace, které CRO muze
vyZadovat za tucelem ftddného prokdzdni toho, Ze Subjekt
klinického hodnoceni skute¢né¢ proSel vstupnimi vySetienimi.

UHRADA ZA RESCREENINGOVE NAVSTEVY:

CRO uhradi Piijemci plateb castku za dokoncené navstévy
opakovaného screening ve VySi stanovené pfilozenym
rozpoctem v sekci K “Pldnované ndvstévy subjektii” (hrazené
na zdkladé CRF) za vstupni navs§tévu az do maximalniho poctu
jednoho (1) opakovaného screeningu na subjekt hodnoceni dle
uvdZeni sponzora. CRO uhradi piijemci cdstku uvedenou ve
screeningové navstévé v sekci K za potvrzené selhani
opakovaného screeningu.

Abyste méli ndrok na proplaceni ndvstévy opakovaného
screeningu nebo selhdni opakovaného screeningu, musi byt
CRO predlozeny dokoncené stranky CRF screeningu a jakékoliv
dalsi informace, které si muze CRO vyzadat za ucelem
nélezitého zdokumentovani postupli opakovaného screeningu
subjektu hodnoceni.

H. UHRADY SUBJEKTUM

Uhrady vydajt Subjektii klinického hodnoceni v souvislosti se
stravovanim a cestovnimi vylohami bude spolec¢nost
Greenphire, smluvni dodavatel spole¢nosti Biogen najaty na
zakladé samostatné smlouvy, provadét piimo Subjektim
klinického hodnoceni.
V ptipadé, Ze spole¢nost Greenphire nebude moci uhradu
uskutecnit (napf. pfi odmitnuti Subjektu klinického hodnoceni),
provede CRO uhradu Pifjemci plateb, ktery bude odpovédny za
uhrazeni dané castky Subjektu klinického hodnoceni. Tyto
vydaje budou Pfijemci plateb proplaceny na zdklade faktury a
ptislusnych podkladii doru¢enych CRO. Aby mohla byt platba
provedena, musi mit faktura tyto néleZitosti: Cislo Subjektu /
jedine¢ny identifikacni kéd, Cislo prislusné navstévy, typ thrady
a vyplacenou ¢astku. Krome ¢isla / jedine¢ného identifikacniho
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G. SCREENING FAILURE AND RESCREENING REIMBURSEMENT

A Screen Failure is defined as a Trial Subject who had met all
eligibility requirements for participation in the Trial according
to the inclusion and exclusion criteria specified by the Protocol,
but who was ultimately deemed ineligible to participate in the
Trial based upon the results of labs or other procedures which
were received prior to randomization. Reimbursement will not
be made for Trial Subjects incorrectly randomized.

The CRO will reimburse Payee at the amount indicated in the
screening visit(s) of Section K Budget Tables Planned Subjects
visits (paid via CRF), for all confirmed screen failures over the
duration of the Trial.

To be eligible for reimbursement of a screening visit, specific
screening information needs to be entered into the Interactive
Response System “IxRS” along with any additional information,
which may be requested by the CRO to appropriately document
the Trial Subject screening procedures.

RE-SCREENING VISIT PAYMENTS:

The CRO will reimburse Payee for completed Re-screening
Visits at the amount indicated in the Screening Visit as indicted
in Section K. Budget Tables, Planned Subject Visits (paid via
CRF), up to a maximum number of one (1) re-screen per Trial
Subject at the discretion of the Sponsor. The CRO will
reimburse Payee at the amount indicated in the Screening Visit
of Section K for confirmed Re-screening failure.

To be eligible for reimbursement of the re-screening visit or re-
screening failure, completed screening CRF pages must be
submitted to CRO and any additional information, which may
be requested by CRO to appropriately document the Trial
Subject re-screening procedures.

H. PARTICIPANT PAYMENTS

Stipends, meals, and travel related reimbursements to Trial
Subjects will be made directly to the Trial Subject by
Greenphire, a third-party provider engaged by Biogen according
to their separate agreement.

In the event the reimbursement cannot be made by Greenphire
(e.g., Trial Subject refusal), CRO will reimburse Payee, who will
be responsible for reimbursing the Trial Subject. Such costs will
be reimbursed to Payee upon receipt by CRO of invoice and
supporting documentation. Invoices must contain the following
information in order for payment to be issued: Trial Subject
number/unique  identifier,  applicable  visit = number,
reimbursement type and amount paid. No additional Trial
Subject or identifying information other than Trial Subject
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kédu Subjektu klinického hodnoceni by se na fakturdch
pfedkladanych Mistem klinického hodnoceni nemély uvadét
7adné dalsi udaje o Subjektu klinického hodnoceni, z nichz by
bylo moZné zjistit jeho totoZnost.

Veskeré thrady Subjektim klinického hodnoceni se budou
provadét v souladu s formuldfem informovaného souhlasu
podepsanym Subjektem klinického hodnoceni a s touto
Smlouvou.

Cestovni vylohy a stravovani subjekti klinického hodnoceni

number/unique identifier should be included in the invoices
provided by the Site.

All Trial Subject reimbursements will be made in accordance
with the Trial Subject signed ICF and this Agreement.

Trial Subject Travel and Meals

Pfiméfené cestovni vylohy a stravovani Subjektd klinického
hodnoceni budou hrazeny ve vysi za navstévu na centru
poZadovanou podle Protokolu nebo nepldnovanou nivstévu.
Telefonické nebo vzdédlené navstévy nebudou propliceny.
Ciastka uvedend v tomto ustanoveni miiZze byt zvySena na
zdkladé predchoziho pisemného souhlasu spole¢nosti Biogen v
piipadé urcitych okolnosti tykajicich se konkrétniho Subjektu
klinického hodnoceni.

Odména subjektiim za CSF podstudii

Odména subjektu klinického hodnoceni bude proplacena ve vysi
za dokoncenou ndavstévu na centru protokolem

pozadovanou CSF podstudii. Telefonické nebo vzdalena

navstévy nebudou proplaceny.

Odména subjektiim za Tau PET podstudii

Odména subjektu klinického hodnoceni bude proplacena ve vysi
za dokoncenou ndvStévu na centru protokolem

pozadovanou Tau PET podstudii. Telefonické nebo vzdédlena

navstévy nebudou proplaceny.

Cestovni vylohy a stravovani pecovateli subjekti klinického
hodnoceni

Pfiméfené cestovni vylohy a stravovani pecovatelit Subjektti
klinického hodnoceni budou hrazeny ve vysi [l za navitevu
na centru poZadovanou podle Protokolu nebo nepldnovanou
ndvstévu. Telefonické nebo vzdilend ndvStévy nebudou
propléceny.

Castka uvedend v tomto ustanoveni miZe byt zvySena na
zékladé predchoziho pisemného souhlasu spolecnosti Biogen v
piipadé urcitych okolnosti tykajicich se konkrétniho Subjektu
klinického hodnoceni.

Nahrada pecovatelim
Nahrada za uslou mzdu pecovatelim bude proplacena ve vysi

I dokoncenou névitévu na centru pozadovanou podle
Protokolu nebo nepldnovanou navstévu. Telefonické nebo
vzdalené navstévy nebudou proplaceny.

Ubytovani pro subjekty klinického hodnoceni a pecovatele
V nezbytném rozsahu a pokud to Biogen pfedem pisemné
schviéli, budou vynaloZzené ndklady na ubytovdni subjektu
klinického hodnoceni a peCovatele proplaceny po obdrZeni
faktur az do vySse za noc, maximdlné vSak do| noc{
za navstévu. Ocekava se, Ze pecovatelé se ubytuji se subjektem
klinického hodnoceni v nezbytném rozsahu. Za danych
okolnosti a po pfedchozim souhlasu od spole¢nosti Biogen bude
provedena thrada za samostatné ubytovani pro pecovatele ve
stejné vysi, jakd je zde uvedena pro subjekty.

I. POPLATKY ETICKYM KOMISIM
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Reasonably incurred costs for Trial Subject travel and meals will
be reimbursed of per on site Protocol required visit or
unscheduled visit. Telephone or remote visits are not eligible for
Trial Subject travel. The amount specified in the clause herein
may be increased by prior written approval from Biogen to
provide for the specific circumstances of a particular Trial
Subject.

CSF Sub-Study Visit Subject Stipend

A Trial Subject stipend will be reimbursed in the amount of
per completed on-site, Protocol required CSF Sub-

Study visit. Telephone or remote visits are not eligible for Trial

Subject stipend.

Tau PET Sub-Study Visit Subject Stipend

A Trial Subject stipend will be reimbursed in the amount of
per completed on-site, Protocol required Tau PET

visit. Telephone or remote visits are not eligible for Trial

Subject stipend.

Caregiver Travel and Meals

Reasonably incurred costs for Trial caregiver travel and meals
will be reimbursed of [l per on-site Protocol required
visit and unscheduled visit. Telephone or remote visits are not
eligible for Caregiver travel.

The amount specified in the clause herein may be increased by
prior written approval from Biogen to provide for the specific
circumstances of a particular Trial Subject and/or Caregiver.

Caregiver Stipend
A caregiver stipend will be reimbursed for lost wages in the

amount of [N per completed on-site, Protocol required
visit and unscheduled visit. Telephone or remote visits are not
eligible for Trial Subject stipend.

Trial Subject and Caregiver Lodging

To the extent necessary, and if pre-approved in writing by
Biogen, Trial Subject and Caregiver lodging expenses incurred
will be reimbursed upon receipt of supporting invoices up to a
maximum o per night, up to a maximum of

nights per visit. Subject Caregivers are expected to lodge with
Subjects to the extent possible. In extenuating circumstances
and upon prior approval from Biogen, reimbursement will be
made for separate lodging for caregivers at the same rate as
indicated herein for Subjects.

1. EC FEES
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Poplatky etickym komisim budou propldceny piimo etické
komisi na zdklad¢ obdrZeni faktury vystavené etickou komisf a
nejsou zahrnuty do pfiloZeného Rozpoétu. Castky za jakakoli
dodate¢nd poddni nebo prodlouZeni souhlasného stanoviska

budou uhrazeny na zdkladé schvéleni ze strany CRO
a spole¢nosti Biogen po obdrZeni pfislusnych dokladt.

J. VYBAVENI

Spolecnost Biogen, CRO nebo dodavatel (podle okolnosti)
poskytne Poskytovateli a/nebo ZkouSejicimu vybaveni povinné
pouZivané v Klinickém hodnoceni, jak bylo stanoveno
a dohodnuto se Poskytovatelem a/nebo ZkouSejicim pied
zahdjenim Klinického hodnoceni (déle ,,Vybaveni*). Jestlize je
pro tcely provddéni Klinického hodnoceni poskytnuto
Vybaveni, bude Poskytovatel a/nebo Zkousejici odpovidat za
zabezpeceni a fddnou péci a pouzivani tohoto Vybaveni béhem
Klinického hodnoceni. Poskytovatel a/nebo Zkousejici také
zajisti, aby toto Vybaveni bylo pouzivdno pouze pro potieby
Klinického hodnoceni a aby s nim béhem Klinického hodnoceni
zachazel pouze povéreny Persondl pod fizenim a dohledem
Zkousejiciho.

Spolecnost Biogen bude poZzadovat, aby Poskytovatel a/nebo
Zkousejici po dokonceni Klinického hodnoceni vratili Vybaveni
v puvodnim stavu (s vyjimkou piipadného pfiméfeného a
obvyklého opotiebeni v disledku pouZiti) dodavateli nebo jiné
urCené spoleCnosti. Poskytovatel zajisti, aby bylo vesSkeré
vybaveni poskytnuté Subjektim klinického hodnoceni fadné
vraceno spole¢nosti Biogen/CRO/dodavateli. Spolecnost
Biogen nebo CRO budou zasldni a vraceni tohoto Vybaveni
koordinovat se Poskytovatelem. Spolecnost Biogen a/nebo
dodavatel zajisti pojistné kryti pro prepravu Vybaveni zpét
dodavateli nebo jiné uréené spolecnosti. Spolecnost Biogen si
vyhrazuje pravo zadrZet zavérec¢nou platbu Poskytovateli, dokud
nebude vraceno veskeré Vybaveni.

Spolecnost Biogen a/nebo CRO nebudou hradit Zidné ndklady
spojené s Vybavenim vzniklé Poskytovateli, pokud spolecnost
Biogen nebo CRO thradu takovych plateb pfedem pisemné
neschvali.

Pokud bude poskytnuto jakékoliv vybaveni, bude uzaviena
separatni smlouva o vypujcce.

K. ROZPOCET (ROZPOCTY)

Vsechny niZe uvedené platby za jednotlivé navstévy zahrnuji
platbu za veSkeré postupy provddéné vramci Klinického
hodnoceni a za ¢as vynaloZeny piisluSnym Persondlem, vCetné
Casu Zkousejiciho a koordindtora studie.
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EC/IRB/IEC costs will be reimbursed directly to the EC upon
receipt of an invoice issued by the EC and are not included in
the attached Budget. Any subsequent re-submissions or
renewals, upon approval by the CRO and Biogen, will be
reimbursed upon receipt of appropriate documentation.

J. EQUIPMENT

Biogen/CRO/vendor as the case may be, will provide equipment
required to be used in the Trial, to the Institution and/or
Investigator as identified and agreed with the Institution and/or
Investigator before the start of the study (“Equipment’). If
Equipment is provided for use in the conduct of the Trial, the
Institution and/or Investigator shall be responsible for the
security and proper care and use of such Equipment during the
course of the Trial. Institution and/or Investigator shall also
ensure that such Equipment is utilized solely in support of the
Trial and that only authorized Staff under the direction and
supervision of the Investigator shall manipulate such Equipment
during the Trial.

Biogen will require that the Institution and/or Investigator return
the Equipment, in its original condition (less reasonable and
normal wear and tear, as applicable) to the vendor or another
designated entity upon completion of the Trial. Institution will
ensure that any equipment provided to Trial Subjects will be
returned to Biogen/CRO/vendor as appropriate. Biogen or CRO
will coordinate the shipment and return of such Equipment with
Institution. Biogen and/or vendor will provide insurance
coverage for transit of the Equipment back to the vendor or other
designated entity. Biogen reserves the right to withhold final
payment from Institution until all such Equipment has been
returned.

Biogen and/or CRO will not be liable for any fees related to
Equipment, incurred by the Institution, unless such fees have
been approved in advance and in writing by Biogen or CRO.

If any equipment is provided, a separate loan agreement shall be
executed.

K. BUDGET TABLE(S)

All visit payments noted below include reimbursement for all

Trial procedures and associated Staff time on the Trial, including
that of the Investigator and study coordinator.
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L. PRIPADNE DALSI POPLATKY/

Nésledujici néklady budou propldceny na zdkladé obdrZené
faktury apo predloZzeni podkladové dokumentace od
Poskytovatele/Zkousejiciho:

Poplatek za iniciaci Klinického hodnoceni

L. ADDITIONAL APPLICABLE FEE(S)

The following Institution costs will be paid upon receipt of
invoice and supporting documentation from Institution/
Investigator:

Initial Trial Start- Up Payment

Jednorédzova platba za iniciaci k pokryti
pocétecnich nakladu Poskytovatele v
souvislosti s Klinickym hodnocenim I
bude uhrazena Piijemci plateb po
podepsani této Smlouvy na zdkladé
obdrzené faktury.

One time Start-up payment covering
initial costs borne by the Institution with
respect of the Trial will be paid to the I
Payee upon execution of this
Agreement, upon receipt of invoice.

Poplatek Studijnimu centru

Site administrative fee

Jednordzova platba za administrativni
¢innosti  Studijntho centra v rdmci I
Klinického hodnoceni bude uhrazena
Pfijemci plateb po podepsdni této
Smlouvy na zdkladé obdrZené faktury.

Poplatek za dodatek
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One time fee payment for the
administrative activities in the Trial [
performed by the Institution shall be
made to Payee upon execution of this
Agreement, upon receipt of invoice.

Contract amendment fee
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Bude-li Stranami uzavien dodatek ke
Smlouvé, zavazuje se CRO uhradit
poplatek za sjedndni dodatku ke
smlouve, ktery zahrnuje ndklady
Poskytovatele spojené s administrativou
a projedndnim dodatku z prdavniho a
ekonomického hlediska. Tento poplatek
je  fakturovan  bezprostfedné  po
podepsani dodatku vSemi Stranami.

Start-up Poplatek za Radiologii

Should an amendment to this Agreement
be executed among the Parties, CRO
shall reimburse the Institution for the
negotiation of the amendment. The
payment shall cover the costs of the
Institution incurred in the administration
and the legal and financial aspects of the
negotiation. This payment shall be
invoiced upon the full execution of the
amendment by all Parties.

Radiology Set-up fee

Jednorazova platba za iniciaci k pokryti
pocatecnich ndkladt Poskytovatele v
souvislosti s Radiologickymi sluZzbami
bude uhrazena Pt{jemci plateb po
podepsani této Smlouvy na zdkladé
obdrzené faktury a dalsi prislusné
dokumentace.

One time Start-up payment covering
initial costs borne by the Institution with
respect of the Radiology services will be
paid to the Payee upon execution of this
Agreement, upon receipt of invoice and
any other appropriate documentation.

Fantom MRI mozku poplatek

Phantom Brain MRI

Fantom MRI mozku, bude proplacen, na
zéklad€ ,,pass-through® po potvrzeni
odeslaného skenu centralnim
hodnotitelem MRI a obdrzeni faktury od
prijemce plateb.

(vCetné
rezijnich
nakladi)

Start-up Poplatek za Nukledrni medicinu

Jednorazova platba za iniciaci k pokryti
pocatecnich ndkladti Poskytovatele v
souvislosti se sluzbami Nukledrn{
mediciny bude uhrazena Pi{jemci plateb
po podepsani této Smlouvy na zdkladé
obdrzené faktury a dal§i piislusné
dokumentace.

Fantom Tau PET poplatek

Fantom Tau PET, bude proplacen, na
zéklad€ ,,pass-through® po potvrzeni
odeslaného skenu centrdlnim
hodnotitelem PET a obdrZeni faktury od
prijemce plateb..

(vCetné
rezijnich
nakladi)

Lékdrenské sluzby:

Poplatek za iniciaci 1ékdrny
Jednordzova platba za iniciaci
1ékarny bude provedena po
dokongeni a obdrzeni veskeré | || Gz
pivodni smluvni a regulaéni
dokumentace a  obdrZeni

faktury.

Poplatek za uzavieni 1ékarny | [
Jednordzovd, nevratnd platba za
uzavieni 1ékarny bude
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Phantom Brain MRI, will be reimbursed
in the amount, which includes overhead,
on a pass-through basis after
confirmation of a submitted scan from
the Trial's central MRI reader vendor
and receipt of an invoice from Payee.

(inclusive
of OH)

Nuclear Medicine Set-up fee

One time Start-up payment covering
initial costs borne by the Institution with
respect of the Nuclear Medicine services
will be paid to the Payee upon execution
of this Agreement, upon receipt of
invoice and any other appropriate
documentation.

Phantom Tau PET

Phantom Tau PET, will be reimbursed in
the amount, which includes overhead,
on a pass-through basis after
confirmation of a submitted scan from
the Trial's central PET reader vendor
and receipt of an invoice from Payee.

(inclusive
of OH)

Pharmacy services:

Pharmacy Set-up fee

A onetime, Pharmacy Set-Up
payment will be made upon
completion and receipt of all
original contractual and regulatory

invoice.

Pharmacy close-out fee

A one-time, non-refundable
Pharmacy Close-out payment will

documentation and receipt of an
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provedena po obdrZeni faktury
na konci studie.

Poplatek za wuskladnéni v
lékarné — pausidlni poplatek za
kazdy mésic

V pribéhu studie v instituci
bude Poskytovateli vyplacena
mesicni platba 1ékarny (od
prvniho obdrzeni 1éku do
posledniho mésice skladovani).
Uhrada bude provedena po
obdrZeni faktury a pfislusné

podpurné dokumentace.
Faktura musi obsahovat rok
obnoveni.

Vydej na kaidy 1éCivy
piipravek

Piifjemce obdrzi poplatek za
vydej 1éCivého  pfipravku.

Uhrada bude provedena po
obdrZeni origindlnich faktur a

jakékoli dals{ prislusné
dokumentace.
Jednorazova platba za

B - ikvidaci
Likvidaci IP a pfipravu | + _
dokumentace k likvidaci bude | administrativa
provedena Poskytovateli po
dokonCeni nebo  ukonceni
studie. Uhrada bude provedena
po obdrzeni faktury a jakékoli
dalsi pfislu$né dokumentace.

M. Poplatky za nabor a udrZovani pacienti v klinickém
hodnoceni
Ukony _souvisejici s ndaborem, piedyvstupnimi__vySeti‘enimi

be made upon receipt of invoice at
end of Trial.

Pharmacy Storage fee — flat fee for
every month

A Pharmacy monthly payment will
be made to Institution (from first
receipt of medication to the last
month of storage) during the course
of the Study at the Institution.
Reimbursement will be made upon
receipt of invoice and appropriate
supporting documentation. Invoice
must include the year of renewal.

Dispensing per each medicinal
product

Payee will receive a Dispensing Fee
per  dispensing  episode  of
Investigational Product.
Reimbursement will be made upon
receipt of original invoices and any

other appropriate documentation.

for

|
disposal -+ NS

for administration

One-time payment for Disposal of
IP and preparation of documentation
for disposal will be made to Payee
upon completion or termination of
the Trial. Reimbursement will be
made upon receipt of invoice and
any other appropriate
documentation.

M. Recruitment and Retention Fees

Recruitment, Pre-Screening, and Retention Activity

a udrZovdnim pacienti v klinickém hodnoceni

Na pokryti tdkond spojenych s naborem, piedvstupnimi
vySetfenimi a udrzenim pacient v klinickém hodnoceni mutize
CRO Pifjemci plateb poskytnout maximalné [ llp1atoy
predem (ddle ,,Zaloha*), kazdou ve vysi

Prvni splatka Zalohy bude Piijemci plateb vyplacena po
vyhotoveni  origindld  veSkeré smluvni  dokumentace
a dokumentace pro kontrolni dfady a jejich doru¢eni CRO (déle
,.Prvni zadloha®).

AZ Poskytovatel vycerpd celou ¢astku Prvni zélohy, bude moct
pozadat o druhou splatku (ddle ,,.Druhd zdloha®) na pokryti
dalsich dkont souvisejicich s ndborem, piedvstupnimi
vySetfenimi a udrZenim pacienti v klinickém hodnoceni. Po
schvéleni provede CRO platbu na zdklad¢ faktury.

S tim, jak bude Poskytovatel provadét niZze uvedené tkony,
nebude za né Piijemce plateb dostdvat od CRO Zadné dalsi
platby, ale bude ptedklddat poloZzkovy zdznam o ndboru,
predvstupnich vysetfenich a udrZzovani pacientti v klinickém
hodnoceni (ddle jen ,Ziznam‘), vnémZ budou podrobné
popsany tkony provddéné Poskytovatelem, a na jeho zdkladé
bude postupné cerpat Zalohu. Tento zdznam bude CRO
predkladan jednou za mésic.
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CRO may provide to Payee up to |JJJJlladvance payments

(together, the “Advance”), each installment in the amount of
to cover certain recruitment, pre-screening and

retention activities with respect to the Trial.

The first installment of the Advance shall be made to Payee upon

completion and receipt by CRO of all original contractual and

regulatory documentation (the “Initial Advance”).

Once Institution has exhausted the entire Initial Advance,
Institution may request to receive the second installment (the
“Second Advance”) to support continued recruitment, pre-
screening and retention activities. If approved, CRO shall make
such payment upon receipt of invoice.

As Institution performs any of the activities detailed below,
Payee will not receive further payment for them from CRO but
will instead incrementally earn the Advance through submission
of an itemized Recruitment/Pre-Screening/Retention Log (a
“Log”) including details of the activities performed by the
Institution. Such Log shall be provided to CRO on a monthly
basis.

28Mar22_247AD201-Czech Republic-CTA BI-INSTIT-INVEST Tripartite (Czech-English)

127730_23



OBiogen
Po vycerpani celé Zalohy mlze Poskytovatel pfedem pozadat
o schvileni dalsich tkont za niZe uvedené castky. Pokud budou
takové vydaje schvileny, budou proplaceny po doruceni faktury
a vyplnéného zdznamu CRO. Uhrada bude provedena po
ovéteni faktury, zdznamu a dalSich podkladii spole¢nosti Biogen

a/nebo CRO. Spole¢nost Biogen neni povinna uhradit Pi{jemci
plateb ndklady na ikony provedené bez piedchoziho schvaleni.

Pokud po skonceni obdobi ndboru v ramci klinického hodnoceni
Castka Zalohy pfevysi castku, kterou ma Poskytovatel narok
obdrzet za tikony provedené do té doby, Poskytovatel rozdil
neprodlené¢ vriti CRO. Poskytovatel bude CRO piedkladat
polozkové faktury véetné vyplnéného zdznamu s podrobnymi

udaji o Castce vycerpané ze Zalohy.

Ze Zalohy budou hrazeny ndsledujici dkony souvisejici
s ndborem, piedvstupnimi vySetienimi a udrZzenim pacientl
v klinickém hodnocent:

. Za posouzeni zdravotnické dokumentace k vyhledani
potencidlnich pacientil bude hrazena castka [ PRRVAR
posouzeni dokumentace.

[ ] Za dopisy potencidlnim tcastnikim klinického
hodnoceni bude hrazena ¢astka [JJJJllza dopis.

[ | Za telefonaty potencidlnim ucastnikim klinického
hodnoceni véetné doporuéenych pacientii bude hrazena ¢astka

B cclcfonit.

[ ] Za posilani dopist do ordinaci doporucujicich 1ékai

bude hrazena &astkaj il za dopis.

Za telefondty do ordinaci doporucujicich 1€kait bude
hrazena &astka [ za telefonat.
[ ] Za vyZzadani zdravotnické dokumentace potencidlniho

ucastnika klinického hodnocent, ktery bude doporucen externim
Iékatem nebo se sam pfihldsi, bude hrazena c¢astka B -
dokumentaci.

Za vyhledavani v databdzi doporucujiciho 1ékafe bude
hrazena ¢astka [JJJJlza ordinaci doporucujiciho lékaie.

[ Za telefondt k pfipomenuti vstupni ndvStévy bude
hrazena &astka [JJJlza telefonat.

Reklama, za ptfedpokladu, Ze: 1) pldn reklamy byl pfedem
schvdlen spole¢nosti Biogen, 2) veSkeré reklamni materialy
byly predloZzeny EK a ta je schvilila, 3) Poskytovatel ptredlozi
podkladové faktury od externich dodavatelti.

Poskytovatel muze pozddat o schvileni dalSich ukont
souvisejicich s ndborem, predvstupnimi vySetienimi nebo
udrzenim pacientii v klinickém hodnocenti, které nejsou uvedeny
v této Dohod€. Pokud budou schvéleny, budou pro takové dalsi
tikony platit veskerd ujednani uvedend v tomto oddilu.

S pfedchozim souhlasem spole¢nosti Biogen mizou byt ze
Zalohy hrazeny také néckteré piimé ndklady (napf. registracni
poplatky) spojené s ndlezitymi akcemi nebo aktivitami na
podporu naboru pacientdl za predpokladu, Ze (i) ticastnici akce
nebo aktivity se museji akce nebo aktivity dcastnit nebo je
moZné je snadno oslovit, (ii) akce nebo aktivita musi souviset se
zdravotni pé¢i nebo se zdravim, (iii) akce nebo aktivita musi byt
zaméfena na seniory a/nebo jejich opatrovatele a (iv) misto
kondni musi byt vhodné pro vyménu informaci tykajicich se
klinického hodnoceni. Nejpozdé&ji tiicet (30) dni pted
planovanym datem kondni akce nebo aktivity musi byt
spolecnosti Biogen piedloZena Zadost o schvileni akce nebo
aktivity, kterd musi obsahovat popis, resp. plan a podrobny
rozpis ndkladl vcetné vesSkerych podkladi. CRO si navic
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Once Institution has exhausted the entire Advance, Institution
may request, in advance, approval for additional activities at the
rates detailed below. Such costs, if approved, will be payable
upon receipt by CRO of an invoice and a completed Log.
Reimbursement will be subject to verification of the invoice,
Log, and additional documentation by Biogen and/or CRO.
Biogen shall not be liable to reimburse Payee for activities
performed without advance approval.

If, upon completion of the recruitment period of the Trial, the
amount of the Advance exceeds the amount that Institution is
entitled to receive for activities performed up to that time, then
Institution shall promptly remit the difference to CRO.
Institution shall provide to CRO an itemized invoice, including
a completed Log, detailing the amount earned from the
Advance.

The following Recruitment, Pre-Screening, and Retention
activities will be reimbursed under the Advance as follows:

. Payment for record review to identify potential
Subjects will be made at a rate of ecord review.

[ ] Payment for Letters to potential Trial Subjects will be
made at a rate of er letter.

Payment for a phone call to potential Trial Subjects,
including referred patients, will be made at a rate of
per call.

[ | Payment for sending a letter to referring physician
practice will be made at a rate of | NNlper letter.

Payment for a phone call to referring physician practice
to identify potential Trial Subjects at a rate of || llper canl.
[ ] Payment for a request of physician records for external
physician referred or self-referred potential Trial Subjects will

be made at a rate of _per record.

[ | Payment for referring physician database search at a
rate of ||l yer referring physician practice.
[ | Payment for reminder phone call before screening visit
will be made at a rate of || fillper phone call.

Adpvertising, provided: 1) Biogen has provided prior approval of
the advertising plan, 2) the applicable EC/IRB has received and
approved all advertising material, 3) Institution submits
supporting invoices from third party vendors.

Institution may also request approval for additional recruitment,
pre-screening and/or retention activities that are not listed in this
Agreement. If approved, all terms in this Section shall apply to
the additional activities.

With prior approval from Biogen, certain direct costs (e.g.
registration fees) associated with appropriate events or activities
in support of subject recruitment may be applied to the Advance,
provided that (i) the audience at the event or activity must be
captive or easily accessible, (ii) the event or activity must be
related to healthcare or have a health-related connection, (iii) the
event or activity must be geared toward seniors and/or
caregivers, and (iv) the venue must be suitable for the exchange
of Trial-related information. Request for approval of such event
or activity must be submitted to Biogen for review at least thirty
(30) days prior to the planned date for the event or activity and
must include a description/plan and detailed costs and any
supporting documentation. In addition, CRO reserves the right
to perform its own independent fair market value assessment, in
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vyhrazuje pravo provést pied schvdlenim téchto ndkladt vlastni
nezdvislé posouzeni redlné trzni hodnoty podle svych vlastnich
zasad a postupt. Néklady na takové akce budou az do vycerpani

hrazeny ze Zilohy, po skonceni akce ale musi byt CRO
predlozeny podklady od externich dodavateli.

N. Pozadavky na archivaci
Poskytovatel je srozumén s tim, Ze tam, kde to pravni predpisy
vyZaduji a dovoluji, bude veskerd dokumentace tykajici se
Klinického hodnoceni archivovdna centrdlné u globélniho
dodavatele urceného spolecnosti Biogen po dobu 25 let.
Poskytovatel se zavazuje, Ze po ukoneni Klinického hodnoceni
u Poskytovatele zaSle zpravu na adresu
k zahdjeni postupu zaslini
piislu$né dokumentace tykajici se Klinického hodnoceni.
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accordance with CRO’s policies and procedures prior to
approving such costs. Costs for such events will be covered by
the Advance until exhausted, however third-party supporting
documentation must be provided to CRO following completion
of event.

N. Archiving Requirements

The Institution acknowledges that all Trial-related documents,
where legally applicable and permitted, will be archived
centrally at global vendor identified by Biogen for 25 years. The
Institution agrees to reach out to

mailbox to initiate the shipment of the applicable Trial-related
documents by end of the Trial at Institution.

28Mar22_247AD201-Czech Republic-CTA BI-INSTIT-INVEST Tripartite (Czech-English)

127730_23



Priloha B

Uplatkafstvi a korupce

Poskytovatel, ZkouSejici, Persondl a jakdkoliv jind osoba
podilejici se na Klinickém hodnoceni (dale jen ,Strany
Klinického hodnoceni) se zavazuji, Ze budou po celou dobu
provadéni Studie dodrzovat nasledujici souhrn protikorup¢nich
pravidel a veSkerou dalsi protikorup¢ni a protitplatkaiskou
legislativu platnou na tizemi Ceské republiky (spole¢né déle jen
Prislusnd protikorupéni legislativa®).
Strany Klinického hodnoceni jsou povinny, mimo jiné, jednat
v souladu s pifsluSnymi niZe uvedenymi protikorupénimi
pravidly
(A) Strany Klinického hodnoceni musi vZdy jednat Cestné
a poctivé a dodrZovat nejpiisnéjsi etické zdsady.
B) Strany Klinického hodnoceni nesmi Ziddné osobé
zaplatit, poskytnout nebo nabidnout jakoukoliv platbu, dar nebo
jiny prospéch ¢i vyhodu za tcelem:
@) ziskani jakékoliv neopravnéné vyhody; nebo
(i1) nabadani pifjemce nebo jiné osoby, aby ucinila nebo
neucinila jakykoliv ikon v rozporu se svymi povinnostmi nebo
odpovédnosti (nebo za icelem odménéni takového jednani).
Toto omezeni plati vZdy a za vSech okolnosti. Aby se ptedeslo
pochybnostem, vztahuje se jak na spoluprdci s ,,ufednimi
osobami“, tak na spoluprdci se zaméstnanci a zastupci
komer¢nich podniki.
©) Zv1astni pozornost v§ak musi byt vénovana spolupraci
s ufednimi osobami. Strany Klinického hodnoceni nesméji
zaplatit, poskytnout nebo nabidnout jakoukoliv platbu, dar nebo
jiny prospéch ¢i vyhodu za udcelem ovlivnéni dkonli nebo
rozhodovéani dfedni osoby (ani takovou osobu nabddat, aby
vyuzila svého vlivu na jinou osobu, subjekt nebo stitni organ
nebo aby zapisobila nebo ovlivnila jakykoliv dkon nebo
rozhodnuti takové jiné osoby, subjektu nebo statniho orgdnu).
(D) Pojem ,jufedni osoba“ zahrnuje jakoukoliv osobu
jednajici jménem jakéhokoliv ministerstva, statniho tifadu nebo
orgdnu nebo jakéhokoliv stdtem vlastnéného nebo ovladaného
podniku. Jednd se napiiklad o zdravotnické pracovniky
zamé&stnané statni nemocnici ¢i klinikou nebo nemocnici ¢i
klinikou spravovanou mistni samospridvou a o predstavitele
vetejnych mezinarodnich organizaci.
E) Strany Klinického hodnoceni nesméji zaplatit,
poskytnout nebo nabidnout jakoukoliv platbu, dar nebo jiny
prospéch ¢i vyhodu jakékoliv osobé, pokud je jim zndmo nebo
pokud maji podezieni, Ze veskeré tyto penize, dar, prospéch
nebo vyhoda nebo jejich ¢ast budou ptimo ¢i nepiimo pouZity
v rozporu s body (B) nebo (C) vyse.
F) Strany Klinického hodnoceni jsou povinny vést a
udrzovat dcetni knihy, zdznamy a vykazy, které pfimétené
podrobné, ptesné a spravné zachycuji transakce a nakladani s
majetkem Stran Klinického hodnocent;
(G) Strany Klinického hodnoceni jsou povinny vytvifet a
udrZovat systém kontrol interniho tcetnictvi, které dostate¢né
zajistd, Ze:

@) transakce jsou provddény v

obecnym i zvldStnim povérenim vedent;

souladu s

(i1) transakce jsou dle potieby zaznamenavany
@ ke zpracovani finan¢nich vykazl v
souladu s obecné platnymi tcetnimi principy
nebo jakymikoliv jinymi podminkami
platnymi pro takové vykazy; a
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Schedule B
Bribery and Corruption

The Institution, the Investigator, the Staff and any other person
contributing to the Trial (the Trial Parties) shall at all times in
the conduct of the Trial comply with the summary of anti-
bribery rules and any other applicable anti-bribery and anti-
corruption legislation applicable within territory of the Czech
Republic  (together the Applicable Anti-Corruption
Legislation).

Trial Parties shall, among other things, comply with the
summary of all applicable anti-bribery rules as follows.

(A) The Trial Parties must at all times act with integrity
and honesty and comply with the highest ethical standards.

B) The Trial Parties must not make, give, or offer any
payment, gift or other benefit or advantage to any person or the
purposes of:

1) securing any improper advantage; or

(ii) inducing the recipient or another person to do or omit
to do any act in violation of their duties or responsibilities (or
for the purposes of rewarding such conduct).

This restriction applies at all times and in all contexts. For the
avoidance of any doubt, it applies both to dealings with "public
officials" and to dealings with employees and agents of
commercial enterprises.

(@) Nevertheless, particular care must be exercised with
dealings with public officials. The Trial Parties must not make,
give or offer any payment, gift or other benefit or advantage for
the purposes of influencing any act or decision of a public
official (or inducing such official to use their influence with
another person, entity or government instrumentality or to
affect or influence any act or decision of such other person,
entity or government instrumentality).

(D) The term "public official" includes any person acting
on behalf of any government department, agency or
instrumentality or any state-owned or controlled enterprise. By
way of example, this includes health care professionals
employed by a state- or local municipality-run hospital or
clinic, and representatives of public international organizations.

(E) The Trial Parties must not make, give or offer any
payment, gift or other benefit or advantage to any person whilst
knowing or suspecting that all or a portion of such money, gift,
benefit or advantage will be used, whether directly or indirectly,
in breach of (B) or (C) above.

F The Trial Parties shall make and keep books, records,
and accounts, which, in reasonable detail, accurately and fairly
reflect the transactions and dispositions of the assets of the Trial
Parties;
(G) The Trial Parties shall devise and maintain a system of
internal accounting controls sufficient to provide reasonable
assurances that —
@) transactions are executed in accordance with
management’s general or specific authorization;
(i1) transactions are recorded as necessary
@ to permit preparation of financial
statements in conformity with generally
accepted accounting principles or any other
criteria applicable to such statements, and
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an k zauctovani aktiv;

(iii) piistup k aktiviim je povolen pouze v souladu
s obecnym a zvlaStnim povéfenim vedent;

@iv) zauctovand aktiva jsou v pfiméfenych
intervalech porovndvdna s existujicimi aktivy a v
souvislosti s jakoukoliv nesrovnalosti budou podniknuty

(II) to maintain accountability for
assets;
(iii) access to assets is permitted only in

accordance with management’s general or specific
authorization; and

@iv) the recorded accountability for assets is
compared with the existing assets at reasonable intervals
and appropriate action is taken with respect to any

primétené kroky. differences.
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