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[CESKA REPUBLIKA]

SMLOUVA O PROVEDENI KLINICKEHO
HODNOCENI

Tato smlouva (dale jen ,,smlouva®) je uzaviena v
Den ucinnosti (jak je definovan nize) mezi
Biogen Idec Research Limited, se sidlem na
adrese Innovation House, 70 Norden Road,
Maidenhead, Berkshire, SL64AY, Spojené
kralovstvi (dale jen ,,Biogen) a

Fakultni nemocnice v Motole, statni
prispévkova organizace, se sidlem na adrese V
Uvalu 84, 150 06 Praha 5, Ceska republika, ICO:
00064203, DIC: CZ00064203, zastoupena

jednajicim na
zékladé plné moci (poskytovatel zdravotnich
sluzeb, dale jen ,,Poskytovatel) a

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

Biogen, the CRO a Poskytovatel jsou dale
oznacovani spolecné jako ,.strany* a jednotlivé
jako ,,strana‘.

VZHLEDEM K TOMU, ZE Biogen sponzoruje
multicentrické klinické hodnoceni u pacientd
uzivajicich BIIB080 (dale jen ,,Produkt®) pod
nazvem ,,Randomizované, dvojité zaslepené,
placebem kontrolované klinické hodnoceni
S paralelnimi skupinami posuzujici ucinnost,
bezpecnost a sndSenlivost piipravku BIIB080
U pacientii s mirnym kognitivnim postiZenim
vdusledku  Alzheimerovy  choroby nebo
S mirnou Altheimerovou demenci”,, Cislo
protokolu: 247AD201 (dale jen ,,Studie®);
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[CzECH REPUBLIC]
CLINICAL TRIAL AGREEMENT

This Clinical Trial Agreement (the Agreement)
is made on the Effective Date (as defined below)
between Biogen Idec Research Limited,
located at Innovation House, 70 Norden Road,
Maidenhead, Berkshire, SL6 4AY, United
Kingdom, (Biogen), and

Fakultni nemocnice v Motole, state
budgetary organization, located at V Uvalu
84, 150 06, Prague 5, Czech Republic,
Identification ~ number: 00064203, Tax
identification number: CZ00064203,
represented by [
acting under a power of attorney (provider of
medical services, the “Institution ), and

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

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

WHEREAS, Biogen is sponsoring a
multi-centre clinical study involving patients on
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);
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VZHLEDEM K TOMU, ZE spoleénost Biogen
uzaviela samostatnou smlouvu s CRO za Gcelem
provadéni nékterych povinnosti ve spojeni s
timto Klinickym hodnocenim vcetné provadéni
plateb Poskytovateli jménem spolecnosti Biogen
a smluvni strany souhlasi s tim, aby byla CRO
smluvni stranou této Smlouvy vylu¢né pro ucely
provadéni plateb podle této Smlouvy v
zastoupeni spolec¢nosti Biogen a Ze CRO nebude
mit zadna jind prava ani povinnosti dle této
Smiouvy;

VZHLEDEM K TOMU, ZE Biogen si preje
provadét klinické hodnoceni u Poskytovatele
jako soucast Studie (Klinické hodnoceni) s

vyuzitim  sluzeb  jmenovaného  hlavniho
zkousejiciho, zaméstnance Poskytovatele [l
(dale jen

~Zkousejici*), na Neurologické klinice 2. LF UK
a FN Motol.

VZHLEDEM K TOMU, ZE Poskytovatel bude
odpovédny zejména za zajiSténi materidlnich
podminek pro Klinické hodnoceni tak, jak jsou
stanoveny V protokolu Studie a jakychkoliv
dalsich pisemnych pokynech, které mize
poskytnout spole¢nost Biogen.

STRANY SE DOHODLY TAKTO:

1. Predmét smlouvy

(@) Biogen povéiuje Poskytovatel provadénim
Klinického hodnoceni v souladu s ustanovenimi
uvedenymi v protokolu Studie (ve znéni
ptilezitostné zménéném a pisemné potvrzeném
spolecnosti Biogen) (dale jen ,,Protokol®) a v této
smlouve.

(b) Ustanoveni protokolu, ptislusnych pftiloh,
jakoz 1 informacnich dokumentd, vcetné
informovaného souhlasu subjektii ucastnicich se
Klinického hodnoceni (dale jen ,,Subjekty*), jsou
pro strany zavazné, a tudiz tvofi nedilnou soucast
této smlouvy. To obdobné plati i pro jakékoliv
dodatky k Protokolu a vysledné nové verze
protokolu.
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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, Biogen wishes to conduct a trial at
the Institution to form part of the Study (the
Trial) using the services of a named principal
investigator, employee of the Institution
(the Investigator)
at the Department of Neurology, 2nd Faculty of
Medicine, Charles University in Prague and
Motol University Hospital.

WHEREAS, the Institution shall particularly be
responsible for ensuring the material conditions
of the Trial as determined in the Study protocol
and any other written instructions that may be
provided by Biogen.

IT IS THEREFORE AGREED AS FOLLOWS:
1.

@ Biogen entrusts the Institution to
conduct the Trial 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 .

(b) 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.

Subject matter of this Agreement
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2. ZavazKkyv Biogen

Pii provadéni tohoto Klinického hodnoceni na
sebe spolecnost Biogen pifevezme mimo jiné
nasledujici zavazky, které pro ni jakoZzto
zadavatele vyplyvaji z pfrislusSnych zakonu a
ptedpisti (jak je tento pojem definovan v €l. 3 (e)
nize):

(@) uzavfeni povinného pojisténi pro subjekty
Klinického hodnoceni, zadavatele (tj. Biogen) a
Zkousejiciho v souladu s ust. § 58 odst. 2zak. ¢.
378/2007 Sb., o lé¢ivech (dale jen ,,Zakon o
lIécivech®, a ve smyslu pfislusnych zakonl a
piedpist;

(b)  vypracovani VZoroveé informacni
dokumentace o Subjektech a formulara

obsahujicich informovany souhlas ode vSech
zucastnénych Subjekti;

(c) pozadovanym zplusobem (napf. ziskanim
¢isla EudraCT) zaregistruje klinické hodnoceni
do registru klinickych hodnoceni a da jeji
vysledky k dispozici na vetejné piistupném webu
(napt. www.clinicaltrials.gov) v  rozsahu
uloZeném platnymi zidkony a predpisy a v
souladu s nimi;

(d) ziskani souhlasu pfislusné etické komise
pro multicentrickd hodnoceni a souhlasu
ptisluSnych mistnich etickych komisi a doruceni
oznameni ¢i ziskdni povoleni, pokud bude
vyzadovano, od pfislusného organu, tj. Statniho
ustavu pro kontrolu 1é¢iv, k provedeni
Klinického hodnoceni (dale jen ,,Prislusné

organy*);
(e) poskytnuti
pfipadné placeba;

(f)  informovani Statniho ustavu pro kontrolu
léciv a etické komise pro multicentrickd
hodnoceni o zahajeni Klinického hodnoceni
nejpozdéji 60 dni po jeho skutecném zahajeni v
souladu se Zakonem o lé¢ivech, a § 15 Vyhlasky
¢. 226/2008 Sb., o spravné klinické praxi, v
platném znéni (dale jen ,,VyhlaSka o SKP*);

nezbytnych Produktli nebo

(9)

predkladani pribéznych zprav o pribéhu
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2. 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):

(@) 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;
(b) preparing the  Subject template

information documents and informed consent
forms for all participating Subjects;

(c) 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;

(d) 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);

(e) provision of the required Products or,
where appropriate, placebo;

(f) informing the State Institute for Drug
Control and the ethics committee for
multi-centre studies about the 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);
(90 providing the Competent Authorities with
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Klinického hodnoceni PtisluSnym organiim, a to
kazdych 12 mésici po celou dobu trvani
Klinického hodnoceni, v souladu se Zakonem o0
1é¢ivech;

(h) dodrzovani pravidel pro informovani
Pfislusného organu o vyskytu nezadoucich
piihod v souvislosti s pouzivanim Produktu pfi
Klinickém hodnoceni;

(i)  vyhodnocovani a aktualizovani souboru
informaci pro Zkousejiciho, a to nejmén¢ jednou
rocné.

3. Zavazky Poskytovatele

(@) DodrZovani predpisi. Poskytovatel timto
prohlasuje, ze splituje vesSkeré pravni pozadavky
v souvislosti s provadénim  Klinického
hodnoceni, a ze ziskalo nebo ziska od spolecnosti
Biogen nebo jim povéiené¢ho zastupce veskeré
nezbytné souhlasy. Poskytovatel dale zarucuje,
7ze uzavieni a plnéni této smlouvy budou v
souladu s veSkerymi pfisluSnymi zakony,
pravnimi  pfedpisy 1 vnitinimi pfedpisy
Poskytovatele a zejména ze obdrzena odména
bude pobirdna v souladu s piislusSnymi pravidly
pro financovani tretich stran. Poskytovatel dale
zaruCuje, ze plnéni Smlouvy nebude zakladat
poruseni pracovnépravnich povinnosti ze strany
Zkousejicitho nebo kteréhokoliv jiného ¢lena
personalu. Poskytovatel timto jako zamé&stnavatel
Zkousejiciho a ostatnich ¢lentd personalu udéluje
svij vyslovny souhlas s ucasti Zkousejiciho na
Klinickém hodnoceni dle této smlouvy, a to za
odménu, v souladu s ust. § 304 odst. 1 zak. €.
262/2006 Sb., zakonik prace, v platném znéni.

(b) Zucastnény personal. Zkousejici timto
prohlaSuje, Ze proSel nezbytnym Skolenim a ma
pozadované zkuSenosti a prostiedky pro
provadéni Klinického hodnoceni. Poskytovatel
dohlédne na to, ze ZkousSejici bude Klinické
hodnoceni provadét tadné v souladu s touto
smlouvou. Poskytovatel nesmi Zkousejiciho
nahradit jinym zkousSejicim bez ptedchoziho
pisemného  souhlasu  spole¢nosti  Biogen.
Zkousejici bude spolecnosti Biogen a jejim
zastupcim poskytovat informace ohledné
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interim reports on the course of the Trial each
12 months of the duration of the Trial according
to the Pharmaceuticals Law;

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

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

3.

@ Compliance. The Institution hereby
declares that it complies with all legal
requirements as to the performance of the Trial
and 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 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 or of any other staff members’
employment duties. The Institution, as the
Investigator’s and the other staff’s employer,
hereby grants its express consent to the
Investigator’s  participation in the Trial
according to this Agreement, and for
compensation, according to Section 304(1) of
Act No. 262/2006 Coll., Labour Code, as
amended.

(b) Participating Staff. The Investigator
hereby declares that he has undergone the
necessary training and has the required
experience and means for conducting the Trial.
The Institution shall supervise that the Trial will
be duly performed by the Investigator in
accordance with this Agreement. The Institution
shall not be able to replace the Investigator with
another investigator without the prior written
consent of Biogen. The Investigator shall
provideBiogen and its representatives with

Obligations of the Institution
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ostatnich  pracovnikli  podilejicich se na
Klinickém hodnoceni (ZkouSejici a ostatni
pracovnici spolec¢né déle jen ,,Persondl®). Aby se
pfedeslo jakymkoliv pochybnostem, bude
Personal po dobu trvani této smlouvy pod
dozorem a kontrolou Poskytovatele a
Poskytovatel ponese neomezenou odpovédnost
za to, ze Personal bude jednat v souladu
s prislusnymi zdkony a pravnimi piedpisy a podle
pokynli spolecnosti Biogen ¢i jejich zastupct.
Poskytovatel bere na védomi a souhlasi s tim, ze
Zkousejici uzavie samostatnou smlouvu se
spolecnosti Biogen a CRO, podle které obdrzi
odménu od Biogenu prostfednictvim CRO za
sluzby provedené Zkousejicim v souvislosti
s Klinickym hodnocenim a ostatnimi cleny
Personélu. Zkousejici je odpovédny za odménu
kteréhokoli ¢lenu Personalu, jehoz sluzeb se
ZkouSejici rozhodne vyuzit pii provadéni
Klinického hodnoceni. Poskytovatel zajisti, Ze
plnéni této samostatné smlouvy mezi Biogen a
Zkousejicim nebude piedstavovat poruseni zadné
Z povinnosti ~ ZkouSejictho  ani  poruSeni
povinnosti jinych ¢lent Persondlu.

Biogen zajisti distribuci zasilky Produktu do
Iékarny Poskytovatele, kde je 1ékarnik prevezme
a zkontroluje (jako jiné zasilky — tzn. Neni-li
poskozena, v piipadé zvlastnich pozadavki na
transport, byly-li tyto pozadavky dodrzeny,
pfijem zésilky potvrdi), nasledné si na Zadanku
Zkousejici hodnocené 1é¢ivé pripravky vyzvedne
na centrum, kde je za né€ pln¢ odpovédny. Biogen
je povinen oznamit do 3 pracovnich dnl pied
dodanim, kdy bude zésilka do 1€kérny piedana
budto emailem nebo telefonicky lékarnou
povétenému farmaceutovi. Likvidaci
nevyuzitych 1€k si Biogen zajisti na vlastni
naklady.
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information  regarding the other staff
participating in the Trial (the Investigator and
the other staff collectively referred to as 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 Institution shall without
limitation 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 acknowledges and agrees that the
Investigator enters into a separate agreement
with Biogen and the CRO under which he/she
will receive direct payment from Biogen
through the CRO for the services performed by
the Investigator in connection with the Trial and
by the other Staff members. The Investigator
shall be responsible for the compensation of any
Staff members that he/she decides to use in
connection with the conduct of the Trial. The
Institution assures that the performance of this
separate agreement between Biogen and the
Investigator will not constitute a violation of the
Investigator’s duties nor a violation of the other
Staff members’ duties.

Biogen shall ensure shipment of the Product to
the pharmacy of the Institution, where it shall be
received and examined by the pharmacist (in the
same manner as any other shipment — e.g.
whether the delivery is unharmed, in the event
of any specific requirements as to the means of
transportation also whether such requirements
have been duly met, and due acceptance of the
delivery shall be confirmed), Product shall be
prepared for administration in the pharmacy,
and consequently, on the basis of an order form,
the Investigator shall collect the Investigational
Product and transport it to the Site. Investigator
shall assume full liability over the Product once
delivered to the Site. Biogen hereby agree to
notify the appointed pharmacist at Medical
Facility, who is authorised to participate in the
Study, via e-mail or by phone, within 3 working
days prior to the delivery of the Investigational
Product, as to when the shipment is to be
delivered to the pharmacy. Unused Product
destruction shall be performed by Biogen at his
Own expense.
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Biogen nebo CRO zajisti dodavku na adresu: FN
Motol, nemocniéni 1ékarna, V Uvalu 84, 150 06
Praha 5, Ceska republika a ozna¢i ji jménem
odpovédného 1ékarnika.

Poskytovatel zajisti  fadné  zachazeni
s Produktem dle  pisemnych  pozadavkl
Zadavatele, v souladu se Spravnou lékarenskou
praxi (vyhlaska ¢. 84/2008 Sb.), Platnymi zadkony
a predpisy a ustanovenimi Protokolu.

(c) Zahajeni Klinického hodnoceni.
Poskytovatel se zavazuje, Ze nezahaji vybér
potencidlnich subjekti k ucasti v Klinickém
hodnoceni, dokud (i) spolecnost Biogen nebo jeji
zastupci pisemné nevyrozumi Zkousejicitho o
tom, Ze byly ziskany veskeré souhlasy, povoleni
a dokumentace nezbytnd pro provadéni
Klinického hodnoceni, (ii) Zkousejici nepodepise
Protokol, ¢imz se =zavaze plnit vSechny
povinnosti v ném uvedené, a (iii) ZkouSejici
nepodepiSe prohlaSeni zkousejiciho, jehoz vzor
je pripojen ke smlouvé se Zkousejicim.
Poskytovatel nebude provadét vyzkum na
zakladé této smlouvy ani podavat Zadnému
subjektu Produkt (nebo poptipadé placebo),
dokud pfislusny Subjekt pisemné nepotvrdi, ze
obdrzel, prostudoval si a souhlasi s udélenim
informovaného souhlasu s Klinickym
hodnocenim na zakladé¢ formulare, jehoZz vzor
Poskytovatel ptedlozi spolecnosti Biogen ke
schvéleni.

(d) Oznamovani nezadoucich prihod.
Poskytovatel je povinen zajistit aby se Zkousejici
fidil pozadavky tykajicimi se oznamovani
jakychkoliv nezadoucich ptfihod v souladu s
pfislusSnymi zdkony a pravnimi predpisy,
zejména Zakonem o 1écivech, touto smlouvou a
Protokolem.

(e) Provadéni Klinického hodnoceni.
Poskytovatel je povinen zajistit, aby bylo
Klinické hodnoceni provadéno v souladu s
Protokolem, stanoviskem etické komise (komisi),
touto smlouvou a jakymikoliv  dal§imi
odivodnénymi pozadavky, které spolecnost
Biogen oznami Poskytovateli. Poskytovatel bere
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Biogen or CRO shall secure delivery with
marked name of the responsible pharmacist to
following address: FN Motol, nemocni¢ni
lékarna, V Uvalu 84, 150 06 Praha 5, Czech
Republic.

The Institution will secure proper handling of
the Product as requested by Biogen in writing,
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 undertakes 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 a template of which is attached to the
Investigator agreement. The Institution 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 and 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.

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

(e) Conduct of Trial. The Institution shall
ensure that the Trial is conducted in accordance
with the Protocol, the opinion of the ethics
committee(s), this Agreement and any
additional reasonable requirements notified by
Biogen to the Institution. The Institution
acknowledges that Biogen, and its affiliates
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na védomi, ze spolecnost Biogen a jeji pridruzené
osoby museji dodrzovat ustanoveni (i) Zakona
Spojeného kralovstvi Velké Britanie a Severniho
Irska o uplatkatstvi z roku 2010 (dale jen ,,Zdkon
o uplatkarstvi), (i1) Zékona Spojenych stata
americkych o zahrani¢nich  korup¢nich
praktikach z roku 1977 (dale jen ,,FCPA®) a (iii)
jakékoliv dalsi ptislusné protikorup¢ni legislativy
(spolecné dale jen ,,Prislusnd protikorupcni
legislativa®).  Stru¢ny ptehled zéakladnich
principt Zakona o uplatkaistvi a FCPA je uveden
v Priloze B. Poskytovatel a Zkousejici nesméji
umoznit nebo nabadat zaméstnance,
zprostiedkovatele, konzultanty nebo  jiné
zastupce, at’ jiz pfimo ¢i nepifimo, aby se podileli
na jakékoliv cCinnosti, ktera je dle Piislusné
protikorupéni  legislativy  zak4zéna, vcetné
poskytnuti tplatku, provize ¢i jakychkoliv jinych
korupénich praktik. Poskytovatel bude dale
provadét Klinické hodnoceni v souladu s
veskerou ndrodni a nadnarodni legislativou,
predpisy a pravidly platnymi pro pravni fad, ve
které Klinické hodnoceni probihd, a to zejména s
nasledujicim:

Q) Helsinskou deklaraci Svétové 1ékaiské
asociace, ,,Etickymi z4dsadami pfi medicinském
vyzkumu provadéném na ¢lovéku®;

(i) veskerou narodni legislativou a
smérnicemi a nafizenimi EU (zejména natizenim
Evropského parlamentu a Rady (EU) €. 536/2014
ze dne 16. dubna 2014 o klinickych hodnocenich
humannich 1éCivych pfipravkll a o zruSeni
smérnice 2001/20/ES) , a to vzdy v platném
znéni implementovaném v dané zemi a
vyhlaSkou  Ministerstva  zdravotnictvi  a
Ministerstva zemédélstvi ¢. 86/2008 Sb., kterou
se stanovi spravna laboratorni praxe v oblasti
1€¢iv, v platném znéni zakon ¢. 372/2011 Sh. o
zdravotnich sluzbach a podminkach jejich
poskytovani (dale jen ,,zdkon o zdravotnich
sluZbach*), jakoz 1 dalsimi pfislusSnymi
smérnicemi, zakony a predpisy, tykajicimi se
uplatiiovani spravné klinické praxe pii provadeéni
klinickych  hodnoceni humannich 1é€ivych
piipravka;

7
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need to adhere to the provisions of (i) the
Bribery Act 2010 of the United Kingdom
(Bribery Act); (ii) the Foreign Corrupt Practices
Act 1977of 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 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:

Q) the Declaration of Helsinki of the
World Medical Association, “Ethical Principles

for Medical Research Involving Human
Subjects”;
(i) any and all national legislation and

ordinances and EU directives and regulations
(including in particular Regulation (EU) No
536/2014 of the European Parliament and of the
Council of 16 April 2014 on clinical trials on
medicinal products for human use and repealing
Directive 2001/20/EC), 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;
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(iii) smérnicemi a normami spravné
klinické praxe (napt. ICH a/nebo FDA) a pokyny
a instrukcemi Evropské Komise a Evropské
1¢kové agentury (EMA);

(iv) veskerou narodni legislativou,
evropskymi nafizenimi a pfedpisy ohledné
ochrany udaju tzn. od 25. kvétna 2018 Nafizenim
Evropského parlamentu a Rady (EU) ¢. 2016/679
z 27. dubna 2016 o ochrané fyzickych osob v
souvislosti se zpracovanim osobnich udajii a o
volném pohybu téchto tidajii a 0 zruseni smérnice
95/46/ES (GDPR), jak je pievedeno do
narodniho prava (zékon o zpracovani osobnich
udajii, véetné ptipadnych Uprav) jez se vztahuji
na Poskytovatele v jeho funkci spravce udajd,
zejména osobnich daji Subjekti; a

(v)

(dale spolecné jen ,,Platné zdakony a predpisy™).

dal§imi ptislusnymi etickymi pravidly.

(f) Dopliiovani Protokolu. Poskytovatel neni
bez piedchoziho pisemného souhlasu Biogen
opravnén jakkoliv ménit ¢1 dopliovat Protokol,
ani to nesmi umoznit Persondlu, s vyjimkou
ptipadu, kdy tak vyzaduje zdkon v z4jmu ochrany
bezpecnosti, zdravi ¢i prav danych Subjekti.
Poskytovatel je povinen zaznamenavat a zajisti,
aby 1 Zkousejici zaznamenaval veSkeré udaje do
formulafe poskytnutého spolec¢nosti Biogen nebo
jejim jménem (Case Report Form, dale jen
,,CRF*). Original CRF bude urcen pro spolecnost
Biogen a kopii si ponechd ve svych zdznamech
ZkousSejici. Po doruceni kone¢ného CRF budou

jakékoliv zmeény databaze provadény
prostiednictvim uptesnujiciho formulare
poskytnutého CRO.

(g) Poskytnuti Materialu. Biogen poskytne
Poskytovateli zdarma takové mnozstvi Produktu
nebo placeba a jiného materidlu, vybaveni ¢i
zbozi, jaké muze byt pro Klinické hodnoceni
nezbytné (dale jen ,,Materidl). Poskytovatel
nebude odpovédny za jakékoliv nesplnéni svych
zavazku vzniklé v disledku nedostupnosti
Materialu. Poskytovatel bude Material pouzivat
vyhradné v souladu s Protokolem. Poskytovatel
bez ptredchoziho pisemného souhlasu Biogen
8
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(iii) 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);

(iv) any and all national legislation and
European directives and regulations concerning
data protection e.g. from 25 May 2018, 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

(V) any applicable codes of ethics,
(together  the  Applicable Laws and
Regulations).

()  Amendment of the Protocol. The

Institution shall not alter or amend, and shall not
permit 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 shall, and shall cause the Investigator
to 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, any
changes to the database shall be via a
clarification form provided by the CRO.

(9) 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 (the Material). The
Institution shall have no liability for any failure
to fulfil 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
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nepouzije Material pro jakékoliv jiné ucely a ani
to neumozni Zkousejicimu. Podminky dodani
Materialu, vcetn¢ pfislusSnych  financnich
ujednani, jsou uvedeny v Piiloze A k této
Smlouvé. Poskytovatel bude s Materidlem vzdy
zachéazet, manipulovat, pouzivat ho a ptipadné
udrzovat se stejnou mirou péce, kterou vénuje
svému  vlastnimu majetku, a v souladu
S pisemnymi pokyny spole¢nosti Biogen nebo
jejich zastupcti. Po dokonceni ¢i ukonceni
Klinického hodnoceni vykaze Poskytovatel
veskerd mnozstvi pouzittho Materidlu, a
nebude-li stranami pisemné dohodnuto jinak,
veskery zbyvajici Material vrati nebo s nim jinak
nalozi  vsouladu  spisemnymi  pokyny
spole¢nosti Biogen nebo jejich zastupci.

(h) Nabor.  Vybér v riznych zafizenich
zapojenych do Studie je konkuren¢ni a bude
ukonéen v okamziku, kdy celkovy pocet
hodnotitelnych Subjekti vybranych k tcasti na
Klinickém hodnoceni dosiahne [}, pokud
nebude tento pocet zménén na zakladé predchozi
pisemné dohody se spolecnosti Biogen. Poté, co
spoleCnost Biogen ozndmi bez zbyte¢ného
odkladu Poskytovateli nebo Zkousejicimu, ze jiz
bylo dosaZeno poZadovaného poctu Subjekti,
nebude nabor Subjektii pokracovat a spolecnost
Biogen muize Poskytovateli sdélit, aby zastavil
nabor pro toto Klinické hodnoceni bez toho, Ze
by tim spolecnosti Biogen vznikla povinnost
poskytnout jakoukoliv kompenzaci ¢i uhradit
pokutu.

Pokud v ramci daného terminu nebude 1 ptes
usilovnou snahu Poskytovatele  dosazeno
pozadovaného poctu vybranych subjekti z
diivodu neptedvidatelnych udalosti nebo pokud
nebude Biogen Poskytovateli schopen dodat
Material v dostate¢ném mnozstvi tak, aby mohl
probéhnout néabor subjektli, miize spolecnost
Biogen na =zdkladé vlastniho uvaZzeni bud’
prodlouzit dobu pro vybér Subjektt Klinického
hodnoceni, nebo jinak upravit cilovy pocet téchto
Subjektii pricemz o takové skutecnosti bude
Poskytovatel pisemné informovan spolecnosti
Biogen. K Datu platnosti této Smlouvy je
pfedpokladany pocet Subjektli zafazenych u
Poskytovatele [}

(i)
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Integrita dat. Instituce musi mit vzdy k
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shall not use, and shall not permit the
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 written 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 written
instructions of Biogen or its agents.

(h) Recruitment. Recruitment at the
different centres participating in the Study is
competitive and shall terminate when the total
number of ] evaluable Subjects have been
recruited to the Trial, unless this number is
modified by prior written agreement with
Biogen. Upon Biogen giving notice without
undue delay 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 Institution to stop recruiting
for this Trial without any compensation or
penalty on the part of Biogen.

If the Subject enrolment 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, should this occur, Biogen shall
confirm in writing. As of the Effective Date of
this Agreement, the estimated number of
Subjects enrolled in the Trial at the Institution is

(i)

Data Integrity. The Institution shall at all
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dispozici podklady, které mohou dolozit
existenci vhodnych systémua fizeni a kontroly
jakosti, jez maji zajistit spolehlivost, kvalitu a
integritu vSech dat.

4. Platby Poskytovateli

(@) Platby. Za provadéni Klinického
hodnoceni se spole¢nost Biogen zavazuje
prostiednictvim CRO provadét Ctvrtletni
platby Poskytovateli po obdrzeni ptislusné
faktury a spravné vyplnénych zdznami CRF, a
to v souladu s podminkami stanovenymi v
Ptiloze A. Platby budou provaddény na
nasledujici ucet: Nebude-li pisemné ujednano
jinak,  faktury od  Pfijemce  plateb
(definovaného nize) obdrzi a platby bude
zpracovavat CRO. Veskeré dotazy ohledné
faktur Piijemce nebo plateb Piijemci plateb je
tieba adresovat CRO, jejiz kontaktni iidaje jsou
uvedeny v Piiloze A.

Ptredpokladand hodnota finan¢niho plnéni dle
této Smlouvy €ini pfiblizné 1 208 620 K¢&.

(b) Finanéni zavazky Poskytovatele. Platby
uvedené v ¢l. 4(a) vySe budou predstavovat
jedinou odménu nalezejici Poskytovateli za
provadéni Klinického hodnoceni. V pfipadé, Ze
spolecnost Biogen pfedem vyslovné a pisemnou
formou neschvalila jakékoliv ndklady a vydaje,
bude Poskytovatel odpovédny za thradu
veSkerych ndkladii a vydaji vyplyvajicich z
provadéni Klinického hodnoceni, zejména za
l1ékarnické poplatky a laboratorni testy, ne vSak
za vyplatu odmény ZkouSejicimu a c¢lentim
Personalu.

(c) Kazda smluvni strana prohlaSuje a zarucuje
druh¢ stran¢, ze platba poplatkii souvisejicich s
provadénim klinického hodnoceni (v¢etné plateb
subdodavatelim, konzultantim a  jinym
zastupcum pracujicim jménem Poskytovatele
nebo jako soucast sluzeb Poskytovatele pro
spolecnost Biogen, dle situace) (i) predstavuje
spravedlivou trzni hodnotu za provadéni
klinického hodnoceni, (ii) nebyla stanovena
zddnym zplisobem, ktery bere v tvahu objem
nebo hodnotu jakychkoliv doporuceni, thrad
nebo obchodi mezi Poskytovatelem a
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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. Payments to the Institution

@ Payments. In consideration of the
conduct of the Trial, 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
1208 620 CZK.

(b) Financial  obligations of  the
Institution. The payments specified in Section
4(a) above shall constitute the Institution’s sole
remuneration for the conduct of 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,
pharmacy fees and laboratory tests; however
excluding remuneration of the Investigator and
Staff members.

(c)  Each party represents and warrants to the
other 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 or as part of
the Institution’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 Biogen and/or CRO, and (iii) is
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spole¢nosti Biogen a/nebo CRO a (iii) neni
nabizena ¢i poskytovana zcela nebo zCasti s
umyslem pifimo ¢i nepfimo, implicitné ¢i
vyslovné ovlivnit ¢i vést piijemce k ndkupu,
piedepisovani, doporucovani, prodeji, sjednavani
nakupu ¢i prodeje nebo doporucovani priznivého
zatazeni piipravka Biogen do seznamu nebo jako
odmeéna za chovani v minulosti.

5. Vysledky Klinického hodnoceni, zdiznamy
a kontroly
(@) Vyuziti vysledki Klinického hodnoceni.
Spolec¢nost Biogen a jeji zéstupci budou mit
neomezeny piistup k veSkerym informacim
ziskanym na zékladé Klinického hodnoceni a
pravo uzivat je k jakymkoliv ti¢eltim, které jsou v
souladu se zékonem.

V ramci Klinického hodnoceni miiZze spolecnost
Biogen Poskytovateli a Zkousejicimu 1ékafi
poskytovat  piehled vysledki  Klinického
hodnoceni a/nebo vysledkt dalSich klinickych
hodnoceni formulovany zptisobem vhodnym pro
neodbornika. Poskytovatel a Zkousejici lékar
souhlasi, Ze tyto vysledky vcas piedaji subjektim
klinického hodnoceni a/nebo jejich
opatrovnikiim.

(b) Kontrola ze strany spolecnosti Biogen a
zaznamy. Ve vzajemné dohodnutém case
(termin vSak bude ujedndn minimalné tii (3) dny
pfedem) v ramci bézné pracovni doby umozni
Poskytovatel spole¢nosti Biogen a jejim
zastupcim provést kontrolu a pofizeni vynatku
ze zaznaml a zprdv shromédzdénych a
vypracovanych Poskytovatelem a Zkousejicim v
prabéhu provadéni Klinického hodnoceni a déle
prohlidku zafizeni, kde je Klinické hodnoceni
provadéno, k ovéfeni plnéni podminek smlouvy,
Protokolu a Platnych zdkond a ptedpisi i
piesnosti informaci poskytovanych v souvislosti
s Klinickym hodnocenim. Poskytovatel umozni
spolecnosti Biogen a jejim zéastupclim, aby se
setkali s Personalem, aby mohli dané zaznamy a
zpravy projednat a vytesit jakékoliv otazky
tykajici se téchto zaznamli a zprav. Vyse
uvedenym jedndnim spolecnosti Biogen nebo ji
poveéfenymi osobami a zastupci vSak nesmi byt
narusen bézny chod u Poskytovatele. Na Zadost
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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.

5. Trial Results, Records and Audits

@) Use of Trial Results. Biogen and its
agents shall have the unrestricted access and
rights to use 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 timely manner in
accordance with local legal and IRB/EC
requirements.

(b) Audit by Biogen and Records. The
Institution shall permit Biogen and its agents
during normal business hours and at mutually
agreeable times (as agreed to at least three (3)
days in advance), to inspect and make abstracts
of records and reports collected and generated
by the Institution and the Investigator in the
course of conducting 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 Staff 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
shall and shall procure that the Staff shall
immediately correct any errors or omissions in
such records and reports. By above-mentioned
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spolecnosti Biogen nebo jejich zastupcu je pak
Poskytovatel povinen opravit a zajistit, aby
Personal v téchto zaznamech a zpravach

neprodlen¢  opravil jakékoliv  chyby ¢i
opomenuti. Poskytovatel bude uchovavat a
zajisti, aby 1 Personal wuchovéaval veskeré

zaznamy tykajici se Klinického hodnoceni a
Subjektd, které se ho ucastni, v souladu
s Protokolem a jinak vsouladu s Platnymi
zakony a ptedpisy a ¢l. 5(e) nize. Spolecnost
Biogen si mize zdznamy pied uplynutim
zakonné  doby  archivace  vyzadat od
Poskytovatele, to se nevztahuje na zdravotnickou
dokumentaci Subjektd a dal$i dokumenty, které
dle Spravné klinické praxe mulze archivovat
pouze Poskytovatel.

(c) Soulinnost pri kontrole provadéné
spolecnosti Biogen. Poskytovatel poskytne a
zajisti, aby 1 Personal poskytl soucinnost
spoleCnosti Biogen a jejim dodavatelim a
zastupcim v piipadé¢ jakychkoliv internich
kontrol ¢i auditd, a to v rdmci bézné pracovni
doby a poté, co na to byli v dostatecném
predstihu, ne vSak dfive nez 3 dny pfedem,
upozornéni. Poskytovatel dale spolec¢nosti
Biogen a jejim dodavatelim a zastupclim
poskytne (k nahlédnuti a pofizeni duplikétu)
veSkerou dokumentaci, tdaje a informace
tykajici se Klinického hodnoceni. Kde to bude
vhodné, budou déany k dispozici zdravotni
zaznamy subjekt pro ucely ovéfeni zdrojového
dokumentu v rédmci kontroly ¢i auditu.
Poskytovatel také spolecnosti Biogen a jejim
dodavatellim a zastupciim umozZni, aby se setkala
se Cleny Persondlu za tucelem vysvétleni a

projednani takovych dokument, Udaji a
informaci.
(d) Kontrola provadéna prislu$nym

organem. Pokud si Pfislusny orgén (narodni
nebo zahrani¢ni) pieje provést kontrolu u
Poskytovatele nebo ve vztahu ke Zkousejicimu v
souvislosti s jejich ucasti v Klinickém hodnocenti,
jsou Poskytovatel a Personal v divodné
poZadovaném rozsahu povinni (i) bez zbyte¢ného
odkladu o tom vyrozumét spole¢nost Biogen a
CRO a vynalozit veskeré usili, aby zajistili, ze
spolecnost Biogen nebo jeji zastupci mohou byt
pii  kontrole pfitomni, a (ii) poskytnout
PfisluSnym orgdnim souinnost a splnit
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activities of Biogen or its authorized
representatives and representatives is not
allowed to disrupt the standard operation of the
Institution. The Institution shall and shall
procure that the Staff shall preserve all records
relating to the Trial and the Subjects
participating therein as required by the Protocol
and otherwise in accordance with the
Applicable Laws and Regulations and Section
5(e) below. Biogen may request that the
Institution send all such records to Biogen prior
to expiry of the statutory archiving period, this
however, does not pertain to medical records of
the Trial Subjects and other documents that,
according to Good Clinical Practice, can only be
archived by the Institution.

(©) Cooperation during Audit by Biogen.
The Institution 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, but no less than 3 days in advance, and
during normal business hours. The Institution
shall furthermore make available to Biogen and
its contractors and agents (for examination and
duplication) all documentation, data and
information relating to the Trial. 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
Staff available to Biogen and its contractors and
agents to explain and discuss such
documentation, data and information.

(d) 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 and
the Staff shall, to the extent reasonably
practicable, (i) without undue delay 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
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opravnéné¢ pozadavky kontroly. To zahrnuje
zptistupnéni  (pro  ucely prostudovani a
okopirovani) dokumentace, udaji a informaci
tykajicich se Klinického hodnoceni. V piipadech,
kdy to bude nutné k ovéfeni zdrojového
dokumentu v ramci kontroly, budou dany k
dispozici také zdravotni zaznamy subjektu.
Poskytovatel dale zajisti, ze Personal bude
Pfislusnému organu k dispozici pro ucely
vysvétleni a projednani takové dokumentace,
udajt a informaci.

() Uchovavani udaju. Poskytovatel se
zavazuje, ze bude ukladat a uchovavat veskeré
dokumenty tykajici se Klinického hodnoceni,
zejména formulafe obsahujici informovany
souhlas Subjektt s Klinickym hodnocenim, CRF,
pavodni udaje a ISF po dobu nejméné dvaceti
péti 25 let po dokonceni Klinického hodnoceni,
zpusobem pozadovanym Platnymi zakony a
predpisy a zajiStujicim ochranu osobnich udaju
Subjektli Klinického hodnoceni v souladu s
pfislusnymi zdkony na ochranu osobnich udaju,
zejména Zakonem na ochranu osobnich idaju.

6. Duvérné informace
6.1

() Zavazek  Poskytovatele  zachovavat
divérnost informaci. Poskytovatel je povinen
zachovavat mlenlivost ohledné¢ Duvérnych
informaci (jak jsou definovany niZe) a omezi
piistup k nim na spole¢nost Biogen a osoby, u
nichz je to nutné¢ z divodi zamyslenych touto
smlouvou. Poskytovatel podnikne veskeré kroky,
aby zajistil, ze tyto osoby se budou fidit tymiz
zévazky zachovani divérnosti, jaké se vztahuji
na Poskytovatele dle této smlouvy. Divérné
informace zahrnuji:

Q) veskeré informace a udaje poskytnuté
spole€nosti Biogen nebo jejim jménem, zejména
brozuru Zkousejictho spole¢nosti Biogen pro
Klinické hodnoceni;

(i)

ustanoveni této smlouvy a Protokolu; a
(iii) veskeré informace a udaje vytvorené v

souvislosti s Klinickym hodnocenim, zejména
zaznamy CRF a udaje v nich obsazené.

Clinical Trial Agreement/ Smlouva o provedeni klinického hodnoceni
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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 verification
procedures as part of the inspection. The
Institution also shall make the Staff available to
the relevant Competent Authority to explain and

discuss such documentation, data and
information.
(e) Retention of Data. The Institution

undertakes to keep and store all Trial-related
documents including, without limitation, the
Subjects’ informed consent forms regarding the
Trial, CRFs, original data and ISF, at least for a
minimum period of twenty-five (25) years from
the completion of the Trial, in a manner required
by the Applicable Laws and Regulations and
securing protection of the Trial Subjects’
personal data according to applicable personal
data protection laws, namely the Data Protection
Law.

6. Confidentiality
6.1

@ The Institution’s Obligations of
Confidentiality. The Institution 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 shall take
all practicable steps to ensure that such persons
abide by the same obligations of confidentiality
as apply to the Institution under this Agreement.
Confidential Information includes:

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

(i) the provisions of this Agreement and the
Protocol; and

(iii)  all information and data generated in
connection with the Trial, including but not
limited to the CRFs and the data contained
therein.
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Diivérné informace jsou, stanou se a ziistanou ve
vlastnictvi spole¢nosti Biogen.

(b) VyjimKky a sdéleni informaci. Ustanoveni
¢l. 6(a) vyse se nebudou vztahovat na informace,
které se pozd¢ji stanou veiejné zndmymi jinak
nez zavinénim Poskytovatele nebo Personalu
nebo které budou pozdéji obdrzeny od tieti strany
majici opravnéni takové informace sdé¢lovat.
Diivérné informace mohou byt sd€lovany v
rozsahu pozadovaném zdkonem (poté, co o tom
byla informovana spolec¢nost Biogen a co méla
moznost vznést proti takto pozadovanému
sdé€leni ptipadné namitky). TotéZ plati pro 1écbu
subjektt ucastnicich se Klinického hodnoceni.

(c) Duvérné informace a zvefejnéni. Divérné
informace uvedené v ¢l. 6(a) (iii) vySe mohou byt
dale zvetfejnény pro ucely interniho vyzkumu a
vzdélavani v ptisném souladu s ¢l. 7 a 8§ nize a s
dal§imi ustanovenimi této smlouvy. Takové
sdéleni nesmi obsahovat jiné Divérné informace
nez ty, které jsou uvedeny v ¢l. 6(a) (iii) vyse.

6.2. Bez ohledu na vyse uvedené, Biogen a CRO
timto berou na védomi, ze Poskytovatel je
povinen tuto Smlouvu zvefejnit v souladu se
zdkonem ¢. 340/2015 Sb. o registru smluv.
Veskeré informace, které predstavuji obchodni
tajemstvi nékteré ze Smluvnich stran, zvetejnéni
nepodléhaji. Pro ucely této Smlouvy k
informacim, které jsou povazovany za obchodni
tajemstvi, patii naptiklad Ptiloha A — Rozpocet a

platebni ptehled, minimdlni cilovy pocet
zafazeni, predpoklddany pocet =zatazenych
Subjekti studie a predpokladané trvani

Klinického hodnoceni 1 veskeré dalsi udaje
tykajici se Protokolu. Zvetejnéni nepodléhaji
také osobni udaje jednotlivych osob, pokud jiz
nebyly dfive zvefejnény v jiném vefejném
rejstiiku.

V ramci ujednani mezi Smluvnimi stranami se
Poskytovatel zavazuje uvetejnit tuto Smlouvu v
souladu s vySe uvedenym. Verze této Smlouvy
uréend pro publikaci bude pisemné odsouhlasena
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Confidential Information is, shall become and
shall remain the property of Biogen.

(b) Exclusions and Disclosure. The
provisions in Section 6(a) above shall cease to
apply to information that later becomes part of
the public domain through no fault of the
Institution or the 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.

(©) Confidential Information and
Publication. In addition, the Confidential
Information referred to in Section 6 (a)(iii)
above may be disclosed in connection with
publications for its own internal research and
educational purposes strictly subject to Sections
7 and 8 below and the other provisions of this
Agreement. Such disclosure shall not contain
any Confidential Information other than that
referred to in Section 6 (a)(iii) above.

6.2. 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 upon,
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pied podepsanim této Smlouvy Poskytovatelem,
CRO a spolecnosti Biogen, avsak nebude
Vv zadném piipad¢ zahrnovat zadna obchodni
tajemstvi ani osobni udaje. V pfipadé, Ze
Poskytovatel podminky této Smlouvy nezvetejni
béhem pozadované lhiity tficeti (30) dnli pied
terminem zvetfejnéni pozadovanym na zakladé
vySe uvedeného zdkona, mohou byt podminky
této Smlouvy zvetfejnény CRO nebo spolecnosti
Biogen. Poskytovatel je povinen tuto Smlouvu
uvetejnit v souladu s c¢lankem této Smlouvy
vyse. O uvetejnéni Smlouvy v Registru smluv
bude Poskytovatel informovat CRO tak, Ze jako
e-mailovou adresu, na kterou ma byt zaslano
ozndmeni o uvefejnéni v registru smluv, zada
adresu

7. Publikovani

(@) Postup pri publikovani. Po dokonceni
Klinického hodnoceni a vyhodnoceni vysledki
nebo po upusténi od Klinického hodnoceni
mohou Poskytovatel nebo Zkousejici jménem
Poskytovatele publikovat nebo jinak zvefejnit
vysledky Klinického hodnoceni nebo 1écby
kteréhokoliv subjektu zapojen¢ho do Klinického
hodnoceni pro ucely interniho vyzkumu a
vzdélavani, nicméné musi pii tom byt dodrzeny
nasledujici podminky a poZadavky ¢l. 6(c) vySe:

(i) kopie takto zvefejiovanych materialt musi
byt s odkazem na tento odstavec predlozena ke
kontrole spolecnosti Biogen nejméné Sedesat
(60) dnt pted jejich doruCenim jakékoliv jiné
stran¢.

(if) pokud spolec¢nost Biogen zasle béhem této
doby oznameni, ze ma ve vztahu k zélezitostem
obsazenym v takovych materidlech v tmyslu
podat pfihlasky na registraci patentd, bude
zvetejnéni odlozeno az o dalSich devadesat (90)
dnit od takového ozndmeni, aby mohly byt
podany piislusné ptihlasky.

(iii) jelikoz Klinické hodnoceni tvoii soucasti
Studie, nesmi byt zadné informace zveiejnény,
dokud nebudou k dispozici vysledky ze vSech
zafizeni a nebude provedena jejich analyza nebo
dokud nedojde k upusténi od Studie ve vSech
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promptly upon 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. In the event the Institution
fails to publish the Agreement terms as required
thirty (30) days prior to the legally required
publication deadline 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.

7. Publications

@) Publication Procedure. On
completion of the Trial and evaluation of the
results, or abandonment of the Trial,
respectively, the Institution or the Investigator
on behalf of the Institution may publish or
otherwise publicly disclose the results 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 6(c) above:

(i) 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.

(it)  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.

(iti) 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
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zafizenich. Pokud bude vytvoifena komise
zkousejicich pro ucely publikovani vysledki
Studie, bude jakékoliv samostatné publikovani
Poskytovatelem nebo Zkousejicim jménem
Poskytovatele odlozeno do doby, az materialy
publikuje komise nebo az komise rozhodne o
nepublikovani  takovych materidli. Pokud
komise nezvefejni prvni publikaci do dvandcti
(12) mésici poté, co byly shromdzdény a
analyzovany vysledky ze vSech zafizeni, a
komise neuvédomi Poskytovatel at’ uz piimo
nebo prostiednictvim Zkousejiciho o tom, ze ma
v umyslu tyto materialy publikovat, mohou
Poskytovatel nebo  Zkousejici  vysledky
Klinického hodnoceni (ovSem nikoliv obecné
celé Studie) publikovat jménem Poskytovatele ¢i
jinak zvefejnit pro ucely interniho vyzkumu a
vzdélavani, nicméné s tim, ze musi byt dodrzeny
1 ostatni podminky uvedené v tomto ¢l. 7.

(iv) spolecnost Biogen si je védoma existujicich
tlaki ohledné termini a miize se na pozadani
pokusit vySe uvedené casové lhuty zkratit,

pfiCemZ zkraceni lhit nebude bezdivodné
odpirat.
(b) Obsah publikaci. Jakakoliv takova

publikace musi byt v souladu s Platnymi zakony
a pfedpisy a musi se omezovat na védecka
zjiSténi. Publikace nebo zvefejnéné materialy
zejména nesmi predstavovat propagaci dle

ptislusnych ptedpisi.
8. Vyndlezy

Neni-li v této smlouvé vyslovné uvedeno jinak,
spolecnost Biogen si ponechava veskera prava,
kterd jsou udé€lena ¢i uznana na zékladé jakekoliv
legislativy tykajici se patentli, autorskych prav,
ochrannych znamek nebo primyslovych vzort a
jakychkoliv jinych zdkonii vztahujicich se na
dusevni a pramyslové vlastnictvi, at jiz
registrované ¢i nikoliv, a to vcetn¢ prav k
jakémukoliv vyuziti vySe uvedeného (dale jen
,Prava 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 1 k
jakémukoliv dal§imu dilu, objevu, vynalezu
(patentovatelnému ¢i nikoliv), ochranné znamce,
prumyslovému vzoru nebo jakékoliv jiné
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publication of results of the Study, any separate
publication by the Institution or the Investigator
on the Institution’s behalf 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 Institution,
either directly or through the Investigator, that
the committee intends to produce a publication,
then the Institution or the Investigator on the
Institution’s behalf 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 7.

(iv)  Biogen is sensitive to deadline pressures
and may be able to accelerate the above
timelines upon request, where requests for
expedited timelines will not be unreasonably
denied.

(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.

8. 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 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
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zélezitosti zplsobilé k tomu, aby pozivala
jakoukoliv ochranu na zaklad¢ Prav z duSevniho
vlastnictvi (dale jen ,,DuSevni vlastnictvi®),
sdélené ¢i jinak poskytnuté spole¢nosti Biogen
Poskytovateli anebo Personalu na zakladé této
smlouvy. Veskera Prava z dusevniho vlastnictvi
se tidi zadkony jurisdikce, ve které takové pravo
vzniklo.

Prava z duSevniho vlastnictvi k jakémukoliv
DuSevnimu  vlastnictvi ~ objevenému i
vytvofenému Persondlem, at’ jiz samostatn¢ nebo
spole¢né se tfeti stranou, v rdmci plnéni této
smlouvy, v€etné DuSevniho vlastnictvi tykajiciho
se Produktu, Klinického hodnoceni, Protokolu,
vysledkii zaznamenanych béhem Klinického
hodnoceni anebo jakychkoliv udajii, informaci ¢i
vysledkiit  dosaZzenych  samostatnou  nebo
spole¢nou praci stran na Klinickém hodnoceni
(dale jen ,,Vyndlezy*), budou povazovana za
vyhradni a nezcizitelné vlastnictvi spolecnosti
Biogen.

Pokud by na zaklad¢ ptislusnych zakoni a
ptedpist ptipadlo vlastnictvi Prav z dusevniho
vlastnictvi k Vynaleziim Poskytovateli anebo
Personalu anebo Poskytovateli jako
zaméstnavateli nékter¢ho Clena Persondlu
vykondvajicimu majetkova autorské prava tohoto
Clena Personalu jakozto autora, pfevadi timto
Poskytovatel veskera pievoditelna Prava z
duSevniho vlastnictvi k jakymkoliv Vynélezim
(zejména pravo Poskytovatele  vykonavat
majetkova prava k autorskym dilim) na
spole¢nost Biogen. V ptipadé, Ze charakter Prav z
duSevniho vlastnictvi znemoziuje vSechna Cci
nékterd tato prava vySe uvedenym zplsobem
prevést, udéluje timto Poskytovatel spole¢nosti
Biogen vyslovnou, vyhradni, neodvolatelnou a
bezplatnou licenci na wuziti a v rozsahu
povoleném  pfislusSnymi  zdkony  vykon
jakychkoliv Prav z duSevniho vlastnictvi k
Vynaleziim. Bez ohledu na vyse uvedené timto
Poskytovatel souhlasi s tim, ze spole¢nost Biogen
ma pravo udélit sublicenci nebo ptevést licenci
udélenou ji dle tohoto ¢lanku na tfeti stranu.
Poskytovatel bude spole¢nost Biogen neprodlené
pisemné informovat o jakychkoliv Vynalezech a
poskytne ji informace a soucinnost, kterou mize
spolecnost Biogen divodné pozadovat k vykonu
svych prav dle této smlouvy, vcetné, avSak
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Property) disclosed or otherwise provided by
Biogen to the Institution and/or the Staff 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 Staff,
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 to the Staff and/or to the
Institution as the employer of any member of
Staff exercising economic copyrights of such
member of Staff as the author, the Institution
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 Institution 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 Institution hereby agrees 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 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
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nikoliv pouze, ziskani kone¢ného vlastnictvi
takovych Vynalezl spole¢nosti Biogen, ptipravy,
podani a vyfizeni patentovych pfihlasek
tykajicich se takovych Vyndlezli, a vymahani
patentovych a jinych prav k predmétnym
Vynalezim. Pro pfipad, Ze by zdvazna
ustanoveni pfisluSnych zakon dané jurisdikce
opraviiovala Poskytovatele anebo Personal
pozadovat kompenzaci za poskytnuti licence
anebo za jakékoliv komercni vyuziti takovych
Vynalezi spoleCnosti Biogen, se strany
dohodnou na obchodné¢ piiméfené¢ vysi
kompenzace, a to na zaklad¢ piispéni kazdé
strany ke vzniku daného Vynalezu a s ohledem
na zavedené postupy, které jsou v daném odvétvi
v takovych zalezitostech bézné.

Pokud by soucinnost Poskytovatele vzhledem k
uplatnéni prav spolecnosti Biogen z duSevniho
vlastnictvi byla spojena s nadmérnou casovou a
finan¢ni zatézi, smluvni strany se zavazuji jednat
o dodatku k této Smlouvé. Dodatkem k této
Smlouvé by byla stanovena adekvéatni
kompenzace za ¢asovou a finan¢ni zatéz, kterd
neni v dobé uzavirani Smlouvy ptedvidatelna.

Aby se predeSlo pochybnostem, shromazd'ovani
a zpracovani vysledkii Klinického hodnoceni
Poskytovatelem v ramci bézného plnéni této
smlouvy nepfedstavuje Vynalez, na zaklade,
které¢ho by kterémukoliv z nich vznikal nérok na
kompenzaci dle tohoto ¢lanku nad ramec castek
JiZ poskytnutych dle Prilohy A.

9. Doba trvani a ukonéeni smlouvy

() Doba trvani. Tato smlouva nabyva
platnosti dnem jejiho podpisu posledni ze stran
této Smlouvy (dale 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. 9. Uginnosti tato
Smlouva nabyva dnem jejiho uvefejnéni
v Registru smluv.

(b) Ukon¢eni smlouvy ze strany spolecnosti
Biogen. Biogen ma pravo kdykoliv dle vlastniho
uvazeni ukoncit s okamzitou u¢innosti Klinické
hodnoceni a toto oznamit Poskytovateli. Poté, co
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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 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.

If the Institution's interaction with respect to
Biogen's assertion of its Intellectual Property
Rights would involve an undue burden in terms
of time and money, the Parties agree to
negotiate an amendment to this Agreement. The
amendment to this Agreement would provide
adequate compensation for the time and
financial burden that is not foreseeable at the
time of the conclusion of the Agreement.

For the avoidance of doubt, the collection and
processing of Trial results by the Institution
and/or the Staff 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.

9. Term and Termination

€)) Term. This Agreement becomes
binding at the date of signature by the last party
to this Agreement (the Effective 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 9. The Agreement
enters into force upon the date of publication in
the Agreement Register.

(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
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Poskytovatel obdrzi oznameni o ukonceni
Klinického hodnoceni, podnikne s okamzitou
ucinnosti veskeré pifimétené kroky k zastaveni
Klinického hodnoceni v nejbliz§im mozném
terminu a k ochrané zdravi subjekt ucastnicich
se Klinického hodnoceni.

(c) Ukonéeni smlouvy ze strany
Poskytovatele. Poskytovatel ma pravo ukoncit
provadéni Klinického hodnoceni, pokud je to
nutné k ochrané zdravi Subjektii.

(d) Ukonceni smlouvy v piipadé absence
Zkousejiciho. Poskytovatel a spole¢nost Biogen
mohou také ukoncit tuto smlouvu s okamzitou
ucinnosti na zaklad¢ pisemné vypovédi druhé
strané¢ a CRO, pokud Zkousejici ukon¢i smlouvu
se spolecnosti Biogen, prestane byt k dispozici
nebo ukonéi sviij vztah s Poskytovatelem a ani i
pfes vynalozeni maximalniho usili ze strany
Poskytovatele neni mozno nalézt vhodnou
nahradu , ktera by byla pfijatelna i pro spole¢nost
Biogen.

(e) Ukonceni z divodu poruseni zavazku
apod. Kterakoliv ze stran muze ukonéit tuto
smlouvu s okamZitou ucinnosti na zakladé
pisemné vypovédi druhé stran¢ a CRO, pokud (i)
se druha strana dopusti zavazného poruseni této
Smlouvy, které (pokud jej lze napravit) nebylo
napraveno do tficeti (30) dnd od podani
pisemného oznadmeni stranou, kterd zavazek
neporusila, nebo (i1) se druhd strana dostane do
platebni  neschopnosti. Jakékoliv—porusSeni
spravné klinické praxe, Prislusné protikorupéni
legislativy nebo ustanoveni na ochranu osobnich
udaji dle Platnych zdkoni a ptedpistt bude
povazovano za hrubé poruseni této smlouvy.

(f) CRO jakozto zastupce spolecnosti Biogen,
ktery je stranou této Smlouvy pouze pro ucely
uvedené v jeji preambuli, timto bere na védomi,
ze nesmi zasahovat do rozhodnuti o tom, zda
ukonc¢it nebo neukoncit tuto Smlouvu.

() Zavazky v  pripadé predcasného
ukonceni. Pokud bude provadéni Klinického
hodnoceni u Poskytovatele ukonceno pied jeho
dokoncenim jinak nez spolecnosti Biogen dle ¢l.
9(e) vySe, zaplati spole¢nost Biogen
prostiednictvim CRO Poskytovateli odménu
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accordingly. Upon receipt of the notice to
terminate the Trial, the Institution 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 terminates his/her agreement with
Biogen, is no longer available or terminates
his/her relationship with the Institution, and a
suitable replacement cannot, after reasonable
efforts by the Institution, be found that is
acceptable 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.

(H The CRO, as representative of Biogen and
party to 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.

(9)

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 9(e) above, Biogen,
through the CRO shall pay to the Institution the
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uvedenou v této smlouveé za mezniky, které byly
dosazeny k datu ukonceni, a veskeré nezrusitelné
vydaje, k jejichz vynalozeni dala pfedtim
spoleCnost Biogen svij souhlas. V piipadée
pired¢asného ukonceni z jakéhokoliv divodu
poskytne  Poskytovatel spole¢nosti Biogen
soucinnost tak, jak bude spoleCnost Biogen
diivodné vyzadovat za Gcelem zajisténi predani
provadeéni Klinického hodnoceni tieti osobé¢, a s
ohledem na zachovani zdravi Subjektil
Klinického hodnoceni.

() Vraceni dokumenti a materiali. Po
ukonceni této smlouvy z jakéhokoliv divodu
vrati Poskytovatel spole¢nosti Biogen veskeré
dokumenty, vysledky Klinického hodnoceni a
Materidly, které byly v prubéhu Klinického
hodnoceni uzivany nebo vytvoieny nebo na které
bylo v ramci Klinického hodnoceni odkazovano
a zajisti, aby tak ucinil i Personal. Poskytovatel
bere na védomi, Ze nema pravo, a v rozsahu
povoleném pravnimi predpisy se timto
neodvolatelné vzdava prava na jakykoliv
majetkovy podil nebo pramyslové pravo
vyplyvajici z kterékoliv vySe uvedené polozky,
které ma narok na ochranu.

(i) Setrvani v platnosti. Cl. 5,6, 7,8, 9, 10,
12(b), 12(c) a 12(i) této smlouvy zlstavaji v
platnosti po dobu patnacti (15) let po uplynuti
platnosti ¢i ukonceni Klinického hodnoceni a této
smlouvy.

(1) Zpisoby ukonceni smlouvy. Tato smlouva
musi byt ukonCena pisemné; oznameni o
ukoneni miZe byt zaslano faxem, pfiCemz
original vypovédi bude zaslan druhé strané
béZznou postou k okamzitému potvrzeni.
Ukonceni platnosti smlouvy e-mailovou zpravou
se vylucuje.

10. Odskodnéni

(@) Odskodnéni ze strany spole¢nosti Biogen.
Spole¢nost Biogen odskodni Poskytovatele (dale
spole¢né ,,0dskodiiované osoby*) za jakoukoliv
ztratu, odpovédnost nebo nédklady vzniklé v
souvislosti s narokem, pozadavkem, zalobou
nebo fizenim (déle jen ,,Ndrok*) vyplyvajicim z
ucasti  OdSkodnovanych osob na Klinickém
hodnoceni, s vyjimkou pfipadu, kdy Nérok je
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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.

(h) Return of Documents and Material.
Upon termination of this Agreement for any
reason the Institution shall return to Biogen all
documents, Trial results and Material used,
generated or referred to in the course of the
Trial, and shall cause the Staff to do the same
and the Institution hereby acknowledges not to
have and to the extent permitted by law
irrevocably waives any ownership interest or
industrial rights worth of protection to any of the
above.

Q) Survival. Sections 5, 6, 7, 8, 9, 10,
12(b) and 12(c) and 12(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; the
termination can be effected by sending a telefax
letter 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.

10. Indemnification

(@) Indemnification by Biogen. Biogen
shall indemnify the Institution (collectively, the
Indemnitees) against any loss, liability or costs
incurred in connection with a claim, demand,
action, suit or proceeding (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
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diusledkem (a) nedodrzeni této smlouvy,
Protokolu nebo jakéhokoliv jiného pisemného
pokynu doru¢eného spolecnosti Biogen ¢i jejim
jménem nebo Platnych zdkonl a ptedpist ze
strany Odskodnované osoby nebo (b) nedbalosti,

opomenuti nebo umyslného jednani
Odskodnované osoby.
(b) Podminky odSkodnéni ze strany

spolecnosti Biogen. Zavazek spolecnosti Biogen
poskytnout odskodnéni podléhd nasledujicim
podminkam:

Q) spole¢nost Biogen obdrzi oznameni o
Néroku nebo udélostech, v jejichz dusledku
pravdépodobné¢  dle  rozumného  uvézeni
Poskytovatele a Zkousejiciho mize dojit ke
vzneseni Naroku kK CRO (vzdy v8ak do patnacti
(15) dni poté, co Poskytovatel Zzadajici o
odSkodnéni obdrzi ptislusné ozndmeni);

(i) spole¢nosti  Biogen bude vzdy
umoznéno hajit se proti Naroku, a to ve
spolupraci a za pomoci Poskytovatele a
OdSkodnovanych osob pozadujicich odSkodnéni.
Poskytovatel ani Odskodnované osoby v Zadném
pfipadé nebudou realizovat ani se nepokusi
realizovat Zadné vypofadani ani jinak neuznaji
Narok bez piedchoziho pisemného souhlasu
spolec¢nosti Biogen.

(iii) Odskodnovana  osoba  podnikne
veskeré rozumné kroky k tomu, aby se
nenavySovala mira zpisobené Skody, ptipadné
aby se tato mira zptsobené Skody a nésledného
naroku na odSkodnéni, snizila.

V piipadé, Ze (i) je nutné provést n&jaky zakrok
nebo poskytnout zdravotni sluzby (testy) u
Poskytovatele z divodu zhorSeni zdravotniho
stavu  spojeného s Klinickym hodnocenim
(zdvazna nezadouci piihoda v disledku podéni
Produktu, zavaznd neoCekavand nezadouci
ptihoda v disledku pouziti Produktu ve smyslu
predpisu ICH-GCP) a (ii) tyto testy ¢i sluzby
nejsou kryty ani zdravotnim pojisténim Subjektu
ani nemohou byt proplaceny z vefejného
zdravotniho pojisténi, Poskytovatel vystavi
fakturu k uhradé¢ ze strany spole¢nosti Biogen
podle pfilohy A této Smlouvy na vydaje spojené
s poskytnutou zdravotni sluzbou vypocétené podle
aktudlniho  ceniku  Poskytovatele = nebo
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with this Agreement, the Protocol or with any
written instructions delivered by or on behalf of
Biogen or with the Applicable Laws and
Regulations or (b) any negligent act or omission
of or wilful misconduct by an Indemnitee.

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

Q) 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 with a copy to the CRO without undue
delay (but in any case within fifteen (15) days
after the Institution seeking indemnification
shall have received notice thereof).

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

(iti) ~ The Indemnitee shall take all reasonable
steps to ensure that the level of damage caused
does not increase or that the level of damage
caused and the subsequent claim for
compensation is reduced.

In case (i) procedures must be performed or
medical services (tests) provided at the
Institution due to study-related deterioration of a
subject’s health (serious adverse reaction to the
Product or serious unexpected adverse event
following the use of the Product within the
meaning of the ICH-GCP) and (ii) these tests are
not covered by either the Subject’s health
insurance or reimbursable by national health
provider, Institution will issue an invoice
payable by Biogen subject to the provisions of
Schedule A of this Agreement, for the costs of
medical service provided, calculated on the
basis of the Institution’s existing price list or a
pass-through amount that is detailed by
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prostiednictvim prefakturace vydajt s dolozenim
potvrzeni o zaplaceni a faktury, véetné naklada
na hospitalizaci.

Toto odskodnéni nebude vyplaceno ve prospéch
pojistitele Odskodiiované osoby, regresem ani
jinak. Ustanoveni tohoto ¢l. 10 zaklddd v
souvislosti se vSemi Naroky vyhradni a jediny
opravny prostiedek Odskodnovanych osob proti
spolecnosti  Biogen. Poskytovatel se timto
nevzdava prava uplatnit pfipadny nérok z této
Smlouvy u pfislusného soudu.

11. Oznameni

Jakékoliv ozndmeni vyzadované nebo podané
kteroukoliv ze stran dle této smlouvy musi byt v
pisemné podobé&. Ozndmeni bude povazovano za
ptijaté v den, kdy bylo doruceno osobné nebo
faxem nebo patnact (15) dnti od data podani,
pokud se jedna o doporucenou postu nebo o
dorueni s dorucenkou s predplacenym
postovnym na adresu uvedenou v zdhlavi této
smlouvy nebo na jakoukoliv adresu sdélenou
pozdéji dle tohoto ¢€l. 11.

12. Ruzné

(@) Postoupeni. Zavazky dle této smlouvy
nalezeji Poskytovateli, které bylo pro toto
Klinické hodnoceni uréeno, a tento Poskytovatel
nesmi tuto smlouvu ani jakékoliv pravo ¢i
povinnost prevést na jakoukoliv tfeti stranu.
Spole¢nost Biogen si vyhrazuje pravo pievést
nckterd nebo vSechna sva prava a povinnosti dle
této smlouvy na své Spiiznéné spolecnosti nebo
zajistit plnéni této smlouvy kteroukoliv ze svych
Sptiznénych spolecnosti, a to véetné platby nebo
vybéru penéznich prostiedkl splatnych dle této
smlouvy. Spolec¢nost Biogen bude v plném
rozsahu odpovédna za tikony a opomenuti svych
Sptiznénych spolecnosti, které nejsou stranami
této smlouvy. Pojem Spiiznénd spolecnost
znamena jakoukoliv fyzickou nebo pravnickou
osobu, kterd pifimo ¢i nepfimo nebo
prostiednictvim jedné ¢i vice fyzickych nebo
pravnickych osob ovlad4d nebo tidi spolecnost
Biogen, je ovladana nebo fizena spole¢nosti
Biogen nebo je spolu se spole¢nosti Biogen pod
spolecnou kontrolou nebo fizenim, at’ jiz jako
soucast holdingu nebo jinak. Pro ucely vyse
uvedené definice znamena pojem Ovlddani v
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supporting receipt and invoice, and including
the costs of hospitalization or extension thereof.

This indemnity will not inure to the benefit of
any Indemnitee’s insurer, by subrogation or
otherwise. The provisions of this Section 10
constitute the Indemnitees’ sole and exclusive
remedy against Biogen in respect of all Claims.
The Institution does not hereby waive its right to
pursue any claim under this Agreement in a
court of competent jurisdiction.

11. Notices

Any notice required or given by either party
hereunder shall be in writing. Such notices shall
be deemed received on the date delivered
personally or by telecopy, or fifteen (15) days
after the date postmarked if sent by registered
mail or recorded delivery, return receipt
requested, postage prepaid to the address stated
on top of this Agreement or to any address as
may be communicated at a later date under this
Section 11.

12.

@ Assignment. The obligations under this
Agreement are personal to the Institution
designated for the Trial and neither this
Agreement, nor any right or obligation
hereunder may be assigned by the Institution 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 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

Miscellaneous
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souvislosti s jakoukoliv osobou (i) vlastnit, pfimo
¢i nepiimo, nejméné padesat procent (50%)
akciového kapitdlu nebo hlasovacich prav
pravnické osoby nebo (ii) byt dle pfislusSného
prava nebo jako povéfena osoba zpisobily piimo
¢i nepfimo vyznamné ovliviiovat fizeni nebo
provoz podniku takové osoby, at jiz
prostfednictvim hlasovaciho prava vyplyvajiciho
z Ucasti na takové osobé nebo z vlastnictvi
cennych papirti s hlasovacim pravem, at’ jiz na
zékladé¢ smlouvy nebo jinak, nebo (iii) byt
schopen prosadit jmenovani, zvoleni nebo
odvoldni vétSiny osob, které¢ predstavuji
statutdrni organ nebo jsou c¢lenem takového
organu, nebo vétSiny osob, které jsou cCleny
dozor¢i rady subjektu, ve kterém je takova osoba
partnerem. Osoba, kterd neni osobou s povéfenim
podepsat tuto smlouvu, nesmi prosazovat zaddnou
z jejich podminek.

(b) Pravni vztahy stran. Tato smlouva
nezakladd zadny pracovnépravni vztah mezi
spoleCnosti Biogen a Persondlem ani vztah
obchodniho zastoupeni ¢i spole¢ny podnik mezi
Biogen nebo CRO a Poskytovatelem a
nezplnomociiuje Zadnou stranu, aby zavazovala
pfisluSnou  druhou stranu. Biogen ani
Poskytovatel nesméji uzivat nazev druhé strany v
souvislosti s jakymkoliv ozndmenim nebo jinym
vefejnym prohlaSenim, aniZz by k tomu ziskaly
souhlas pfislusné druhé strany.

(c) Rozhodné prave. Tato smlouva se fidi a
bude vykladdna v souladu s pravnim fadem
Ceské republiky. Veskeré spory vyplyvajici
z této smlouvy a s touto smlouvou souvisejici se
budou fesit u vécné a mistné piislusného soudu
v Ceské republice.

(d) Neplatnost a oddélitelnost. Pokud
kterakoliv Cast této smlouvy je nebo se stane
neplatnou ¢i nevynutitelnou, nebudou timto
ovlivnéna zbyvajici ustanoveni této smlouvy a
tato ustanoveni zistdvaji v plné platnosti a
ucinnosti.

(e) Dodatky. Jakykoliv dodatek nebo zmeéna
této smlouvy bude provedena pisemn¢; pisemné

musi byt proveden i dodatek ¢i zména tohoto ¢l.
12 (e).
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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.

(b) Legal position of the parties. This
Agreement shall not create any relationship of
employment between Biogen or the CRO and
the Staff or an agency or partnership,
respectively between Biogen and the Institution
and shall not give either party any authority to
bind the respective other party. Neither Biogen
nor the Institution may 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. Any
dispute between the parties shall be settled
before the competent courts of the Czech
Republic.

(d) 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.

(e) Amendment.  Any amendment or
change of this Agreement shall be made in
writing; the written form clause shall also apply
to the amendment or change of this Section
12(e).
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(f) Uplna dohoda. Tato smlouva a jakékoliv
jeji prilohy, Protokol a dokumenty, na které na
tato smlouva odkazuje, zakladaji uplnou dohodu
mezi stranami ohledné¢ provadéni Klinického
hodnoceni. Strany osvédcuji, Ze pfi uzavieni této
smlouvy se neopiraly o zadny jiny slib, zaruku
nebo jiné wustanoveni s vyjimkou piipada
vyslovné uvedenych v této smlouvé a ze vSechny
podminky, zaruky a ostatni ujednani implikované

-----

rozsahu povoleném zakonem.

(9) Vyhotoveni. Tato smlouva bude podepsana
ve tfech (3) vyhotovenich v Ceském jazyce a
anglickém jazyce, pficemz kazda strana obdrzi
po jednom vyhotoveni v kazdé jazykové verzi.
Pokud dojde k jakékoliv nesrovnalosti mezi
ceskou a anglickou verzi, je ¢eska jazykova verze
rozhodujici.

(h) Zadné vzdani se prav. Neuplatnéni nebo
prodleni v uplatnéni kteroukoli stranou pfi
vykonu prava nebo opravného prostfedku
poskytovanych zakonem nebo touto smlouvou
neoslabi takové pravo nebo opravny prostiedek,
nebude vykladédno jako vzdani se jich, a ani
nevylouéi jejich vykon kdykoli nasledné. Zadny
jednotlivy ¢i casteCny vykon takového prava
nebo opravného prostredku nevylouci jakykoli
jiny ¢i dalsi jejich vykon ani vykon jiného prava
nebo opravného prostredku.

(i) Neexistence prav tietich stran. S
vyjimkou piipadii vyslovné uvedenych v této
Smlouvé neudéluje nic v této Smlouvé zadna
prava jakékoliv osobég, ktera neni stranou této
Smlouvy.

13. Transparentnost

Jako ¢len Evropské federace farmaceutickych
odvétvi a asociaci (“EFPIA”), bude spole¢nost
Biogen dodrzovat kodexy schvalené ze strany
EFPIA, vcetné Kodexu EFPIA upravujiciho
Zvetejniovani pirevodll hodnot, pfijatého dne 24.
cervna 2013, a odpovidajici platné nérodni
kodexy zvetejiovani (dale jen ,,Platné kodexy
zverejiovani EFPIA“).Spolecnost Biogen proto
bude shromazd'ovat, zaznamenavat a zvetejiiovat
Informace (jak jsou definovany nize) ohledné
Ptevodi hodnot (jak jsou definovany nize)

Clinical Trial Agreement/ Smlouva o provedeni klinického hodnoceni
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()] 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.

(9) Counterparts. This Agreement shall be
executed in three (3) 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.

(i) 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.

13. 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
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provedenych od 1. ledna 2015.

Pro ucely tohoto ustanoveni znamend pojem
,Prevod hodnot*“ jakykoliv pfimy ¢i nepifimy
pfevod hodnot, at’ jiz v penéZzité nebo nepenczité
podob¢ ¢i jinak, ktery se tyka nasledujicich
kategorii, jak je definovano podle Platnych
kodexti zveifejnovani EFPIA: dary a granty,
financovani vyzkumu a vyvoje, véetné (nikoliv
vSak vyluén€) studii a klinickych hodnoceni,
nepenézité vyhody v souvislosti sucasti na
Iékatskych  konferencich  vrameci  dalSiho
vzdélavani, vcetné¢ konferencnich/registracnich
poplatki, sponzorské smlouvy, jakoZz i cestovni
vylohy a ndklady na ubytovani, poplatky za
sluzby a konzultace a jiné nepenézité vyhody.

Pro ucely tohoto c¢lanku zahrnuje pojem
»~Informace® zejména castky piedstavujici
Prevody hodnot, jméno a obchodni adresu
zdravotnickych pracovniki a/nebo
zdravotnickych organizaci (,,ZP*“ a,,ZO%), typ
obdrzenych nepenézZitych vyhod, pfislusné
oznamovaci obdobi pro dany Pfevod hodnoty a
jeho ucel, jak je dale podrobné¢ uvedeno
Vv Platnych kodexech zvefejnovani EFPIA.

Poskytovatel bere na védomi a souhlasi s tim, ze
spolecnost Biogen a jeji partnerské a dcefiné
spolecnosti mohou mit na ziklad¢ Platnych
kodextt EFPIA upravujicich zvefejiovani urcité
povinnosti tykajici se poskytovani udaji a
hlaseni, zejména poskytovani tdaji/hlaseni
poplatkii a plateb splatnych na zéklad¢ této
Smlouvy.

Spolecnost Biogen bude proto oznamovat
veskeré nezbytné informace tykajici se Plateb a
jinych plnéni uskutecnénych od 1. ledna 2015
veskerym pfislusnym tfadim, které kontroluji
finan¢ni transparentnost.

14. Ochrana osobnich udaju

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

Clinical Trial Agreement/ Smlouva o provedeni klinického hodnoceni
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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.

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 acknowledges and agrees 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 1st January 2015 to all relevant Financial
Transparency reporting authorities.

14. Data Protection

For the purpose of this Clause 14 the following
terms shall have the meanings set forth below.
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LSpravce osobnich udaja“ znamena osobu,
kterd sama nebo spolu s dalSimi osobami
stanovuje ucely a prostiedky zpracovavani
Osobnich udajt.

wZpracovatel osobnich udaji“ znamena
osobu, ktera Osobni udaje zpracovava v
zastoupeni Spravce osobnich udaju.

Zakon 0 zpracovani osobnich
udaju* znamenad legislativu na ochranu
zéakladnich prav a svobod osob a zejména jejich
prava na soukromi v  souvislosti se
zpracovavanim Osobnich idaju.

»Subjekt osobnich udaju* znamena
identifikovanou nebo identifikovatelnou
fyzickou osobu. Identifikovatelna fyzicka osoba
je fyzickd osoba, kterou lze piimo ¢i nepiimo
identifikovat, zejména odkazem na urcity
identifikator, naptiklad jméno, identifikacni
Cislo, lokacni udaje, sitovy identifikator nebo na
jeden ¢i  vice zvlaStnich prvkd fyzické,
fyziologické, genetické, psychické, ekonomické,
kulturni nebo spolecenské identity této fyzické
osoby.

»Osobni udaje“ znamenaji veskeré informace
vztahujici se k Subjektu osobnich udaji.

»Zpracovavat® a dalsi odvozené tvary,
napiiklad ,,zpracovavani* (s velkym 1 malym
pocatecnim pismenem), znamend jakoukoli
operaci nebo soubor operaci s Osobnimi udaji
nebo soubory Osobnich udaji, které jsou
provadény  pomoci ¢ bez  pomoci
automatizovanych postupt, jako je
shromazd’'ovani, zaznamendvani, uspotadani,
uchovavani, pfizptisobeni ¢i pozménéni,
vyhledani, nahlédnuti, pouziti, zptistupnéni
pfenosem, Sifenim ¢i  jakymkoli jinym
zptistupnénim, sefazeni ¢i zkombinovani,
omezeni, vymazani ¢i zniceni.

,»Osobni udaje v klinickém
hodnoceni“ znamenaji veskeré Osobni udaje,
které Poskytovatel a Zkousejici zpracovavaji v
souvislosti s ¢innosti, kterou vyvijeji na zaklade
této Smlouvy (naptiklad Osobni tidaje subjektt
klinického hodnoceni, zameéstnancu,

Clinical Trial Agreement/ Smlouva o provedeni klinického hodnoceni
Biogen Idec Research Limited/ CELIA 247AD201
Fakultni nemocnice v Motole/

“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 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
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Zkousejiciho,  zdravotnickych  odborniki,
monitord klinického vyzkumu a veskerych
dalsich stran).

14.1 Spolecnost Biogen a Poskytovatel berou
na védomi, ze jsou ve vztahu k Osobnim
udajum v klinickém hodnoceni dle Zakona o
zpracovani osobnich udaji nezavislymi Spravci
osobnich udajii a souhlasi, ze budou Zakon o
zpracovani osobnich udaji vzdy dodrzovat.

14.2 Poskytovatel dale souhlasi, ze nebude
spolecnosti Biogen ani CRO Osobni udaje v
klinickém hodnoceni poskytovat, s vyjimkou
ptipadd, kdy je to nutné:

(@) za ucelem splnéni pozadavki Protokolu

(b) pro potieby monitorovani nebo hlaseni
nezadouci piihody;

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

(d) nebo z jiného opodstatnéného divodu v
souladu se Zakonem o zpracovani
osobnich Udaji a Platnymi zékony a
predpisy.

14.3  Poskytovatel zajisti, aby Osobni udaje
v klinickém hodnoceni, které zpracovava:

(a) byly zpracovavany pouze pro ucely
provadéni a  vedeni  Klinického
hodnoceni;

(b) byly ptiméfené, relevantni a omezily se
pouze na to, co je nezbytné ve vztahu k
ucelim, pro néz se Osobni udaje v
klinickém hodnoceni zpracovavaji; a

(c) aby byly pfesné a aktudlni a aby v
pfipadé¢ nepiesnosti byly neprodlené
vymazany nebo opraveny.

14.4 Poskytovatel ponese odpovédnost za
zajisténi dodrzovani pozadavkl tykajicich se
prav Subjektt idaji ohledné Osobnich udaji v
klinickém  hodnoceni a  zavazuje se
spolupracovat se spolecnosti Biogen, pokud
Clinical Trial Agreement/ Smlouva o provedeni klinického hodnoceni

Biogen Idec Research Limited/ CELIA 247AD201
Fakultni nemocnice v Motole/

research associates or any other party).

14.1 Biogen and the Institution acknowledge

that they are, independent Data Controllers in
relation to Trial Personal Data for the purposes
of Data Protection Law and agree to comply at
all times with Data Protection Law.

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

(a) to satisfy the requirements of the Protocol;

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

(c) inrelation 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.

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

(@) 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.

14.4 The Institution shall bear responsibility
for ensuring compliance with requests in
relation to Data Subject rights over Trial
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Biogen takové pozadavky obdrzi, a potvrdit
spole¢nosti Biogen, zda podniklo né&jaké kroky
nebo odpovidalo Subjektim tdajii ¢i Gfadim
pro ochranu udaju.

14.5. Poskytovatel zajisti, aby veskera potfebna
mistni podéni, interni zaznamy o cinnostech
souvisejicich se zpracovavanim nebo povétreni
vyzadovand Zakonem o zpracovani osobnich
udaji byla provedena u piislusného uradu pro
ochranu udajti, a v pfisluSnych piipadech
poskytne spoleCnosti Biogen na pozadani
vSechny ndlezit¢ informace umoziujici
spole¢nosti Biogen ovéfit, zda Poskytovatel
dodrzuje své povinnosti podle Zakona o
zpracovani osobnich tdaji a této Smlouvy,
véetné kopii veskerych podani, rejstiikd,
povoleni nebo korespondence s ufadem pro
ochranu udaji.

BIOGEN IDEC RESEARCH LIMITED

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.

14.5 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.

Signed by IQVIA RDS Czech Republic s.r.o., under a Power of Attorney, for and on behalf of
BIOGEN/ Podepsano spolecnosti IQVIA RDS Czech Republic s.r.o. na zakladé plné moci

V zastoupeni BIOGEN

By/Podpis:

Name/Jméno:

Title/Funkce: Authorized Signatory/ Opravnéna podepisujici osoba

Date/Datum:

Under a Power of Attorney IQVIA RDS Czech Republic, s.r.o./ Na zaklad¢ plné moci IQVIA RDS

Czech Republic, s.r.o.

Clinical Trial Agreement/ Smlouva o provedeni klinického hodnoceni
Biogen Idec Research Limited/ CELIA 247AD201
Fakultni nemocnice v Motole/

Version/Verze: redacted_300523/28Mar22_247AD201- Czech Republic-CTA BI-INSTIT Bipartite (Czech-English)



. Biogen.

INSTITUTION/ POSKYTOVATEL

By/Podpis:

Name/Jméno: |

Title/Funkce: Acting on power of attorney

Date/Datum:

Party to the Agreement for payment purposes only/ Smluvni strana této Smlouvy vyhradné za
ucelem uhrady plateb dle této Smlouvy

CRO - IQVIA RDS Czech Republic, s.r.o.

By/Podpis:

Name/Jméno:

Title/Funkce: Authorized Signatory/ Opravnéna podepisujici osoba

Date/Datum:

29
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Nize _podepsany | N EEEEEEEEEE
- jako zkousejici potvrzuji, ze jsem se
fadn¢ sezndmil se smlouvou a piislusnou
dokumentaci ke klinickému hodnoceni 1éciva
a zavazuji se zajistit dodrzovani povinnosti z

nich  vyplyvajicich. Dale se zavazuji
nezvefejiiovat  informace  tykajici  se
predmétného  klinického hodnoceni bez

predchoziho pisemného souhlasu zadavatele,
zachovavat mlcenlivost o vSech poskytnutych
informacich, povazovat tyto za davérné a
zdrzet se jakéhokoliv jiného wuziti téchto
informaci a vysledkii nez pro ucely tohoto
klinického  hodnoceni. Jako zkouSejici
souhlasim s tim, ze zadavatel (a popt. i CRO)
bude/budou shromazd’ovat, pouzivat,
zpracovavat a zvetejiovat mé osobni udaje,
véetné jména, kvalifikace a zkuSenosti v
klinickém hodnoceni, mé finanni udaje
vztahujici se mimo jiné k obdrzené odméné a
finanéni nahradé¢ a dalsi osobni udaje Kk
administrativnim 0¢elim v souvislosti s
klinickym hodnocenim, popt. k poskytnuti
etickym komisim a statnim Ufadiim a zavazuji
se zajistit tento souhlas 1 od spoluzkousejicich
a ostatnich ¢lent studijniho tymu

Jméno:

Funkce: Zkousejici
Date:

Podpis:

Clinical Trial Agreement/ Smlouva o provedeni klinického hodnoceni
Biogen Idec Research Limited/ CELIA 247AD201
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Hereunder signed [N

I as the Investigator, hereby certify, that |
have duly read this Agreement along with any/all
documentation submitted in relation to this Study
and | do further oblige to ensure the fulfillment of
the obligations stipulated herein. | do further
affirm not to disclose any information related to
this Study unless prior approval of Biogen is
obtained, and also oblige to maintain secrecy
about any/all submitted information, to maintain
such information as confidential and to refrain
from any use of such information and results
other than for purposes of this Study. As the
Investigator, 1 consent to the collection, use,
processing and disclosure of my personal data by
the Sponsor (or CRO), including name,
qualification and experience in clinical trials, my
financial data concerning, including but not
limited to, received remuneration and financial
compensation and other personal data for
administrative purposes in relation to the Study,
or for disclosure to ethics committees and
applicable regulatory authorities and | agree to
obtain such consents also from Co-Investigator(s)
and other members of Study team.

Name: [
Title: Investigator
Datum:

Signature:

30
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Priloha A
ROZPOCET A ROZPIS PLATEB

ﬁDAJE O PRIJEMCI PLATEB

Smluvni strany se dohodly, Ze niZze uvedeny piijemce
plateb je fadnym pfijemcem plateb podle této
Smlouvy a ze platby vyplacené podle této Smlouvy
budou hrazeny vyhradné tomuto piijemci plateb
(dale jen ,,PFijemce plateb®):

Prijemce plateb ze Smlouvy/ Contract Payee

Schedule A
BUDGET & PAYMENT SCHEDULE

PAYEE DETAILS

The Parties agree that the payee designated below is
the proper payee for this Agreement, and that
payments under this Agreement will be made only to
the following payee (‘“Payee”):

Nazev/jméno Ptijemce plateb:

(musi se shodovat s nazvem/jménem ve
smlouve)/ Payee Name

(Must match name in the contract)

Fakultni nemocnice v Motole

Adresa Prijemce plateb:/ Payee Address

V Uvalu 84, 150 06 Praha 5

DIC

(DIC  musi  piesné  odpovidat
jménu/nazvu vySe uvedeného Ptijemce
plateb; pfipadné uved'te, ze neni platcem
DPH)/ VAT/Tax ID

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

CZ00064203

Bankovni spojeni:/ Banking Information:

Nazev banky/Bank Name Ceska narodni banka
Ulice/ Bank Street Na Ptikopé 28
Mésto/ Bank City Praha

Stat/kraj/ Bank State/Province Czech Republic
PSC/ Bank Postal Code 115 03 Praha 1
Zem¢/ Bank Country Ceska narodni banka

Me¢éna uctu piijemce/ Receiving Account Currency

K&/ CZK

IBAN (24 znakt))/ IBAN (24 Digits)

CZ42 0710 0000 0000 1793 7051

Swift kod (8 nebo 11 znaku)/ Swift Code (8 or 11
Digits)

CNBACZPP

uvést jeste zprostredkovatelskou banku.

Pokud dohodnutd ména platby neodpovidd méné VaSeho bankovniho uctu, je mozné, ze budete muset
Informujte se u své banky.
zprostiedkovatelskou banku, uved’te spole¢né s ostatnimi idaji k bankovnimu ptfevodu také jeji ndzev a
ptipadné ¢islo uctu a kod 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

Bude-li nutné pouzivat

Clinical Trial Agreement/ Smlouva o provedeni klinického hodnoceni
Biogen Idec Research Limited/ CELIA 247AD201
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Kontaktni udaje/ Contact Information

Jméno pfijemce, ktery bude posilat faktury / Name
of recipient sending invoices

Fakultni nemocnice v Motole

Telefonni ¢islo a e-mail/ Phone number & Email

Preferovany jazyk/ Language Preference

¢eStina

Jméno piijemce platby, kterému maji byt zasildna
oznameni audaje o platbach/ Jméno piijemce
platby, kterému maji byt zasilana oznameni a udaje
0 platbach

Fakultni nemocnice v Motole

Telefonni ¢islo a e-mail/ Phone number & Email

Preferovany jazyk/ Language Preference

¢eStina

Dojde-li ke zméné v udajich o bankovnim spojeni
Ptijemce plateb, bude Piijemce plateb povinen o
tom CRO pisemné informovat na email

Smluvni strany se
dohodly, Ze pokud se zména bude tykat pouze
bankovnich udaji Piijemce plateb, které nezptisobi
zménu Vv subjektu Pifijemce plateb / nazvu
bankovniho uc¢tu nebo zménu stitu, v némz je
bankovni et zfizen, nebude  zapotiebi
vypracovavat jakykoli dalsi dodatek.

Strany timto berou na védomi, Ze uvedeny Piijemce
plateb je opravnén pfijimat veSkeré platby za sluzby
poskytované na zaklad¢ této Smlouvy.

In case of changes in the Payee’s bank details, Payee
must inform CRO in writing by sending an email to
I 1 parties agree that
in case 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.

B. PLATEBNi PODMINKY

CRO bude poskytovat finan¢ni plnéni Piijemci
plateb ¢tvrtletné, kazdé tii (3) mésice za sluzby,
které za predchozi tfi mésice ke spokojenosti
spole¢nosti Biogen a/nebo CRO poskytl, v souladu
S nize uvedenym rozpoc¢tem a piehledem mezniki
a ve vztahu k Subjektiim ucastnicim se Klinického
hodnoceni. Platby véetné plateb za pacienty, ktefti
neprojdou vstupnimi vySetfenimi, které mohou byt
proplaceny, budou provedeny na zdklad€ vyplnénych
CRF subjektti Zkousejicim za posledni 3 mésice a
ovéfeni dat o ndvstéve pacienta. Ptijemci plateb bude
zaslana proforma faktura, ktera bude obsahovat
dokoncené navstévy pacienta a souvisejici platby za
dané obdobi. Piijemce plateb vystavi fakturu
odpovidajici tomuto platebnimu vykazu. Faktury
budou splatné do 30 dnti od data doruceni faktury
CRO vcetné pfislusnych podkladii k faktute.

Clinical Trial Agreement/ Smlouva o provedeni klinického hodnoceni
Biogen Idec Research Limited/ CELIA 247AD201
Fakultni nemocnice v Motole/

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.
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Zaverecnou platbu vyplati CRO Piijemci plateb, po
doruceni vSech stranek formuldit CRF spolec¢nosti
Biogen, vysvétleni ke vSem Zadostem o objasnéni
udaji, prevzeti a schvaleni jakékoli dosud
nedokonfené¢  regulacni  dokumentace  podle
pozadavkli CRO a/nebo spole¢nosti Biogen, vraceni
vSech nespotifebovanych Materialii a/nebo Vybaveni
CRO a/nebo spolecnosti Biogen a splnéni vsech
ostatnich ptislusnych podminek této Smlouvy.

Veskeré dan¢ a vSechny ostatni poplatky, vydaje
nebo naklady, naptiklad veskeré odmény Personalu,
které Piijemci plateb vzniknou pii plnéni této
Smlouvy, avSak nejsou konkrétné¢ uvedeny jako
poplatky, vydaje nebo néklady proplacené CRO
nebo spolecnosti Biogen podle této Smlouvy (vcetné
této prilohy s Rozpoctem a rozpisem plateb), uhradi
Piijjemce plateb, pokud se Smluvni strany v
pisemném dodatku Smlouvy nedohodly jinak

V piipad¢, ze je Poskytovatel platcem DPH, bude do
hodnoty vyse uvedené faktury zapoctena piislusna
sazba DPH ve vysi stanovené pravnimi piedpisy.

Platba vSech wvnitrostatnich dani bude vylu¢nou
odpovédnosti Pfijemce plateb.

Zavazna diskvalifikujici poruseni Protokolu nebudou

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
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

podle podminek této Smlouvy proplacena.

[Vyzaduji-li mistni danové predpisy uplatnéni
srdazkové dané na Ccastky vrozpoctu, doplite
ustanoveni s podrobnymi podminkami pro srazkovou
dan.]

Veskeré platby za toto Klinické hodnoceni podle
ptilozeného rozpoctu bude hradit CRO bankovnim
prevodem.

C. PLATEBNi SPORY

Jakékoli nesrovnalosti v platbach béhem Klinického
hodnoceni bude moci Ptijemce plateb rozporovat do
tiiceti (30) dnti po doruceni zavérecné platby.

D. MINIMALNI CILOVY POCET ZARAZENI

Poskytovatel se bude snazit do Klinického hodnoceni
zatadit [JJJ | vyhodnotitelnych  Subjekta
klinického hodnoceni a vynalozi veSkeré usili na
dosazeni cilového poc¢tu beéhem piiméfené doby po

Clinical Trial Agreement/ Smlouva o provedeni klinického hodnoceni
Biogen Idec Research Limited/ CELIA 247AD201
Fakultni nemocnice v Motole/

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 [ Il
evaluable Trial Subject(s) in the Trial and that
Institution will use best efforts to reach the enroliment
goal within a reasonable time after commencement of
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zahajeni Klinického hodnoceni u Poskytovatele. V
ptipadé, Ze Pfijemce platby nesplni tento pozadavek,
muze spolecnost Biogen piehodnotit tcelnost jeho
pokracovani v Klinickém hodnoceni.

E. VYRAZENi SUBJEKTU NEBO PREDCASNE
UKONCENI UCASTI

V piipadé, ze Subjekt klinického hodnoceni ukonci
ucast v Klinickém hodnoceni nebo z né&j bude
vyfazen z duvodu, které Poskytovatel nebo
Zkousejici nemohou ovlivnit, bude platba uhrazena v
pomérné vysi podle poctu navstév uskuteénénych
Subjektem klinického hodnoceni v souladu s
Protokolem. Aby mohla byt platba uhrazena, musi
byt veskeré udaje az do okamziku ukonceni ucasti
Subjektu v Klinickém  hodnoceni  pfedlozeny
spole¢nosti Biogen a CRO a ty je musi schvalit.

F. FAKTURY

Platby bude CRO hradit na zdkladé Tabulek
rozpoCtu, cetnosti plateb a platebnich podminek
uvedenych v této Priloze A. Platby budou
uskuteénény az po pfijeti odpovidajicich faktur
vcéetné¢ podkladové dokumentace, ve stanovené
meéngé, jak je popsano nize. Faktury budou splatné do
30 dnt od data doruceni faktury CRO vcetné
ptislusné podkladové dokumentace.

Faktury za ptipadné dalsi platby neuvedené v této
Smlouveé (napt. proplaceni dodatecnych nékladl)
museji byt rovnéZ zasilany CRO a musi je schvalit
spolecnost Biogen. Vsechny faktury budou
vystavovany takto:

Faktury budou vystavovany na:
IQVIA RDS Czech Republic, s.r.o.,
Pernerova 691/42

186 00 Praha 8

Ceska republika

Faktury budou zasilany na:

Originaly faktur v¢etné zaloh zasilejte e-mailem na
adresu:

Preferujeme zasilani faktur a zaloh e-mailem. V
piipadég, Ze je potteba zaslat fakturu v tisténé podobé,

Clinical Trial Agreement/ Smlouva o provedeni klinického hodnoceni
Biogen Idec Research Limited/ CELIA 247AD201
Fakultni nemocnice v Motole/

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:

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
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zaslete ji prosim na nasledujici adresu:

Faktury budou zasilany na adresu:

Att Clinical Trial Payments
IQVIA, 5th floor.
210 Pentonville Rd, King Cross
London N1 9JY
Spojené kralovstvi

E-mail: [

Na faktufe museji byt uvadény tyto nalezitosti:
0 Celé jméno ZKOUSEJICIHO, jeho adresa a
telefonni Cislo

0 Datum vystaveni faktury
o Cislo faktury

0 Jméno/nazev piijemce plateb a ¢islo centra
(musi byt shodné s Pfijemcem plateb
uvedenym v CTA)

o Castka platby

o Uplny popis poskytnutych sluzeb
o Cislo klinického hodnocenti:

0 Naézev zadavatele:

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

Faktury za naklady na ukony provadéné podle
potireby / naklady nesouvisejici s ukony spojené se
Subjektem klinického hodnoceni museji také
obsahovat ¢islo / jedine¢ny identifika¢ni kod
Subjektu klinického hodnoceni, ¢islo navstévy a
datum navStévy. Kromé dcisla / jedineéného
identifikacniho koédu Subjektu klinického
hodnoceni se na fakturach ani podkladové
dokumentaci  predkladané  Poskytovatelem
nemaji uvadét Zadné dalSi identifika¢ni
informace 0 Subjektu klinického hodnoceni. Po
doruceni a ovéreni budou faktury uhrazeny v
ramci dalSi pravidelné plinované platby za
¢innosti  spojené se Subjekty Kklinického
hodnoceni.

G. SUBJEKTY, KTERE NEPROJDOU VSTUPNIMI
VYSETRENIMI A UHRADA RESCREENINGU

Clinical Trial Agreement/ Smlouva o provedeni klinického hodnoceni
Biogen Idec Research Limited/ CELIA 247AD201
Fakultni nemocnice v Motole/

send to the following address:

Invoices to be sent to:

Att Clinical Trial Payments
IQVIA, 5th floor.

210 Pentonville Rd, King Cross
London N1 9JY

United Kingdom

Email: I

The following information should be included on

the invoice:

0 Complete INVESTIGATOR name, address and
phone number

o Invoice Date
0 Invoice Number

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

0 Payment Amount

0 Complete description of services rendered
0 Protocol Number:

0 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.

G. SCREENING FAILURE AND RESCREENING
REIMBURSEMENT
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Za Subjekt klinického hodnoceni, ktery neprosel
vstupnim vySetfenim, bude povazovan Subjekt, ktery
splnil vSechny podminky ucasti v Klinickém
hodnoceni podle zatfazovacich a vyluc€ujicich kritérii
stanovenych Protokolem, avSak nakonec byl shledan
nezpusobilym Kk tcasti v Klinickém hodnoceni na
zaklade¢ vysledki laboratornich rozborii nebo jinych
postupit provedenych pied randomizaci. Za
nespravné randomizované Subjekty klinického
hodnoceni nebude hrazena zadna platba.

CRO uhradi Pfijemci plateb ¢astku ve vysi stanovené
ptilozenym rozpoctem v sekci K Planované navstévy
subjektll (hrazené na zékladé CRF) za vstupni
navstévu (navstévy), a to za vSechny potvrzené
Subjekty, které¢ béhem trvani Klinického hodnoceni
neprojdou vstupnim vySetfenim.

Narok na thradu platby za vstupni navstévu vznika
za predpokladu, ze do interaktivniho komunika¢niho
systému ,,IxRS* budou zadany informace specifické
pro vstupni navstévu i jakékoli dodate¢né informace,
které CRO muze vyzadovat za tuclelem tadného
prokdzani toho, Ze Subjekt klinického hodnoceni
skute¢né prosel vstupnimi vySetfenimi.

UHRADA ZA RESCREENINGOVE NAVSTEVY:

CRO uhradi Piijemci plateb ¢astku za dokoncené
navstévy opakovaného screening ve vysi stanovené
pfilozenym rozpoctem v sekci K “Plinované
navstévy subjektit” (hrazené na zdkladé CRF) za
vstupni navstévu aZz do maximalniho poctu jednoho
(1) opakovaného screeningu na subjekt hodnoceni
dle uvazeni sponzora. CRO uhradi pfijemci castku
uvedenou ve screeningové navstévé v sekci K za
potvrzené selhdni opakovaného screeningu.

Abyste méli narok na proplaceni navstévy
opakovaného screening nebo selhani opakovaného
screening, musi byt CRO ptedlozeny dokoncené
stranky CRF screeningu a jakékoliv dalsi informace,
které¢ si mize CRO vyzéadat za uCelem nélezitého
zdokumentovani postupti opakovaného screeningu
subjektu hodnoceni.

H. UHRADY SUBJEKTUM

Clinical Trial Agreement/ Smlouva o provedeni klinického hodnoceni
Biogen Idec Research Limited/ CELIA 247AD201
Fakultni nemocnice v Motole/

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 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
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Uhrady vydajti Subjekttt klinického hodnoceni v
souvislosti se stravovanim a cestovnimi vylohami
bude spolecnost Greenphire, smluvni dodavatel
spoleCnosti Biogen najaty na zékladé samostatné
smlouvy, provadét piimo Subjektim klinického
hodnoceni.

V ptipadé, Zze spole¢nost Greenphire nebude moci
uhradu uskutecnit (napi. pfi odmitnuti Subjektu
klinického hodnoceni), provede CRO uwhradu
Ptijemci plateb, ktery bude odpovédny za uhrazeni
dané cCastky Subjektu klinického hodnoceni.
Dohodnuté nahrady cestovnich a jinych vyloh
pacientim zafazenym do studie budou fakturovany
zpétné na zaklad¢ Ucasti pacientli na jednotlivych
Castech studijni navstévy poskytovatelem a na
zakladé¢ podkladi zaslanych monitorem studie a
schvalenym zkousejicim. Evidenci nakladi zajistuje
hlavni zkouSejici, popt. studijni koordindtor a
nasledné toto predda monitorovi studie. Nahrady
budou pacientim vyplaceny po Uhradé vystavené
faktury. K proplaceni vyloh pacientim dochézi v
pokladné poskytovatele.

Aby mohla byt platba provedena, musi mit faktura
tyto nalezitosti: Cislo Subjektu / jedineny
identifikacni kod, c&islo pfislusné navstévy, typ
uhrady a vyplacenou castku.  Kromé cisla /
jedine¢ného  identifika¢cniho  kodu  Subjektu
klinického hodnoceni by se na fakturach
predkladanych Mistem klinického hodnoceni nemély
uvadét zadné dalsi tdaje o Subjektu klinického
hodnoceni, z nichZ by bylo moZné zjistit jeho
totoznost.

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

Cestovni vvlohy a stravovani subjekta klinického

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.

Agreed reimbursement of travel and other expenses to
patients enrolled in the study will be billed
retrospectively based on the patients' participation in
the various parts of the study visit by the Institution
and based on the documentation sent by the study
monitor and approved by the Investigator. Records of
travel costs will be maintained by the Investigator or
study coordinator and subsequently forwarded to the
study monitor. Reimbursements will be paid to
patients upon payment of the invoice issued.
Reimbursement of travel expenses to patients occurs
at the Institution's payment office.

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 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

hodnoceni

Ptimétené cestovni vylohy a stravovani Subjektd
klinického hodnoceni budou hrazeny ve vysi ||l
za navstévu na centru pozadovanou podle Protokolu
nebo nepldnovanou navstévu. Telefonické nebo
vzdalena navstévy nebudou proplaceny.

Castka uvedena v tomto ustanoveni miZe byt
zvySena na zéklad¢ predchoziho pisemného souhlasu
spolecnosti Biogen v pfipadé urcitych okolnosti

Clinical Trial Agreement/ Smlouva o provedeni klinického hodnoceni
Biogen Idec Research Limited/ CELIA 247AD201
Fakultni nemocnice v Motole/

Reasonably incurred costs for Trial Subject travel and
meals will be reimbursed, in the amount of [l
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.
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tykajicich se konkrétniho Subjektu klinického
hodnoceni.

Odména subjektiim za CSF podstudii

Odmeéna subjektu klinického hodnoceni bude
proplacena ve vy3i [l za dokongenou navitevu
na centruprotokolem 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
navstévu na centru protokolem pozadovanou Tau
PET podstudii. Telefonické nebo vzdalena navstévy
nebudou proplaceny.

Cestovni vylohy a stravovani pecovateli subjektii
klinického hodnoceni

Pfiméfené cestovni vylohy a stravovani pecovatell
Subjekt klinického hodnoceni budou hrazeny ve
vysi za navstévu na centru pozadovanou
podle Protokolu nebo neplanovanou navstévu.
Telefonické nebo vzdalenda navstévy nebudou
propléaceny.

Castka uvedena v tomto ustanoveni miZe byt
zvysena na zakladé predchoziho pisemného souhlasu
spolecnosti Biogen v pfipad¢ urcitych okolnosti
tykajicich se konkrétniho Subjektu klinického
hodnoceni.

Néhrada pecovatelim

Néhrada za wuSlou mzdu pecovatelim bude
proplacena ve vy3i [} za dokongenou navitevu
na centru pozadovanou podle Protokolu nebo
neplanovanou navstévu. Telefonické nebo vzdalena
navstévy nebudou proplaceny.

Ubytovani pro subjekty klinického hodnoceni a
pecovatele
V nezbytném rozsahu a pokud to Biogen pfedem
pisemné schvali, budou vynaloZené¢ ndklady na
ubytovani  subjektu  klinického hodnoceni a
pecCovatele proplaceny po obdrzeni faktur az do vyse
, maximalng viak do [l noci
za navstévu. Ocekava se, ze peCovatelé se ubytuji se
subjektem klinického hodnoceni v nezbytném
rozsahu. Za danych okolnosti a po predchozim
souhlasu od spole¢nosti Biogen bude provedena
uhrada za samostatné ubytovani pro pecovatele ve
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CSF Sub-Study Visit Subject Stipend

A Trial Subject stipend will be reimbursed in the
amount of ||l 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 ||l 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, in the amount of
B ocr 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 [l 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 of
, up to a maximum of || Gz
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.
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stejné vysi, jaka je zde uvedena pro subjekty.

|. POPLATKY ETICKYM KOMISIM

Poplatky etickym komisim budou proplaceny
Poskytovateli piefakturaci po obdrzeni faktury
vystavené etickou komisi a nejsou zahrnuty do
piilozeného Rozpo¢tu. Castky za jakakoli dodatedna
podani nebo prodlouzeni souhlasného stanoviska
budou uhrazeny na zéklad¢ schvaleni ze strany CRO
aspoleCnosti  Biogen po obdrzeni ptislusnych
doklad.

K. ROZPOCET (ROZPOCTY)

Vsechny niZe uvedené platby za jednotlivé navstévy
zahrnuji platbu za veskeré postupy provadéné
v ramci Klinického hodnoceni a za ¢as vynaloZzeny
ptislusnym Persondlem, vetné casu Zkousejiciho a
koordinatora studie.

I. EC FEES

EC/IRB/IEC costs will be reimbursed on a
pass-through basis, to the Institution, upon receipt of a
formal invoice issued by the EC/IRB/IEC 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.

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.

Planované navstévy subjektii/ Planned Subject Visits:

Platba
Navstéva / Visit Name
(CzZK)*

(K&/ Visit

Platba za nav§tévu v
souvislosti s Lumbalni
punkci, sbirani CSF a
podani HP (K¢)/ Visit
Payment for Lumbar
Puncture, CSF
Collection, IP
Sub

navstévu
Payment

Zza

and

Administration
Study (CZK)*

Clinical Trial Agreement/ Smlouva o provedeni klinického hodnoceni
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Celkova castka za subjekt/
Total Cost per Patient* 124481 105843

* Platba za vizitu a celkova castka za subjekt véetné rezijnich nakladt ve vysi 20%/ Visit Payment and Total
Per Subject amounts are inclusive of {20%} overhead.

** Celkova Castka za vizitu je pocitana ve dvou ¢asovych bodech. The Total per Visit Cost accounted for with
2X time points.

Navstévy Subjekta klinického hodnoceni podle potieby (hrazené na zakladé CRF):/ Conditional
Subiject Visits (paid via CRF):

Navstéva/ Visit Name Platba za nav§tévu | Platba za nav§tévu za
(K¢)/ Visit Payment | CSF (K¢)/ Visit Payment
(CZK)* for CSF Sub Study (CZ

* Platba za vizitu a celkova Castka za subject véetné rezijnich nakladt ve vysi 20%/ Visit Payment and Total
Per Subject amounts are inclusive of {20%} overhead

** Neplanované navstévy se mohou podle potieby opakovat./ Unscheduled Visits may be repeated as
necessary.
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Naklady na ukony provadéné dle potireby a opakujici se procedury/ Naklady nesouvisejici s ukony
(hrazené na zakladé faktury):/ Conditional and Repeat Procedure/ Non-procedure Costs (paid via

invoice):

Polozka/ Item Platba za polozku (K¢) véetné rezijnich naklada
ve vysi 20%/ Item Payment (CZK) Inclusive of
20% overhead

Poznamka: Vyse uvedené nédklady na ukony provadéné podle potieby / ndklady nesouvisejici s ukony budou
hrazeny piefakturaci po obdrzeni faktury. Pozadavky na fakturovani uvadi ¢lanek F vySe / Note: The above
conditional procedure/non-procedure costs will be reimbursed on a pass-through basis upon receipt of an
invoice. Please refer to Section F above for invoicing requirements.

Naklady na dkony provadéné dle potieby a opakujici se procedury/ Naklady nesouvisejici s ukony
(hrazené na zakladé CRF):/ Conditional and Repeat Procedure/Non-procedure Costs (paid via CRF):

Polozka/ Item Platba za polozku (K¢) v¢etné rezijnich naklada
ve vysi 20% / Item Payment (CZK) ) Inclusive of
20% overhead
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L. PRIPADNE DALSi POPLATKY/

Poplatek za iniciaci Klinického hodnoceni

Jednorazova platba za iniciaci k
pokryti pocatecnich nakladi
Poskytovatele v souvislosti s
Klinickym hodnocenim bude
uhrazena Ptijemci plateb po
podepsani této Smlouvy na
zaklad¢ obdrzené faktury.

B K:

Nésledujici ndklady budou proplaceny na zakladé
obdrzené faktury apo piedlozeni

dokumentace od Poskytovatele/Zkousejiciho:

Poplatek za dodatek

podkladové

L. ADDITIONAL APPLICABLE FEE(S)
Initial Trial Start- Up Payment

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

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

Contract amendment fee

Bude-1i Stranami  uzavien
dodatek ke Smlouv¢, zavazuje se
CRO uhradit poplatek za

K¢

Should an amendment to this C7ZK
Agreement be executed among I
the Parties, CRO shall reimburse
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sjednani dodatku ke smlouvg,

ktery zahrnuje naklady
Poskytovatele spojené S
administrativou a projednanim
dodatku z pravniho a
ekonomického hlediska. Tento
poplatek je fakturovan
bezprostiedn¢ po  podepsani

dodatku vSemi Stranami.

Iniciacni Poplatek pro laboratov

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 wupon the full
execution of the amendment by
all Parties.

Laboratory Set-up Fee

Jednorazova platba za iniciaci
laboratote k pokryti pocatecnich
naklada Poskytovatele \
souvislosti ] Klinickym
hodnocenim  bude uhrazena
Pfijemci plateb na zakladé
obdrzené originalni faktury a
jakékoliv ptislusné dokumentace.

Laboratorni certifikat

One time Laboratory Set-up
payment covering initial costs
borne by the Institution with
respect of the Trial will be paid to
the Payee upon receipt of original
invoices and any  other
appropriate documentation.

CZK

Laboratory certificate

Poskytnuti certifikati za
laboratorni ~ vySetfeni  bude
uhrazeno Pfijemci plateb na
zakladé obdrzené  origindlni
faktury a jakékoliv pfislusné
dokumentace..

I K
[ za
certifikat

Lékarenské sluZby

Cena
(K¢):

Cinnost:

Uctovano:

Iniciacni poplatek:
Jednorazova platba za)
iniciaci  1ékarny K
pokryti  pocateCnich
nakladii Poskytovatele
v souvislosti S
Klinickym
hodnocenim
uhrazena

plateb na
obdrzené

faktury a
piislusné

dokumentace.

bude
Piijemci
zakladé
originalni
jakékoliv

jednorazove

Provision of certificates for C7ZK

laboratory examination will be B

reimbursed to the Payee upon per one

receipt of original invoice and certificate

any other appropriate

documentation.

Pharmacy services

Activity: Cost Charged:
(CZK):

Initiation fee: I one-time

One time Pharmacy payment

Set-up payment

covering initial costs
borne by the
Institution with
respect of the Trial
will be paid to the
Payee upon receipt of
original invoices and
any other appropriate
documentation.
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Monitorovaci
navstévy, audit,
piiprava pozadovanych
dokumentii
Uchovavani 16¢iv naljji§
Klinice (mési¢ni
kontrola farmaceutem)
Cena za 1 pfijem do
nemocnicni Iékarny

Vydej 1éciv najij
kliniku/oddéleni

Destrukce nepouzitého||JJJij

1é¢iva:

1 hod (az 4
hodiny)

mésiéne

1 ptijem

1 vydej

Za likvidaci

.

Odeslani Za odeslani
nepouzitelnych
obalii, popf.

materialu

1éciv,
jiného

Priplatek za Ccinnosti+150 % 2z cenikové
provadéné mimojpolozky

béznou pracovni dobu
(po-pa 16-7:30,

vikendy, svatky)

M. Pozadavky na archivaci
Poskytovatel je srozumén s tim, Ze tam, kde to pravni
pfedpisy vyzaduji adovoluji, bude veSkera
dokumentace tykajici se Klinického hodnoceni
archivovana centralné¢ u globalniho dodavatele
ur¢ené¢ho spolecnosti Biogen po dobu 25 let.
Poskytovatel se zavazuje, ze po ukonceni Klinického
hodnoceni u Poskytovatele zasle zpravu na adresu
k zahajeni postupu
zaslani piislusné dokumentace tykajici se Klinického
hodnoceni.
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Monitoring Visits, 1 hour (up to 4
audit, preparation of hours)

requested documents

Storage of drugs atjjill  |monthly

clinic (monthly check
by a pharmacist)

Cost of acceptance to
the hospital pharmacy

1 acceptance

Dispensation of drugsffliil |1 dispensation

to the

clinic/department

Disposal of unusedll  |For the disposal
drugs:

Sending  unusable] il [For shipping
medicines,

packaging, or other

material

Additional fee forl+150 % of the price-list
activities  conductedjitem

outside the normal
working hours (Mon -
Fri from4PMto 7.30
AM, weekends,

public holidays)

M. 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.
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Piiloha B

Uplatkaistvi a korupce
Poskytovatel, Zkousejici, Personal a jakakoliv
jinéd 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 vesSkerou dalsi
protikorupéni a proti Uplatkatskou legislativu
platnou na Gizemi Ceské republiky (spoleéné dale
jen ,,Piislusna protikorupéni legislativa®).
Strany Klinického hodnoceni jsou povinny,
mimo jiné, jednat v souladu s pfislusnymi nize
uvedenymi protikorupénimi pravidly:
(A)  Strany Klinického hodnoceni musi vzdy
jednat Cestné a poctivé a dodrZzovat nejpiisnéjsi
etické zasady.
(B)  Strany Klinického hodnoceni nesmi
zadné osob¢ zaplatit, poskytnout nebo nabidnout
jakoukoliv platbu, dar nebo jiny prospéch ¢i
vyhodu za tcelem:

(1 ziskani jakékoliv neopravnéné vyhody;
nebo
(i)  nabadani pfijemce nebo jiné osoby, aby

ucinila nebo neucinila jakykoliv tikon v
rozporu se svymi povinnostmi nebo
odpovédnosti (nebo za tcelem odmeénéni
takového jednani).
Toto omezeni plati vzdy a za vSech okolnosti.
Aby se predeslo pochybnostem, vztahuje se jak
na spolupraci s ,ufednimi osobami, tak na
spolupréci se zaméstnanci a zastupci komercnich
podnikd.
(C)  Zvlastni pozornost vSak musi byt
vénovana spolupraci s Gfednimi osobami. Strany
Klinického  hodnoceni  nesmé&ji  zaplatit,
poskytnout nebo nabidnout jakoukoliv platbu,
dar nebo jiny prospéch ¢i vyhodu za ucelem
ovlivnéni tikont nebo rozhodovani tfedni osoby
(ani takovou osobu nabadat, aby vyuzila svého
vlivu na jinou osobu, subjekt nebo statni organ
nebo aby zaplsobila nebo ovlivnila jakykoliv
ukon nebo rozhodnuti takové jiné osoby,
subjektu nebo statniho organu).
(D) Pojem  ,Gfedni  osoba“  zahrnuje
jakoukoliv osobu jednajici jménem jakéhokoliv
ministerstva, statniho ufadu nebo organu nebo
jakéhokoliv statem vlastnéného ¢i ovladaného
podniku. Jednd se napiiklad o zdravotnické

1
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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:

(i)
(i)

securing any improper advantage; or

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.

(C)  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
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pracovniky zameéstnané statni nemocnici Ci
klinikou nebo nemocnici ¢i klinikou spravovanou
mistni samospravou a o predstavitele vefejnych
mezinarodnich organizaci.
(E)  Strany Klinického hodnoceni nesmgéji
zaplatit, poskytnout nebo nabidnout jakoukoliv
platbu, dar nebo jiny prospéch ¢i vyhodu
jakékoliv osobé, pokud je jim znamo nebo pokud
maji podezieni, ze veSkeré tyto penize, dar,
prospéch nebo vyhoda nebo jejich cast budou
piimo ¢i nepiimo pouzity v rozporu s body (B)
nebo (C) vyse.
(F)  Strany Klinického hodnoceni jsou
povinny vést a udrzovat tcetni knihy, zaznamy a
vykazy, které ptiméfené podrobné, pfesn¢ a
spravné zachycuji transakce a nakladani s
majetkem Stran Klinického hodnocenti;
(G) Strany Klinického hodnoceni jsou
povinny vytvafet a udrzovat systém kontrol
interniho Gcetnictvi, které dostate¢né zajisti, zZe:
Q) transakce jsou provadény v souladu s
obecnym i zvlaStnim povefenim vedent;
(i) transakce jsou dle
zaznamenavany
0] ke zpracovani finan¢nich vykazi
v souladu s obecné platnymi
ucetnimi principy nebo
jakymikoliv jinymi podminkami
platnymi pro takové vykazy; a
k zauctovani aktiv;

potieby

(1
(iii)  pfistup k aktivim je povolen pouze v
souladu s obecnym a zvlaStnim
povérenim vedent;
zauCtovana aktiva jsou v pifiméfenych
intervalech porovnavana s existujicimi
aktivy a v souvislosti s jakoukoliv
nesrovnalosti budou podniknuty
pfiméfené kroky.

(iv)
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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 —
Q) transactions are executed in accordance
with management’s general or specific
authorization;

(i) transactions are recorded as necessary
m to permit preparation of financial
statements in conformity with
generally accepted accounting

principles or any other criteria
applicable to such statements, and
to maintain accountability for
assets;

(1

(ili)  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
differences.
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