ASSIGNMENT (FOR CHANGE OF

SMLOUVA O POSTOUPENI (PRI ZMENE

AGREEMENT 2 is made effective as of the date of
last signature and its publication in the Register of
Agreements (the “Effective Date”).

INVESTIGATOR) ZKOUSEUJICIHO LEKARE)
AND AMENDMENT AGREEMENT 2 A DODATEK €. 2 KE SMLOUVE
THIS ASSIGNMENT and AMENDMENT | TATO SMLOUVA O POSTOUPENI a DODATEK

C. 2 nabyva Gginnosti dnem posledniho podpisu a
uvefejnéni v registru smluv (déle jen ,datum
ucinnosti’).

Maidenhead, Berkshire, SL6 4AY, United
Kingdom (“Biogen”);

BETWEEN: MEZI témito subjekty:
(1) Biogen Idec Research Limited, located at | (1) Biogen Idec Research Limited se sidlem
Innovation House, 70 Norden Road, | na adrese Innovation House, 70 Norden Road,

Maidenhead, Berkshire, SL6 4AY, Velka Britanie
(dale jen ,Biogen”);

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

(2) Fakultni nemocnice Hradec Kralové se
sidlem na adrese Sokolska 581, 500 05 Hradec
Kralové — Novy Hradec Kralové, Ceska republika,
identifika&ni &islo: 00179906, DIC: CZ00179906,
zastoupena MUDr. AleSem Hermanem, Ph.D.,
feditelem (dale jen ,poskytovatel”);

located at Neurologicka klinika Fakultni
nemocnice Hradec Kralové, Sokolska 581,
500 05 Hradec Kralové — Novy Hradec
Kralové, Czech Republic (the “Incoming
Investigator”).

@ I -
mistem vykonu povolani na adrese Neurologicka
klinika Fakultni nemocnice Hradec Krélove,
Sokolska 581, 500 05 Hradec Kralové — Novy
Hradec Kralové, Ceska republika (dale jen
-prichozi zkousejici”).

IQVIA RDS Czech Republic s.r.0., with
offices located at Pernerova 691/42, 186
00 Prague 8 — Karlin, Czech Republic,
Identification number: 247 68 651, Tax
identification number: CZ24768651, acting
on the basis of Power of Attorney dated 5
December 2018 (the “CRO”)

(4) IQVIA RDS Czech Republic s.r.o., se
sidlem na adrese Pernerova 691/42, 186 00
Praha 8 — Karlin, Ceska republika, identifikagni
gislo: 247 68 651, DIC: CZ24768651, jednajici na
z&kladé plné moci ze dne 5. prosince 2018 (dale
jen ,CRO”)

(together the “Parties” or individually a

(spole¢né dale jen ,smluvni strany” nebo

“Party”). jednotlivé jen ,smluvni strana”).

WHEREAS: VZHLEDEM K TOMU, ZE:

@ I e | (A
“Outgoing Investigator”) is a Party to a | (dale jen ,odchazejici zkousSejici”) je smluvni
clinical trial agreement dated 8 July 2019 | stranou smlouvy o klinickém hodnoceni ze dne 8.
and made between Biogen, the CRO, the | Cervence 2019 uzaviené mezi spole¢nosti Biogen,
Outgoing Investigator and the Institution | CRO, odchazejicim zkouSejicim a poskytovatelem
(the “CTA”), whereby upon the terms and | (dale jen ,CTA”), pfi€emzZ na zakladé podminek a v
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subject to the conditions more particularly
therein set out the Outgoing Investigator
was appointed as the clinical investigator
to conduct a trial at the Institution under
Protocol No. 105MS306 entitled “An Open-
Label, Randomized, Multicenter, Active-
Controlled, Parallel-Group  Study to
Evaluate the Safety, Tolerability, and
Efficacy of BIIBO17 in Pediatric Subjects
Aged 10 to Less Than 18 Years for the
Treatment of Relapsing-Remitting Multiple
Sclerosis, With Optional Open-Label
Extension” (the “Study”). The CTA was
subsequently amended by the Parties on
16 March 2021 with Amendment
Agreement 1.

souladu s podminkami, které jsou zde konkrétnéji
uvedeny, byl odchazejici zkouSejici jmenovan
klinickym zkouSejicim, ktery bude provadét klinicke
hodnoceni ve zdravotnickém zafizeni
poskytovatele podle protokolu & 105MS306 s
nazvem ,Oteviené, randomizované, multicentrické,
aktivné  kontrolované klinické hodnoceni s
paralelnimi  skupinami posuzujici bezpecénost,
snasenlivost a ucinnost pripravku BIIBO17 u
pediatrickych pacientd ve véku od 10 let do
dosazeni 18 let pri léecbé relaps remitentni
roztrousené sklerézy, s nepovinnym otevienym
pokracovacim obdobim” (dale jen ,Studie”).
Smlouva CTA byla nasledné smluvnimi stranami
doplnéna dne 16. bfezna 2021 dodatkem &. 1 ke
smlouvé.

The Outgoing Investigator is no longer
employed by the Institution, thereby losing
its ability to be a party to the CTA, and is
not available to sign the Assignment and
Amendment Agreement 2. The Institution
effective as of 01 March 2023, appointed
Incoming Investigator to replace Outgoing
Investigator under the CTA and the
Incoming Investigator wishes to take an
assignment of the benefit and burden of the
same for the consideration, upon the terms
and subject to the conditions set out in the
CTA. The Incoming Investigator is subject
to confirmation by Ethics Committee.

(B) Odchazejici zkousejici jiz neni
zaméstnancem  poskytovatele, ztratil
schopnost byt stranou CTA a neni k dispozici k
podpisu smlouvy o postoupeni a dodatku €. 2. S
ucginnosti od 1. bfezna 2023 poskytovatel jmenoval
prichoziho zkous$ejiciho na misto odchazejiciho
zkousejiciho podle smlouvy CTA a pfichozi
zkouSejici si preje prevzit pfidélenou pozici, véetné
v8ech vyhod i nevyhod, za protiplnéni a za
podminek stanovenych ve smlouvé CTA. Pfichozi
zkousSejici musi byt stvrzen etickou komisi.

éimz

The Parties have agreed to amend certain
terms of the CTA as further set out in and
pursuant to the terms and conditions of the
Assignment and Amendment Agreement
2.

(C) Strany se dohodly na zméné nékterych
podminek CTA, jak je dale uvedeno v a v souladu
s podminkami dohody o postoupeni a dodatku ¢&. 2.

IN CONSIDERATION of the mutual promises
contained in this Assignment and Amendment
Agreement 2, the parties hereby AGREE AS
FOLLOWS:

S OHLEDEM na vzajemné pfisliby obsazené v této
smlouvé o postoupeni a dodatku €. 2 se smluvni
strany DOHODLY NASLEDOVNE:

1. DEFINITIONS AND INTERPRETATION

1.1 All capitalised terms used but not defined

1. VYMEZENi POJMU A
INTERPRETACE

JEJICH

1.1 VSechny pojmy psané velkymi pismeny,
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in this Assignment and Amendment které jsou pouzity, ale nejsou definovany v
Agreement 2 shall bear the meaning této smlouvé o postoupeni a dodatku €. 2,
accorded to them in the CTA. budou mit vyznam, ktery jim byl udélen ve

1.2 Unless the context requires otherwise, all smlouvé CTA.
references to Sections or Schedules in this | 1.2 Pokud z kontextu nevyplyva néco jiného,
Assignment and Amendment Agreement 2 vSechny odkazy na oddily nebo pfilohy v
shall be references to the relevant section této smlouvé o postoupeni a dodatku €. 2
or schedule in the CTA. budou predstavovat odkazy na pfislusny

1.3 Upon execution of this Assignment and oddil nebo harmonogram ve smlouvé CTA.
Amendment Agreement 2 and unless the
context requires otherwise, references in | 1.3 Po uzavfeni této smlouvy o postoupeni a
the CTA to “the Investigator” shall be to the dodatku €. 2, pokud z kontextu nevyplyva
Incoming Investigator. néco jiného, budou odkazy na ,zkou$ejiciho”

ve smlouvé CTA odkazovat na pfichoziho
zkousejiciho.

2. ASSIGNMENT 2. POSTOUPENI

2.1 Notwithstanding Section 13(a) of the CTA, | 2.1 Bez ohledu na oddil 13(a) smlouvy CTA a
and subject to the dispositions of this s vyhradou ustanoveni v tomto oddilu &. 2
Section 2, the Parties hereby agree that se smluvni strany timto dohodly, Zze s
with effect from 01 March 2023 the Gginnosti od 1. bfezna 2023 odchozi
Outgoing Investigator hereby assigns to zkouS$ejici timto postupuje pfFichozimu
the Incoming Investigator all of his rights zkouSejicimu vSechna sva prava a
and obligations under the CTA including povinnosti podle smlouvy CTA, vcetné
the full benefit and burden of all warranties, veskerych vyhod i nevyhod, vSech zaruk,
undertakings, representations and zavazku, prohlaseni a odSkodnéni.
indemnities. The Institution represents and Poskytovatel prohlasuje a zarucuje, ze
warrants that it will ensure that to the extent zajisti, ze pokud musi byt odchozi
that the Outgoing Investigator needs to be zkouSejici informovan o zaleZitostech
informed about anything related to this souvisejicich s timto klinickym
Trial, administrative or otherwise, the hodnocenim, at’ uz administrativnich nebo
Institution shall be responsible to ensure jinych, bude poskytovatel odpovédné za
that such information is properly and zajisténi, aby tyto informace byly fadné a
promptly communicated to Outgoing neprodlené sdéleny odchozimu
Investigator. zkousejicimu.

2.2 The Institution confirms that the Outgoing | 2.2 Poskytovatel potvrzuje, ze odchozi
Investigator shall not be released from his zkousSejici nebude zprostén svych zavazki
obligations under the CTA outstanding at vyplyvajicich ze smlouvy CTA, které do
the date of execution of this Assignment data uzavfeni této smlouvy o postoupeni a
and Amendment Agreement 2 and all dodatku €. 2 nebyly splnény, pficemz
liabilities incurred but not discharged by the vSechny zavazky, které odchozimu
Outgoing Investigator at the date of zkousejicimu vznikly, ale nebyly splnény k
execution of this Assignment and datu uzavreni této smlouvy o postoupeni a
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Amendment Agreement 2 shall continue to dodatku €. 2, budou pro odchoziho
be binding upon the Outgoing Investigator. zkouS$ejiciho nadale zavazné.

2.3 For the purposes of section 3(b) of the | 2.3 Pro ucely oddilu 3(b) smlouvy CTA
CTA, Biogen hereby consents to the spole¢nost Biogen timto souhlasi s
replacement of the Investigator with the vyménou  zkouSejiciho  Iékafe  za
Incoming Investigator. pFichoziho zkousejiciho.

2.4 Attachment A-1 (“Investigator Statement
and Privacy Notice”) to this Assignment | 24 ~ Pfiloha ~A-1 (dale jen ,prohlaseni
and Amendment Agreement 2 shall be Zkousejiciho a oznameni o ochrané
signed by the Incoming Investigator. osobnich Udajt”) k této smlouvé o

postoupeni a dodatku €. 2 musi byt
podepsano pfichozim zkous$ejicim.

3. AMENDMENTS TO THE CTA 3. ZMENY CTA

3.1 The Parties hereby agree that with effecton | 3 1 Smluvni strany timto souhlasi s tim, ze s
the Effective Date of this Assignment and aginnosti ke Dni Gginnosti této Smlouvy o
Amendment Agreement 2, Section 3. postoupeni a dodatku & 2, oddil 3.
Obligations of the Institution and the Zavazky Poskytovatele a Zkousejiciho (e)
Investigator (e) (iv) of the CTA shall be (iv) se aktualizuji podle nejnovéjsich
deleted in its entirety and replaced as predpisti  tykajicich se  zpracovani
follows including the latest regulations osobnich ddaji takto:
concerning personal data process:

(iv) the Regulation (EU) No. 2016/679 of the | 3.2 Text v¢El. 3, pism. e), odst. (iv) se
European Parliament and of the Council of nahrazuje nasledujicim: Nafizenim
27 April 2016 on the protection of natural Evropského parlamentu a Rady (EU) ¢.
persons with regard to the processing of 2016/679 z 27. dubna 2016 o ochrané
personal data and on the free movement of fyzickych  osob v  souvislosti se
such data, and repealing Directive zpracovanim osobnich Udaji a o volném
95/46/EC (GDPR) and Act No. 110/2019 pohybu téchto (dajd a o zruSeni smeérnice
Coll. on the processing of personal data, as 95/46/ES (GDPR), a zakonem ¢. 110/2019
amended, which shall apply to the Sb., o zpracovani osobnich Gdaj,
Institution as data controller, in particular v pozdéjSim znéni zmén, které se vztahuji
the personal data of the Subjects, and data na Poskytovatele jako spravce adajq,
processor with respect to Biogen Idec and zejména osobnich Gdaju Subjektd, a
the purpose of the performance of this zpracovatele  Udaju  vzhledem ke
Agreement. spolecnosti Biogen Idec a ucelu plnéni této

smlouvy.
Transfer of personal data - Personal data Predavani osobnich tdaji — osobni Gdaje
will be processed in accordance with the budou  zpracovavany vsouladu s
Commission Implementing Decision of 28 Provadécim rozhodnutim Komise ze dne
June 2021 pursuant to Regulation (EU) 28. &ervna 2021 podle  nafizeni
2016/679 of the European Parliament and Evropského parlamentu a Rady (EU)
of the Council on the adequate protection
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of personal data in THE UNITED 2016/679 o odpovidajici ochrané osobnich
KINGDOM. Gdaju ve Spojeném kralovstvi.

4. MISCELLANEOUS 4. RUZNA USTANOVENI

4.1 No provision of this Assignment and | 4.1 Z4dné ustanoveni této smlouvy o
Amendment Agreement 2 will be modified postoupeni a dodatku ¢&. 2 nebude
or varied without the written consent, upraveno ani zmeénéno bez Fadné
properly executed, of the Parties. For the podepsaného pisemného souhlasu
avoidance of doubt, no modification or smluvnich stran. Aby se predeslo
variation of this Assignment and pochybnostem, nebude Zzadna zména
Amendment Agreement 2 will be valid if nebo Uprava této smlouvy o postoupeni a
made by email. dodatku ¢&. 2 platna, pokud bude

provedena e-mailem.

4.2 This  Assignment and Amendment | 4.2 Tato smlouva o postoupeni a dodatek ¢. 2
Agreement 2 (a) shall be executed in four (@) bude vyhotoven ve ¢&tyfech
counterparts, each of which shall be stejnopisech, z nichz kazdy bude
deemed to be an original and all of which povazovan za original a vSechny spole¢né
taken together, shall constitute a single budou predstavovat jedinou smlouvu
agreement binding on all Parties, and (b) zavaznou pro vSechny smluvni strany, a
will be considered executed by a Party (o) bude povazovana za uzavienou
when the signature of such Party is added smluvni stranou, jakmile pfipoji svlj podpis
on signature page. This Assignment will be na listiné. Tato smlouva bude vyhotovena
executed with wet-ink signatures or with an s vlastnoruénimi  podpisy nebo s
electronic signature in accordance with Act elektronickym podpisem v souladu se
No. 297/2016 Coll., on services that create zakonem ¢&. 297/2016 Sb., o sluzbéach
trust for electronic transactions. vytvarejicich duvéru pro elektronické

transakce.

4.3 No Party has relied upon any statement, 4.3 Zadna ze smluvnich stran se pii uzavirani
representation, warranty, understanding, této smlouvy o postoupeni a dodatku €. 2
undertaking, promise or assurance in nespoléhala na  zadné  prohlasent,
entering into this Assignment and vyjadfeni, zaruku, porozumeéni, zavazek,
Amendment Agreement 2. prislib nebo ujisténi.

5. GOVERNING LAW AND JURISDICTION | 5. ROZHODNE PRAVO A JURISDIKCE
This  Assignment and Amendment Tato smlouva o postoupeni a dodatek €. 2
Agreement 2 shall be governed and se fidi pravnim radem Ceské republiky a
construed in accordance with the laws of bude v souladu s nim vykladana. Spory
the Czech Republic. Disputes related to tykajici se této smlouvy, které strany
this Agreement that cannot be amicably nemohou vyfesit smirné, budou feSeny
resolved by the Parties shall be handled podle zakon Ceské republiky pfed soudy
according to the laws of the Czech Ceské republiky.
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Republic before the courts of the Czech
Republic.

This  Assignment and Amendment
Agreement 2 shall be executed in Czech
and English languages. In case of any
discrepancy between the Czech and the
English versions, the Czech version shall
prevail.

This  Assignment and Amendment
Agreement 2 will be published in
accordance with the terms of the CTA.

The estimated value of the CTA s
unchanged.

Tato smlouva o postoupeni a dodatek €. 2
budou vyhotoveny v ¢eském a anglickém
jazyce. V prfipadé jakéhokoli rozporu mezi
Ceskou aanglickou verzi bude mit
prednost ¢eska verze.

Tato smlouva o postoupeni a dodatek ¢. 2
budou uvefejnény v souladu s podminkami
smlouvy CTA.

Predpokladana hodnota smlouvy CTA se
nemeéni.

[signature page follows]

[nasleduje podpisova strana]
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THIS ASSIGNMENT and AMENDMENT | TATO SMLOUVA O POSTOUPENI A DODATEK
AGREEMENT 2 has been executed by or on behalf | €. 2 byly k datu Géinnosti uzavieny smluvnimi
of the Parties through their duly authorised | stranami nebo jejich jménem prostfednictvim jejich
representatives on the Effective date. f&dné opravnénych zastupcu.

Biogen Idec Research Limited

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, za spole¢nost Biogen
a jejim jménem

By / Podepsal/a:
Name / Jméno:
Title / Funkce: Authorized Signatory / Opravnény signatar

Date / Datum:
27.6. 2023

Fakultni nemocnice Hradec Kralové

By / Podepsal/a:

Name / Jméno: MUDr. Ale§ Herman, Ph.D.
Title / Funkce: Feditel

Date / Datum:

4.7.2023

the “Incoming Investigator” / ,Pfichozi zkousejici”
doc. MUDr. Zbysek Pavelek, Ph.D.

By / Podepsal:
Name / Jméno: I
Title / Funkce: Incoming Investigator / Pfichozi zkouSejici

Date / Datum:
24.7.2023
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IQVIA RDS Czech Republic s.r.o.,

Party to the Assignment and Amendment Agreement 3 for payment purposes only / Smluvni strana
smlouvy o postoupeni a dodatku ¢. 3 pouze pro platebni ucely

By / Podepsal/a:
Name / Jméno:
Title / Funkce: Authorized Signatory / Opravnény signatar

Date / Datum:
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Attachment A-1:

Investigator Statement and Privacy Notice

Pfiloha A-1:

Prohlaseni zkousejiciho a oznameni o ochrané
osobnich udaiji

Study No.: 105MS306 entitled “An Open-Label,
Randomized, Multicenter, Active-Controlled,
Parallel-Group Study to Evaluate the Safety,
Tolerability, and Efficacy of BIIB017 in Pediatric
Subjects Aged 10 to Less Than 18 Years for the
Treatment of Relapsing-Remitting Multiple
Sclerosis, With Optional Open-Label
Extension”

C. studie: 105MS306 s nazvem , Otfeviené,
randomizované, multicentrické, aktivné
kontrolované klinické hodnoceni s paralelnimi
skupinami posuzujici bezpe¢nost, snasenlivost
a ucinnost pripravku BIIB017 u pediatrickych
pacientt ve véku od 10 let do dosazZeni 18 let pFi
lécbé relaps remitentni roztrousené sklerozy, s
nepovinnym otevienym pokracovacim
obdobim”

I, the Investigator in the Trial (as described in the
clinical trial agreement to which this Schedule is
attached (the Clinical Trial Agreement)) hereby
ensure and warrant to Biogen as follows:

Ja, zkousejici lékar v klinickém hodnoceni (jak je
popsano ve smlouvé o klinickém hodnoceni, ke
které je pfipojena tato pfiloha [dale jen smlouva o
klinickém hodnoceni)), timto zarucuji spole¢nosti
Biogen nasledujici:

Freedom to Perform the Trial. | am free to
participate in the Trial and owe no obligations
to any third party that might prevent or restrict
my performance of the obligations specified
in this Clinical Trial Agreement.

(@)

(a) Svoboda provadét klinické hodnoceni.
Svobodné se mohu Ucastnit klinického hodnoceni,
pficemz nemam Zzadné zavazky vici zadné treti
strané, které by mohly branit mému pinéni
povinnosti uvedenych v této smlouvé o klinickém
hodnoceni nebo jej omezovat.

Clinical Research History. | am not
involved in any regulatory litigation or
investigation by any Competent Authority or
other regulatory authorities. No data
produced by me in any previous clinical study
has been rejected because of concerns as to
its accuracy or because it was generated by
fraud.

(b) Historie klinického vyzkumu. Nejsem
zapojen do Zzadného regulaéniho sporu nebo
vySetfovani ze strany zadného kompetentniho
Ufadu nebo jinych reguladnich organ(. Zadné
Udaje, které jsem poskytl v jakékoli predchozi
klinické studii, nebyly odmitnuty z diivodu obav o
jejich presnost nebo z duavodu obav, ze byly
vytvofeny podvodem.

(c) Trial Support Staff. | shall use only properly
qualified and experienced personnel to carry
out the Trial, and such personnel shall work

under my supervision and control.

(c) Pracovnici podpory klinického
hodnoceni. K provadéni klinického hodnoceni
budu pouzivat pouze Fadné kvalifikovany a
zkuSeny personal, pficemz tento persondl bude
pracovat pod mym dohledem a kontrolou.
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(d)

Insurance. | carry medical liability insurance
(or the Institution carries medical liability
insurance covering me) and will provide
details and evidence of my coverage to
Biogen upon request.

Pojisténi. Mam sjednano pojisténi Iékarské
odpovédnosti (pfipadné je ma uzaviené
poskytovatel a toto pojisténi se vztahuje i na
mé) a na pozadani spolecnosti Biogen
predlozim podrobnosti a dikazy o tomto
mém pojisténi.

Financial Interests. | certify that neither |,
nor my spouse or any dependent children,
have entered into and | will not enter into any
financial arrangements with Biogen, nor do |
hold financial interests in Biogen that are
required to be disclosed pursuant to 21 CFR
Part 54, namely: (i) the value of
compensation, if any, which | and my spouse
and dependent children receive could not be
affected by the outcome of the Trial (as
defined in 21 CFR 54.2(a)), (i) | and my
spouse and dependent children do not have
a proprietary interest protected by copyright
in the Products being tested (as defined in 21
CFR 54.2(c)), (iii) or a significant equity
interest in Biogen (as defined in 21 CFR
54.2(b)) and (iv) | have not, and my spouse
or dependent children have not, been the
recipient of significant payments from Biogen
(as defined in 21 CFR 54.2(f)). As regards
subparagraphs (iii) and (iv) | understand that
such prohibitions relate to the period in the
course of which | carry out the Trial and for
one (1) year following completion of the Trial.
| undertake to inform Biogen immediately
upon learning of the existence of any such
financial arrangements or interests.

All relevant provisions of the 21 CFR 54
stated above are available on the FDA

website (www.fda.gov)

Finanéni  podily. Potvrzuji, ze jsem
neuzavrel ani neuzavfu (a totéz plati i pro
mého manzela / mou manzelku nebo zavislé
déti) zadné finan¢ni dohody se spolecnosti
Biogen, ani nemam finanéni podily ve
spole€nosti  Biogen, které musi byt
zvefejnény podle nafizeni 21 CFR, ¢ast 54,
konkrétné: (i) na hodnotu odmény, pokud
existuje, které ja a maj manzel/manzelka a
zavislé déti dostavame, nemlze mit vliv
vysledek klinického hodnoceni (jak je
definovano v nafizeni 21 CFR 54.2(a)), (i) ja,
muj manzel / moje manzelka a zavislé déti
neméame  vlastnicky podil  chranény
autorskymi pravy k hodnocenym pfipravkam
(jak je definovano v nafizeni 21 CFR
54.2(c)), (iii) nebo vyznamny kapitalovy podil
ve spolecnosti Biogen (jak je definovano v
nafizeni 21 CFR 54.2(b)) a (iv) nejsem a
nestanu se pfijemcem vyznamnych plateb
od spole¢nosti Biogen (a totéZz plati i pro
mého manzela / mou manzelku nebo zavislé
déti) (jak je definovano v nafizeni 21 CFR
54.2(f)). Co se ty€e dil€ich odstavcd (iii) a (iv)
beru na védomi, ze tyto zdkazy se tykaji
obdobi, v jehoz prabéhu provadim klinické
hodnoceni, a jednoho (1) roku po skonceni
klinického hodnoceni. Zavazuji se informovat
spole¢nost Biogen okamzité po zjiSténi
existence takovych finan¢nich ujednani nebo
podild.

V8echna pfislusna ustanoveni nafizeni 21 CFR 54
uvedena vySe jsou k dispozici na webovych
strankach Urfadu FDA (www.fda.gov)
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()  Other Interests. | have disclosed to Biogen
any personal direct or indirect commercial or
other interests with respect to the Product,
any Material or relating to the conduct of the
Trial I myself or members of my family or any
other persons depending on me may have.

(f) DalSi zajmy. Sdélil jsem spole¢nosti
Biogen veskeré osobni pfimé nebo nepfimé
obchodni nebo jiné zajmy tykajici se pfipravku,
jakéhokoli materidlu nebo souvisejici s provadénim
klinického hodnoceni, které pfipadné mam ja sam
nebo ¢lenové mé rodiny nebo jakékoli jiné osoby,
které na mé zavisi.

Privacy Notice

Biogen collects information about you directly from
yourself and third parties in order to comply with our
legal, tax, administrative and accounting
obligations in relation to the services that you
provide in connection with this Agreement. The
Personal Data that we may collect about you
includes:

(i) contact details (such as email
address, telephone number and
business address);

(i) academic and professional
information (such as field of
expertise and  specialisation,
academic background and
training, previous professional
activities and professional

practicing or licencing details); and

(iif)

financial details for compensation
or reimbursement purposes (such
as bank account details).

It is in Biogen’s legitimate interest to process your
Personal Data to: (a) manage our business
relationship with you; (b) evaluate your professional
history for our due diligence purposes as a
responsible company; and (c) compensate or
reimburse you for your services. In some cases, it
is necessary to process your Personal Data in order
to comply with our legal obligations.

Biogen may engage service providers to assist it in
the administration of its data processing activities
(known as Data Processors). These include the

Oznameni o ochrané osobnich udajua

Spole¢nost Biogen o Vas shromazduje informace
pfimo od Vé&s a od tretich stran, aby splnila své
zakonné, darfiové, administrativni a Ucetni
povinnosti v souvislosti se sluzbami, které
poskytujete v souvislosti s touto smlouvou. Osobni

Udaje, které o Vas muUzeme shromazdovat,
zahrnuiji:

(i) kontaktni (daje (jako je e-mailova
adresa, telefonni &islo a pracovni
adresa);

(i) akademické a profesni informace

(jako je odbornost a specializace,
akademické vzdelani a odborna
pfiprava, pfedchozi  profesni
¢innost a podrobnosti o profesni
praxi nebo licenci); a

(iif)

finan¢ni Udaje pro ucely vyplaceni
odmény nebo Uhrady (jako jsou
Udaje o bankovnim uctu).

Je v opravnéném zajmu spole€nosti Biogen
zpracovavat VaSe osobni Gdaje za ucelem: (a)
fizeni naSeho obchodniho vztahu s Vami; (b)
vyhodnoceni Vasi profesni historie pro UGcely
nalezité péce jako odpovédné spolecnosti; a (c)
vyplaceni odmény nebo kompenzace za VaSe
sluzby. V nékterych prfipadech je nezbytné
zpracovavat Vase osobni Udaje, abychom dodrzeli
nase zdkonné povinnosti.

Spole¢nost Biogen muze najmout poskytovatele
sluzeb, aby ji pomohli pfi spravé c&innosti
zpracovani Udaji (tito poskytovatelé se oznaluji
jako zpracovatelé udajll). Patfi sem spole€nosti,
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companies which assist Biogen with the

organization and management of the Trial.

Biogen may also share your Personal Data with
other companies in the Biogen group for the
purposes described in this Privacy Notice including
Biogen, Inc., 225 Binney Street, Cambridge, MA
02142, USA and Biogen International GmbH,
Landis & Gyr-Strasse 3, 6300 Zug, Switzerland.

These transfers may include transfers outside of
your country to countries, including the United
States of America, which do not implement an
adequate level of protection for your Personal Data
under your national or under EU Union Data
Protection Law. Biogen takes appropriate steps to
ensure your data is adequately protected if
transferred to such countries. Switzerland is a
country deemed to provide an adequate level of
data protection under its Data Protection Laws by
the European Commission.

Biogen has put into place appropriate technical and
organizational security measures to minimize the
risk of unauthorized or unlawful disclosure or
access to, or accidental or unlawful loss,
destruction, alteration or damage to your Personal
Data. While it remains in Biogen’s systems, the
security measures outlined in this Privacy Notice
shall always apply and when processed in other
parties’ systems, Biogen ensures agreements are
in place with such parties that ensure the third party
also has adequate security measures in place such
as Standard Contractual Clauses approved by the
European Commission or inter-company data
transfer agreements that conform to EU standards
for data transfers.

Biogen may collect, use and disclose your Personal
Data to third parties (such as national and

které pomahaji spole€nosti Biogen s organizaci a
fizenim klinického hodnoceni.

Spole¢nost Biogen mize také sdilet Vase osobni
Udaje s jinymi spole€nostmi ve skupiné Biogen pro
Ucely popsané v tomto oznameni o ochrané
osobnich udaju, v€etné spolecnosti Biogen, Inc.,
225 Binney Street, Cambridge, MA 02142, USA a
spolecnosti Biogen International GmbH, Landis &
Gyr-Strasse 3, 6300 Zug, Svycarsko.

Takové predavani udaju maze zahrnovat prenosy
mimo Vasi zemi do zemi, véetné Spojenych statl
americkych, které nezavadéji odpovidajici Uroven
ochrany VaSich osobnich (daju podle VaSeho
narodniho zakona nebo zakona EU o ochrané
osobnich Gdaji. Spole¢nost Biogen podnika
pFisludné kroky, aby zajistila, ze VaSe udaje budou
pfi pfenosu do téchto zemi nalezité ochranény.
Svycarsko je zemé&, kterou Evropska komise
povazuje za zemi poskytujici odpovidajici Uroven
ochrany Udajli podle jejich zakonl( o ochrané
osobnich Gdaju.

Spole¢nost Biogen zavedla vhodna technicka a
organizacéni bezpec&nostni opatfeni k minimalizaci
rizika neopravnéného nebo nezdkonného
zpfistupnéni nebo pfistupu k Vasim osobnim
Udajim nebo ndhodné nebo nezakonné ztraty,
zni¢eni, zmény nebo poskozeni Vasich osobnich
Udaju. Po dobu, kdy Udaje zuUstavaji v systémech
spole¢nosti Biogen, budou vzdy platit bezpeénostni
opatfeni uvedena v tomto oznameni o ochrané
osobnich Gdaju a pfi zpracovani v systémech jinych
stran spolecnost Biogen zajisti, aby s takovymi
stranami byly uzavieny smlouvy, které zajisti, ze
treti strana ma také zavedena odpovidajici
bezpec€nostni opatfeni, jako jsou standardni
smluvni dolozky schvalené Evropskou komisi nebo
mezipodnikové dohody o prenosu udaju, které
splfiuji normy EU pro pfenos Gdaju.

Spole¢nost Biogen muze shromazdovat, pouZivat
a sdélovat VaSe osobni Udaje tfetim strandm (jako
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international regulatory authorities including,
competent authorities and tax authorities) where it
considers this necessary for compliance with
applicable laws, to protect the vital interests of any
person, or where necessary to exercise, establish
or defend Biogen’s legal rights. If a third party
acquires all or a material part of Biogen’s business
or assets, then your Personal Data may be
disclosed in connection with that sale.

Upon your request, Biogen will provide you with a
list of all recipients of your Personal Data and/or
copies of any data transfer agreement with
recipients outside the European Economic Area.

We retain your information for no longer than is
necessary for the purposes for which it is collected.
In some cases, we may retain your Personal Data
for a longer period in order to comply with our legal
obligations.

You may contact Biogen at any time if you would
like to access your Personal Data or require
information about the Personal Data that is held
about you (such as the source of the Personal
Data). You may object to the processing of your
Personal Data for legitimate reasons, and you may
also request the correction or erasure of it. You may
also request the data portability of your information.
Please note that some of these rights are limited by
applicable Data Protection Law and that we have
the right to collect, process and hold your Personal
Data to perform our legal obligations. You may,
should you feel it necessary, lodge a complaint with
your local data protection authority if you feel your
privacy rights have been infringed.

Under European Data Protection Law, a Data
Controller is the legal entity that is responsible for
protecting your Personal Data and helping you to

jsou narodni a mezinarodni regulacni Urady, véetné
pFisludnych Ofadd a dafovych Gfadl), pokud to
povazuje za nezbytné kdodrZzovani platnych
zakonu, ochranu zivotné dalezitych zajmu jakékoli
osoby nebo pokud je to nezbytné pro vykon,

stanoveni nebo obhajobu zdkonnych prav
spole¢nosti Biogen. Pokud tfeti strana ziska
veSkerou obchodni ¢&innost nebo majetek

spole¢nosti Biogen nebo jejich podstatnou ¢ast,
mohou byt v souvislosti s timto prodejem
zpfistupnény i Vase osobni Gdaje.

Na Vasi zadost Vam spole€nost Biogen poskytne
seznam vSech pfijemcl VaSich osobnich udajl
a/nebo kopie smluv o pfedavani udaju s pfijemci
mimo Evropsky hospodarsky prostor.

VaSe Udaje neuchovavame déle, nez je nezbytné
pro ucely, pro néz jsou shromazdovany. V
nékterych pfipadech mizeme VaSe osobni Udaje
uchovavat po del§i dobu, abychom dodrzeli nase
zakonné povinnosti.

Pokud byste chtéli ziskat pfistup ke svym osobnim
Udajum nebo pozadovat informace o osobnich
Udajich, které o Vas uchovavame (napfiklad zdroj
osobnich 0dajl), mizete se kdykoli obratit na
spole¢nost Biogen. Z opravnénych divodi mizete
vznést namitku proti zpracovani svych osobnich
Gdaju a mazete také pozadat o jejich opravu nebo
vymazani. Mizete také zazadat o prenositelnost
svych Gdaji. Upozorfiujeme, ze néktera z téchto
prav jsou omezena platnymi zakony o ochrané
osobnich Udaju a ze mame pravo shromazdovat,
zpracovavat a uchovavat VaSe osobni Udaje za
Ucelem dodrzeni naSich zakonnych povinnosti.
Pokud se budete domnivat, ze je to nezbyiné,
muzete podat stiznost u mistniho Ufadu pro
ochranu osobnich U(dajl, pokud se budete
domnivat, Ze byla poruSena VaSe prava na
ochranu osobnich Gdaju.

Podle evropskych zakond o ochrané osobnich
Udaju je spravcem Udaju pravni subjekt, ktery je
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exercise your data protection rights. The Data
Controller of your Personal Data is the Biogen
entity described at the beginning of the Privacy. If,
at any time, you have questions or concerns about
this Privacy Notice or the processing of your
Personal Data, you can contact Biogen's Data
Protection Officer at the following e-mail address:

odpovédny za ochranu VaSich osobnich udaji a
ma povinnost pomahat Vam uplatfiovat Vase prava
na ochranu (daju. Spravcem VaSich osobnich
Udaju je subjekt spole€nosti Biogen uvedeny na
zacatku tohoto dokumentu o ochrané osobnich
udaju. Pokud budete mit kdykoli dotazy nebo obavy
tykajici se tohoto oznameni o ochrané osobnich

| have acknowledged and understood the Privacy
Notice contained in this Schedule B.

| agree to be bound by the terms and conditions set
forth under point (a) to (f) of this Schedule B and
the relevant provisions of the Clinical Trial
Agreement, including but not limited to the
obligations of nondisclosure, ownership of
Inventions and publications set out in the Clinical
Trial Agreement

] udaji nebo zpracovani osobnich Gdaji, mizete
kontaktovat povérence pro ochranu osobnich Gdaju
spole¢nosti Biogen na nasledujici e-mailové
adrese: [N

Signature Podpis

Beru na védomi a jsem srozumén s oznamenim o
ochrané osobnich udaju, které je obsazeno v této
pfiloze B.

Souhlasim s tim, ze budu vazan podminkami
stanovenymi v bodé (a) az (f) této pfilohy B a
prisluSnymi ustanovenimi smlouvy o klinickém
hodnoceni, mimo jiné véetné povinnosti
mli&enlivosti, vlastnictvi vyndlezli a publikaci, které
jsou uvedeny ve smlouvé o klinickém hodnoceni

Date:  24.7.2023

Print Name : NN

Signature:

Datum:

Jméno halkovym pismem: NG
I

Podpis:
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