ASSIGNMENT AMENDMENT 2

THIS ASSIGNMENT AMENDMENT 2 to the
Agreement No. KHL/2018/026/La dated
06Dec2018 as amended by Amendment No. 1
dated 26Feb2021 (the , Agreement”) is made
effective as of the date of publication in the
Agreement Register but the parties agree to be
bound by the rights and obligations arising from this
Assignment Amendment 2 from the date of Ethics
Committee approval 09Feb2022 (the “Effective
Date)".

BETWEEN:

D Biogen Idec Research Limited,located at
Innovation House, 70 Norden Road,Maidenhead,
Berkshire, SL6 4AY, United Kingdom, Identification
Number: 07588215, represented by their respective
legal representative (the “Biogen”);

(2) Fakultni nemocnice u sv. Anny v Brne,
located at Pekarska 53, 656 91 Brno, Czech
Republic, Identification Number: 00159816, Tax
Identification Number: CZ00159816, represented by
Ing. Vlastimil Vajdak, (“Director”) (the "Institution");

3) IQVIA RDS Czech Republic s.r.o. with
offices located at Pernerova 691/42, Karlin, 186 00
Praha 8, Czech Republic, Identification Number:
24768651, Tax Identification Number: CZ2476865 1,
acting on the basis of Power of Attorney dated 1 6
January 2018, represented by Ing. Eva Falbrova,
Managing Director (the “CRO”).

3) [ o of bith
. ocaed
D (e Former

Investigator"); and

« [ o of bith
I - porary residence at
B e “incoming

Investigator").

Kh1/2018/026/Fo

DODATEK C. 2 O POSTOUPENI

TENTO DODATEK C.2 O POSTOUPENI ke
smlouvé o provedeni klinického hodnoceni ¢.
KHL/2018/026/La ze dne 6. 12. 2018, ve znéni
dodatku €. 1 ze dne 26. 2. 2021 (dale jen ,Smlouva®)
se uzavira s ucinnosti ke dni uvefejnéni v registru
smluv, avSak smluvni strany si pfeji byt Upravou
prav a povinnosti obsazenou v tomto Dodatku &. 2
0 postoupeni vazany jiz od data schvaleni Etické
komise 9. 2. 2022 (dale ,Datum u&innosti”).

MEZI:

D spoleCnosti Biogen Idec Research
Limited, se sidlem Innovation House, 70 Norden
Road, Maidenhead, Berkshire, SL6 4AY, Spojené
kralovstvi, IC: 07588215, zastoupenou
prislusnym zakonnym zastupcem (dale ,Biogen®),

jejim

(2) Fakultni nemocnici u sv. Anny v Brné,
se sidlem Pekafska 53, 656 91 Brno, Ceska
republika, IC: 00159816, DIC: CZ00159816,
zastoupenou Ing. Vlastimilem Vajddkem, feditelem

(dale ,Zdravotnické zafizeni"),

) spole€nosti IQVIA RDS Czech Republic
s.r.o., se sidlem Pernerova691/42, 186 00
Praha 8 — Karlin, Ceska republika, IC: 24768651,
DIC: CZ24768651, na zakladé plné moci ze dne
16. ledna 2018, zastoupena Ing. Evou Falbrovou,
jednatelkou (dale ,CRQO),

¢ datum
narozeni: [  byem
I (cie  Predchozi
zkousejici“), a

@ I datum

narozeni: | ©cchodns
oyatiste: | N (ose Novy

zkousejici*),
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uziv
Psací stroj
Khl/2018/026/Fo


(together the "Parties" or individually a "Party").

WHEREAS:

(A) The Investigator is a Party to a clinical trial
agreement made between Biogen, the CRO, the
Investigator and the Institution, whereby upon the
terms and subject to the conditions more particularly
therein set out the Investigator was appointed as the
Principal investigator to conduct a trial at the
Institution under Protocol No. 252LH301 entitled
“Randomized, Double-Blind, Placebo-Controlled,
Parallel-Group, Multicenter, Phase 3 Study to
Evaluate the Efficacy and Safety of Intravenous
BIIB093 (Glibenclamide) for Severe Cerebral Edema
following Large Hemispheric Infarction” (the[“Trial”).
The Agreement was subsequently amended on
26February 2021 by Amendment 1.

(B) As of the Effective Date the Investigator
wishes to assign all of his/her rights and obligations
under the Agreement to the Incoming Investigator
and the Incoming Investigator wishes to take an
assignment of the rights and obligations upon the
terms and subject to the conditions set out in the
Agreement.

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

1. DEFINITIONS AND INTERPRETATION

11 All capitalised terms used but not defined in
this Assignment Amendment 2 shall bear
the meaning accorded to them in the

Agreement.
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(spole¢né jako ,Smluvni strany” nebo kazda
samostatné jako ,Smluvni strana”).

UVODNIi USTANOVEN:I:

(A)

uzaviené

Zkousejici je Smluvni stranou Smlouvy
spole¢nosti  Biogen, CRO,
ZkouS$ejicim a Zdravotnickym zafizenim, na jejimz
zakladé byl ZkouSejici za podminek v ni blize
uvedenych jmenovan hlavnim ZkouSejicim pro
provadéni klinického hodnoceni ve Zdravotnickém
zafizeni podle protokolu €. 252LH301 s nazvem
~-Randomizované, placebem
kontrolované multicentrické klinické hodnoceni
faze 3 s paralelnimi skupinami, hodnotici G¢innost
a bezpecnost intravenézné podavaného pfipravku
BIIB093 (glibenklamid) u zavazného cerebralniho
edému po rozsahlém hemisferalnim infarktu® (dale
jen ,Studie®). Smlouva byla nasledné zménéna
26. unora 2021 dodatkem ¢. 1.

mezi

dvojité zaslepené,

(B) K Datu ucinnosti ma ZkouSejici v umyslu
postoupit prava a povinnosti
vyplyvajici ze Smlouvy na Nového zkousSejiciho
a Novy zkousSejici souhlasi s postoupenim prav a
povinnostii za podminek stanovenych ve Smiouvé.

veSkera sva

JAKO PROTIPLNENI za vzajemné piisliby
obsazené v tomto Dodatku &. 2 o postoupeni se
Smluvni strany timto DOHODLY NASLEDOVNE:

1. DEFINICE A VYKLAD

1.1  VSechny vyrazy psané velkymi pismeny,
které jsou vtomto Dodatku ¢&.2
0 postoupeni pouzivany, ale nejsou zde
definovany, jsou pouzity ve vyznamu, jaky

maji ve Smlouvé.
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12

1.3

2.1

2.2

2.3

2.4

Unless the context requires otherwise, all
references to Sections or Schedules in this
Assignment Amendment 2 shall be
references to the relevant section or
schedule in the Agreement.

Upon execution of this Assignment
Amendment 2 and unless the context
requires otherwise, references in the
Agreement to "the Investigator" shall be to
the Incoming Investigator.

ASSIGNMENT

Notwithstanding Section 13(a) of the
Agreement, and subject to the dispositions
of this Section 2 of the Assignment
Amendment 2, the Parties hereby agree that
with effect from the Effective Date the
Former Investigator hereby assigns to the
Incoming Investigator all of his/her rights
and obligations under the Agreement
including the full benefit and burden of all

warranties, undertakings, representations
and indemnities.
The Former Investigator shall not be

released from his/her obligations under the
Agreement outstanding at the date of
execution of this Assignment Amendment 2
and all liabilities incurred but not discharged
by the Former Investigator at the date of
execution of this Assignment Amendment 2
shall continue to be binding upon the Former
Investigator.

Annex A-1 (“Investigator Statement and
Privacy Notice”) to this Assignment
Amendment 2 shall replace entirely
Schedule B “Investigator Statement and
Privacy Notice” of the Agreement.

Schedule A ,Payees details“ of the

Agreement is amended as follows:

Payee Number 2

12

13

2.1

2.2

2.3

2.4

Nebude-li z kontextu vyplyvat néco jiného,
rozumi se veSkerymi odkazy na C&lanky Ci
pfilohy v tomto Dodatku €. 2 o postoupeni
odkazy na pfislusny ¢lanek ve Smlouvé
nebo pfilohu k ni.

Nebude-li z kontextu vyplyvat néco jiného,
rozumi se po uzavieni tohoto Dodatku ¢&. 2
o postoupeni odkazy na ,ZkouSejiciho* ve
Smlouvé odkazy na Nového zkousejiciho.

POSTOUPENI

Bez ohledu na ustanoveni ¢lanku 13 pism.
a) Smlouvy a s vyhradou ustanoveni tohoto
¢lanku 2 Dodatku €. 2 o postoupeni, se
Smluvni strany dohodly, Ze s uéinnosti od
Data ucinnosti Pfedchozi zkouS$ejici timto
postupuje Novému zkouSejicimu veSkera
plynouci  ze
Smlouvy v€etné vSech vyhod a bfemen
vSech zaruk, zavazkl, prohlaseni a pfislibl

sva prava a povinnosti

odsSkodnéni.

Pfedchozi zkou$ejici se timto nezprostuje
zavazkl plynoucich ze Smlouvy, které
nebyly ke dni uzavfeni tohoto Dodatku €. 2
0 postoupeni splnény, a veskeré zavazky,
které Pfedchozimu zkouSejicimu vznikly ke
dni tohoto  Dodatku €. 2
0 postoupeni, ale nebyly splnény, jsou pro
Pfedchoziho zkou$ejiciho nadale zavazné.

uzavreni

Priloha A-1
a sdéleni

(,Prohlaseni Zkousejiciho
k ochrané osobnich udaji*)
k tomuto Dodatku €. 2 o postoupeni v plném
rozsahu nahrazuje pfilohu B
Zkousejiciho a sdéleni k ochrané osobnich
udaju” ke Smlouvé.

,Prohlaseni

PFiloha A ,Udaje o pfijemcich plateb“ Smlouvy
se méni nasledovné:

Pfijemce plateb &.2
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Payee no. 2

Payee Name
Payee Address

Payee Email
Bank Name

Bank Account
number IBAN
Number
SWIFT code

ID number

2.5 Schedule A, section ,F INVOICES* of the
Agreement is amended as follows:

Supporting invoicing documentation shall
be sent to fakturace.trials@fnusa.cz.
Payment documentation for the Investigator
shall be sent to

Original Invoices and payment
documentation pertaining to this Trial for the
following items must be submitted to CRO
for reimbursement at the following address:

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

186 00 Praha 8

Czech Republic

Identification Number: 24768651

Tax Identification Number: CZ24768651

Please note that invoices will not be
processed unless they reference the
sponsor name, Protocol number and
Investigator name and Institution
number. After receipt and verification,
reimbursement for invoices will be
included with the next regularly
scheduled payment for Subject activity.

Prijemce plateb €.2

Nazev/jméno
PFijemce plateb

Adresa Pfijemce
plateb

E-mail Pfijemce
plateb

Nazev banky

Cislo bankovniho
Qétu
Cislo IBAN

Kod SWIFT

ICO

2.5 Pfiloha A, odstavec ,F. Faktury®
Smlouvy se méni nasledovné:

Podklady pro vystaveni faktury
Zdravotnickym zafizenim budou zasilany
na: fakturace.trials@fnusa.cz. Podklady pro
platbu Hlavnimu zkouSejicimu budou
zasilany na: .
Origindly faktur a podklady pro platbu ke
Klinickému hodnoceni s uvedenim
nasledujicich polozek budou zasilany CRO
k proplaceni na tuto adresu:

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

186 00 Praha 8

Ceska republika

Identifikacni Cislo: 24768651

Danové identifikacni €islo: CZ24768651

Faktury nebudou zpracovany, jestlize
nebudou uvadét nazev zadavatele, Cislo
Protokolu, jméno ZkousSejiciho lékare
acislo Zdravotnického zafizeni. Po
doruéeni aovéfeni budou faktury
uhrazeny vramci dalSi pravidelné
planované platby za ¢&innosti spojené
se Subjekty studie.
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3.

3.1

3.2

3.3

3.4

3.5

3.6

MISCELLANEOUS

The Assignment Amendment 2 contained
herein is to be considered as an integral part
of the Agreement. For the avoidance of
doubt, save as expressly varied herein, the
Agreement shall continue in full force and
effect. In the event of any inconsistency
between the terms of this Assignment
Amendment 2 and the Agreement, the terms
of this Assignment Amendment 2 shall

prevail.

No provision of this Assignment Amendment
2 will be modified or varied without the
written  consent, properly  executed
Amendment. For the avoidance of doubt, no
modification or variation of this Assignment
Amendment 2 will be valid if made by email.

This Assignment Amendment 2 shall be
executed in four (4) counterparts, each party
receiving one counterpart.

No Party has relied upon any statement,
representation, warranty, understanding,
undertaking, promise or assurance in
entering into this Assignment Amendment 2.

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

Parties hereby acknowledge, that the
Assignment Amendment 2 will be published
in the Agreement Register by Institution in
compliance with the Agreement. The
estimated value of the Agreement does not
change with this Amendment.

3. RUZNE

3.1 Dodatek €. 2 o postoupeni obsazeny v tomto
ujednani je povazovan za nedilnou soucast
Smlouvy. Aby se predeSlo pochybnostem,
zUstava Smlouva i nadale v plném rozsahu
platna a uc¢inna s vyjimkou pfipadd vyslovné
zménénych vtomto dodatku. V pfipadé
rozporu mezi podminkami tohoto Dodatku €.
2 o postoupeni a Smlouvou maji pfednost
podminky tohoto Dodatku €. 2 o postoupeni.

3.2 Ustanoveni tohoto Dodatku &. 2 o postoupeni
Ize ménit nebo upravovat pouze na zakladé
pisemného a fadné podepsaného dodatku.
Aby se predeslo pochybnostem, zména
nebo uprava tohoto Dodatku ¢€.2
0 postoupeni provedena e-mailem nebude
povazovana za platnou.

3.3 Tento Dodatek ¢.2 o postoupeni (je
vyhotoven ve E&tyfech stejnopisech, z nichz
kazda smluvni strana obdrzi po jednom.

3.4 Pfi uzavirani tohoto  Dodatku ¢&. 2
0 postoupeni se Smluvni strany nespoléhaly
na zadna prohlaSeni, vyjadfeni, ujisténi,
dohody, zavazky, pfisliby ani zaruky.

3.5 Tento Dodatek &. 2 o postoupeni je vyhotoven
v Ceském a anglickém jazykovém znéni.
V pfipadé rozporu téchto jazykovych verzi
ma prednost Ceska jazykova verze.

3.6 Smluvni strany berou na védomi, ze tento
Dodatek & 2 o postoupeni bude
Zdravotnickym zafizenim uverejnén
v registru smluv v souladu se Smlouvou.
Predpokladana hodnota smlouvy se timto
dodatkem neméni.
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4 GOVERNING LAW AND JURISDICTION 4 ROZHODNE PRAVO A SOUDNI
PRISLUSNOST

This Assignment Amendment 2 shall be governed Tento Dodatek €. 2 o postoupeni se Fidi zakony
and construed in accordance with the laws of laws Ceské republiky a je vykladan podle nich.
of the Czech Repubilic.

THIS ASSIGNMENT AMENDMENT 2 has been TENTO DODATEK C.2 O POSTOUPENI byl
executed by or on behalf of the Parties through their uzavien Smluvnimi stranami nebo jejich fadné
duly authorised representatives on the Effective opravnénymi zastupci k Datu uginnosti.

Date
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Biogen Idec Research Limited

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

By: /
Podpis:

Name: /
Jméno:

Title: /
Funkce:

14.6.2022
Date: /
Datum:

Name of Institution / ndzev Zdravotnického zafizeni — Fakultni nemocnice u sv. Anny v Brné

By: /
Podpis:

Name: / Ing. Vlastimil Vajdak
Jméno:

Title: / Director/reditel
Funkce:

24.6.2022
Date: /

Datum:

Name of Former Investigator / jméno Pfedchoziho zkousSejiciho — _

By: /
Podpis:

name: /[

Jméno:

Title: /  Former Investigator/ pfedchozi zkousejici

Funkce:
01.07.2022

Date: /
Datum:
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uziv
Psací stroj
14.6.2022

uziv
Psací stroj
24.6.2022

uziv
Psací stroj
01.07.2022


Name of Incoming Investigator / jméno Nového zkousejiciho - _

By: /
Podpis:

name: /[

Jméno:

Title: /  Incoming Investigator/ novy zkouSejici

Funkce:
27.06.2022
Date: /

Datum:

CRO - IQVIA Czech Republic s.r.o.

By: /
Podpis:

Name: /
Jméno:

Title: /
Funkce:

14.06.2022
Date: /
Datum:
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Psací stroj
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uziv
Psací stroj
14.06.2022


Priloha A1
Prohlaseni Zkousejiciho

Studie ¢.: 252LH301, ,Randomizované, dvojité
zaslepené, placebem kontrolované multicentrické
klinické hodnoceni faze 3 s paralelnimi skupinami,
hodnotici  GCinnost  a bezpecnost intravenézné
podavaného pfipravku BIIB093 (glibenklamid)
u zavazného cerebralniho edému po rozsahlém
hemisferalnim infarktu “

Ja, ZkouSejici v ramci Klinického hodnoceni (jak je
popsano ve Smlouvé o provedeni klinického hodnoceni, ke
které je pfipojena tato Pfiloha) (dale jen ,Smlouva o
provedeni klinického hodnoceni*), timto zarucuji a
ujistuji spole€nost Biogen o nasledujicim:

() Neomezenost pro provadéni Klinického
hodnoceni. Jsem schopen Ucastnit se Klinického
hodnoceni a nemam zadné zavazky vici jakékoliv
tfeti strang, které by mi mohly branit ¢i mé omezovat
pfi pInéni povinnosti uvedenych v této Smlouvé o
provedeni klinického hodnoceni.

(b) ZkuSenosti s klinickym hodnocenim. Nejsem
stranou zadného soudniho fizeni ani vy3etfovani ze
strany jakéhokoliv Pfislusného organu nebo jinych
regulatornich organ(i. Zadné udaje, které byly
vysledkem mych pfedchazejicich  klinickych
hodnoceni, nebyly zamitnuty z dlvodu nepfesnosti
nebo proto, Ze jsem k nim dospél podvodem.

(c) Personal podilejici se na Klinickém hodnoceni. K
provadéni Klinického hodnoceni budu vyuzivat
pouze fadné& kvalifikovanych a zkuSenych
pracovnikd véetné pripadd uvedenych v Clanku 3 (b)
této Smiouvy, kdy je Persondl zajistén nezavislym
dodavatelem, na které budu dohlizet a kontrolovat je.

Uginim veSkeré kroky k umozZnéni nezbytného
pfistupu do Centra klinického hodnoceni podle
potfeby vSem ¢lenim Personalu véetné Personalu
zajistovaného podle Clanku 3 (b) této Smlouvy
nezavislym dodavatelem.

(d) Pojisténi. Zdravotnické zafizeni ma uzavieno
pojisténi obecné odpovédnosti vyplyvajici ze
zdravotnické Cinnosti, které se na mé& vztahuje v

Annex Al

Investigator Statement

Study No.: 252LH301, “Randomized, Double-Blind,
Placebo-Controlled, Parallel-Group, Multicenter, Phase 3
Study to Evaluate the Efficacy and Safety of Intravenous
BIIB093 (Glibenclamide) for Severe Cerebral Edema
following Large Hemispheric Infarction”

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:

@)

(b)

(©)

(d)

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.

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.

Trial Personnel. | shall use only properly qualified
and experienced personnel, including, in those cases
contemplated under Section 3(b) hereof, Staff
members appointed through independent site
management entities, to carry out the Trial, and such
personnel shall work under my supervision and
control.

| shall take all steps to allow requisite access of the
Trial site, as needed, to all members of the Staff,
including Staff appointed, under Section 3(b) hereof,
through independent site management entities.

Insurance. The Institution maintains insurance of
general medical liability covering me with regard to
provision of medical services in accordance with par.
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()

(f)

souvislosti s poskytovanim zdravotnich sluzeb v
souladu s par. 45, pism. n) zdkona €. 372/2011 Sb.,
0 zdravotnich sluzbach a podminkach jejich
poskytovani, v platném znéni pokryvajici obecnou
odpovédnost vyplyvajici ze zdravotnické Cinnosti pfi
zdravotnich
Zdravotnického zafizeni. Certifikat dokladajici toto
pojisténi bude spole¢nosti Biogen predlozen na
pisemnou zadost.

poskytovani sluzeb ze strany

Finanéni zajmy. Osvédcuji, Ze jsem ja ani mj
partner/moje partnerka ani mnou vyzivované déti
neuzavfeli zadné finanéni ujednani se spolecnosti
Biogen, ani na spoleCnosti nemam zadné financni
podily, které by musely byt sdéleny podle bodu 21
CFR cast 54, zejména: (i) vySe pfipadné odmény,
kterou ja a moje partnerka/mudj partner a mnou
vyzivované déti obdrzime nebude ovlivnéna
vysledkem Klinického hodnoceni (jak je definovano
vbodu 21 CFR ¢&ast 54.2 (a)), (i) ja a moje
partnerka/muj partner a mnou vyzivované déti
nemame zadné majetkové chranéné
autorskym pravem na jakychkoliv testovanych
produktech (jak je definovano v bodu 21 CFR &ast
54.2 (c)), (iii) nebo vyznamny kapitalovy podil na
spole¢nosti Biogen (jak je definovano v bodu 21 CFR
¢ast 54.2 (b)) a (iv) moje partnerka/muj partner a
mnou vyzivované déti
vyznamnych plateb od spoleénosti Biogen (jak je
definovano v bodu 21 CFR ¢ast 54.2 (f)). S ohledem
na body (iii) a (iv) jsem si védom, Ze tyto z&kazy se
na dobu, po kterou povedu Kilinické
hodnoceni, a na dobu 1 roku od ukon&eni Klinického
hodnoceni. Zavazuji se uvédomit neprodlené
spole€nost Biogen, jakmile se dozvim o jakémkoliv
takovém finan€nim ujednani ¢i zajmu.

zajmy

ani ja nejsme pfijemci

vztahuji

V8echna pfislusna ustanoveni 21 CFR 54 uvedena
vySe jsou k dispozici na webovych strankach FDA
(www.fda.gov).

DalSi zajmy. Spole¢nosti Biogen jsem sdélil veSkeré
své osobni pfimé nebo nepfimé obchodni &i jiné
zajmy tykajici se Produktu, jakéhokoliv Materialu
nebo vedeni Klinického hodnoceni, které mohu mit

(e)

()

45, section n) Act no. 372/2011 Coll., on Medical
Services and conditions of their provision, as
amended, covering general medical liability at
provision of medical services by Institution. Certificate
of this insurance shall be submitted to Biogen upon
its written request.

Financial Interests. | certify that neither I, 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) 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)),
(i) 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 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).

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
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ja nebo ¢lenové mé rodiny nebo jiné, na mné zavislé

osoby.

Oznameni o ochrané soukromi

Spole¢nost Biogen shromazduje informace o Vasi
osobé pfimo od Vas a od trfetich osob za ucelem
dodrzeni zakonnych, dafiovych, administrativnich a
Ucetnich povinnosti ve vztahu ke sluzbam, které
poskytujete v souvislosti s touto Smlouvou. K osobnim
udajam, které o Vas miazeme shromazdovat, patfi:

0) kontaktni udaje (napfiklad e-mailova
adresa, telefonni Ccislo a obchodni
adresa);

(ii) akademické a profesni informace
(napfiklad odbornost a specializace,
akademické vzdélani a  praxe,
predchozi profesionalni ¢&innost a
informace o profesni praxi nebo
ziskanych atestacich a osvédCenich) a

(i) finanéni udaje pro ucely vyplaceni
odmény nebo proplaceni vydajl
(napfiklad udaje o bankovnim uctu).

Je  opravnénym spoleCnosti  Biogen
zpracovavat Vade osobni udaje, abychom mohli: (a) fidit
obchodni vztah s Vami; (b) vyhodnotit Vase dosavadni
pracovni zkuSenosti pro ucely dodrzeni na8ich zasad
nalezité péce jako odpovédné spole€nosti; a (c) vyplacet
Vam honoraf za Vase sluzby. V nékterych pfipadech je
nutné zpracovat VaSe osobni udaje, abychom vyhovéli
nasim zakonnym povinnostem.

zajmem

Na administrativni €innost spojenou se zpracovanim
udaja si spole¢nost Biogen miize najmout poskytovatele
zpracovani provadét (jsou
oznacCovani jako Zpracovatelé osobnich udaju). Patfi k
nim spole€nosti, které spole¢nosti Biogen pomahaji s
organizaci a vedenim Klinického hodnoceni.

sluzeb, ktefi budou

members of my family or any other persons

depending on me may have.

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:

0] 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

(i) 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 companies
which assist Biogen with the organization and
management of the Trial.
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Biogen mize také predavat Vase Osobni udaje dalSim
spole€nostem ve skupiné Biogen za ucely popsanymi v
tomto Oznameni o ochrané soukromi; patfi k nim
Biogen, Inc., 225 Binney Street, Cambridge, MA 02142,
USA a Biogen International GmbH, Landis & Gyr-
Strasse 3, 6300 Zug, Svycarsko.

Predavani udaju se muze uskutec¢riovat i do zahranici,
véetné zemi jako Spojené staty americké, které
neposkytuji dostateCnou ochrany Vasich
Osobnich udaju pozadovanou ¢eskym nebo evropskym
Zakonem o ochrané osobnich udaji. Spole¢nost
Biogen podnikne pfislusné kroky, aby
zajistila dostatecnou ochranu Vasich Osobnich udajd,
pokud budou pfedavany do t&chto zemi. Svycarsko je
zemi, ktera podle Evropské komise svymi zakony o
ochrané osobnich udaju poskytuje odpovidajici uroven
ochrany Osobnich udaja.

uroven

Spole€nost Biogen zavedla vhodna technicka
a organizaéni bezpec€nostni opatieni, kterd minimalizuji
riziko neopravnéného nebo nezdkonného prozrazeni
nebo pFistupu k Vasim Osobnim Gdajum, nebo jejich
nahodné &i nezakonné ztraty, znieni, pozménéni Ci
poskozeni. Po dobu uloZeni Vasich Osobnich udaju v
systémech spoleCnosti Biogen zlstavaji bezpe€nostni
opatfeni uvedena v tomto Oznameni o ochrané
soukromi stale v platnosti a v pfipadé zpracovani v
systémech jinych subjektl zajisti Biogen uzavfeni
smiluv, které zaruli, ze tyto subjekty také zavedou
odpovidajici bezpe€nostni opatfeni; jedna se napfiklad
o Standardni smluvni ujednani schvalena Evropskou
komisi nebo smlouvy o pfedavani udajii mezi
spole¢nostmi, které odpovidaji normam EU pro
predavani udaju.

Spole¢nost Biogen muze shromazdovat, pouzivat a
zpfistupfiovat Vase Osobni udaje tfetim stranam (napf.
narodnim i mezinarodnim kontrolnim Gfaddm vcéetné
pfisluSnych dfadd a finanénich dfadud), pokud to bude
povazovat za nezbytné k dodrzeni platnych zakona, k
ochrané zivotné dllezitych zajm jakékoliv osoby, nebo

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 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
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v pfipadé, kdy to bude nezbytné k uplatnéni, potvrzeni
nebo obrané zakonnych prav spolenosti Biogen.
Pokud veSkerou nebo podstatnou ¢ast obchodni
¢innosti nebo aktiv spole¢nosti Biogen ziska né&jaka treti
strana, mohou byt Vase Osobni Udaje zpfistupnény v
souvislosti s timto prodejem.

Na vyzadani Vam Biogen poskytne seznam pfijemcu
Vasich Osobnich udaji a/nebo kopie pfipadnych smluv
0 predavani 0daji s pfijemci mimo Evropsky
hospodarsky prostor.

Va$e udaje uchovame pouze po dobu nezbytnou pro
ucely, pro néz jsou shromazdovany. V nékterych
pfipadech muzeme Vase Osobni Gdaje uchovavat delSi
dobu, abychom mohli dodrzet své zakonné povinnosti.

Pokud budete chtit ziskat ke svym Osobnim Gdajim
pfistup nebo budete potfebovat informace o Osobnich
Udajich, které jsou o Vas uchovavany (napf. zdrojové
osobni Udaje), mizete se kdykoli obratit na spole¢nost
Biogen. Proti zpracovani VaSich osobnich udaji muzete
z opravnénych divodu vznést namitky a mazete zadat o
jejich opravu nebo vymazani. Mlzete také pozadovat
prenosnost Vasich udaji. Upozorfiujeme, Ze néktera z
téchto prav jsou omezena platnym Zakonem o ochrané
osobnich Udaju a ze mame pravo Vase osobni udaje
shromazdovat, zpracovavat a uchovavat tak, abychom
mohli plnit své zakonné povinnosti. V pfipadé, Ze to
budete povazovat za nezbytné, muzete podat stiznost
mistnimu Ufadu pro ochranu osobnich udaji, pokud
budete mit pocit, Ze byla poruSena Vase prava na
ochranu osobnich udaju.

Podle evropského Nafizeni o ochrané osobnich udaju je
Spravce osobnich Udaju pravnickou osobou, ktera
odpovida za ochranu VaSich osobnich Udaji a ktera
Vam pomaha uplatfiovat VaSe prava na ochranu
osobnich udajl. Spravcem udajd je v pfipadé Vasich
Osobnich udaju subjekt spole¢nosti Biogen uvedena na

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
exercise your data protection rights. The Data
Controller of your Personal Data is the Biogen entity
described at the beginning of the Privacy Notice. If, at
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zacCatku Oznameni o ochrané soukromi. Pokud budete
mit kdykoli néjaké dotazy nebo obavy tykajici se tohoto
Oznameni o ochrané soukromi nebo zpracovani Vasich
osobnich Udajia, muizZete se obratit na povéfence
spole¢nosti Biogen pro ochranu osobnich Udaj na nize
uvedené e-mailové adrese: privacy@biogen.com.

Podpis

Beru na védomi a rozumim Oznameni o ochrané
soukromi obsazeném v této Pfiloze Al.

Souhlasim s tim, Ze budu vazan(a) podminkami
uvedenymi v bodech a) az f) této Pfilohy Al
a prislusnymi ustanovenimi Smlouvy o provadéni
klinického hodnoceni zejména povinnosti
nezverejfiovani, Vynalezl a publikaci
stanovenych ve Smlouvé o provadéni klinického
hodnoceni.

vlastnictvi

Datum:

Podpis

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: privacy@biogen.com.

Signature

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

| agree to be bound by the terms and conditions set
forth under point a) to f) of this Schedule Al 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.

Date:

Signature
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