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AMENDMENT AGREEMENT #1

With the effect as of 1 July 2017, all agreements (and its
amendments, together with ail the previous related
amendments and contract not yet published) entered

into with the state or its budgetary organization may

only become effective on the date of its publication in
the Register (based on Sec. 6 par. 1 of the Act No.

340/2015 Caoll., effective as of 1 July 2017, which states: “A
contract which is a subject to the duty of publishing by
means of the Register of Contracts shall become effective

on the day of such publication at the earliest.”.

BETWEEN:

Q) Biogen Idec Research Limited, located at
Innovation House, 70, Norden Road, Maidenhead,
Berkshire SL6 4AY, United Kingdom (“Biogen”);

2) Nemocnice Jihiava, pfispévkova organizace,
located at Vrchlického 4630/59, 586 33 Jihlava, Czech
Republic, Identification Number: 000 90 638, Tax

Identification Number: 000 90 638, represented by MUDr.
Lukas Veleva, MHA, Director (the "Institution”); and

%) IQVIA  RDS Czech Repubiic s.r.o.

Quintiles Czech Republic, s.r.0.), located at Pernerova

691/42, Karlin, 186 00 Praha 8, Czech Republic,
Identification number: 24768651, Tax identification number:
CZ24768651, acting on the basis of Power of Attorney dated
6 July 2017(the CRO),

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

(formerly

NEMOCNICE JIHLAVA,
prispévkova organizace
smlouva zaevidovana
pod C.

DODATEK KE SMLOUVE ¢&. 1

S aCinnosti od 1. Cervence 2017 mohou vSechny
smlouvy (a jejich dodatky spoiu se vSemi dosud
souvisejicimi dodatky
nebo
rozpoCtovymi organizacemi nabyt uc¢innosti az po

nezverejnénymi drivejSimi

a smlouvami) uzavirané se statem jeho
jejich zverejnéni v Registru (na zakladé par. 6, odst. 1
zadkona ¢. 340/2015, Sb. ucinného od 1. ¢ervence 2017,
ktery stanovi: ,Smlouva, na niz se vztahuje povinnost
prostfednictvim smluv, nabyva

uverejnéni registru

ucinnosti nejdfive dnem uvefejnéni.”
MEZI:

1) spole€nosti Biogen Idec Research Limited, se
sidlem Innovation House, 70, Norden Road, Maidenhead,
Berkshire, SL6 4AY, Spojené kralovstvi (dale ,,Biogen"),

2 Nemocnice Jihlava, pfispévkova organizace,
se sidlem Vrchlického 4630/59, 586 33 Jihlava, Ceska
ICO:000 90 638, DIC: 000 90 638,
zastoupenou MUDr. LukaSem Velevem, MHA, feditelem

republika,

(dale ,,Zdravotnické zarizeni"), a

(dale ,,Zkousejici™)
4) IQVIA RDS Czech Republic s.r.o. (dfive
Quintiles Czech Republic, s.r.0.) se sidlem Pernerova
691/42, Karlin, 186 00 Praha 8, Ceska republika, IC:
24768651, DIC: CZ24768651, jednajici na zakladé plné
moci ze dne 6. Cervence 2017 (dale ,CRO"),

(spole€né dale ,,Smluvni nebo jednotlivé

»Smluvni strana™).

strany"
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WHEREAS:
(A) Pursuant to a clinical trial agreement dated 5 Jan
2018 between Biogen, CRO ,the Institution and the

Investigator (the “CTA"), Biogen appointed the Institution
and the Investigator to conduct a trial at the Institution under
Protocol No. 215MS202

“Study”)-

(B) CRO and the Investigator [the
Institution] have agreed to amend certain terms of the CTA

Biogen, and
as further set out in and pursuant to the terms and conditions
of this Amendment Agreement #1.

© The Parties agree that any such services as may
have been rendered to all the subjects in the interim period
between [e.g. the date that Biogen agreed to make the
payments] and the execution of this Amendment, are
ratified, and the terms and conditions of the

Agreement shall apply thereto.]

herewith

IN CONSIDERATION of the mutual promises contained in
this Amendment Agreement #1, the parties hereby AGREE
AS FOLLOWS:

1 DEFINITIONS AND INTERPRETATION

11 All capitalised terms used but not defined in this
Amendment Agreement #1 shall bear the meaning accorded
to them in the CTA.

1.2 the
references to Sections or Schedules in this Amendment

Unless context requires otherwise, all

Agreement #1 shail be references to the relevant section or
schedule in the CTA.

avodni USTANOVENI:

(A)
uzaviené dne 5. ledna 2018 mezi spolecnosti Biogen,
CRO, Zdravotnickym zafizenim a ZkouSejicim (déale

Na zakladé smlouvy o klinickém hodnoceni

~Smlouva™) spole¢nost Biogen povéfila Zdravotnické
zafizeni a ZkousSejiciho provadénim klinického hodnoceni
podle protokolu ¢. 215MS202 s ndzvem

LStudie") ve Zdravotnickém zafizeni.

(B) CRO a Zkousejici a
Zdravotnické zafizeni souhlasi se zménou nékterych
podminek Smlouvy uvedenych vtomto Dodatku ke
smiouvé C.1 v souladu s podminkami tohoto Dodatku ke

Spole€nost  Biogen,

smlouveé ¢&. 1.

©
které byly v8em subjektlim pfipadné& poskytnuty v obdobi
mezi [napf. datem schvaleni plateb spolecnosti Biogen] a
uzavienim tohoto Dodatku, jsou timto schvéleny a

Smluvni strany se dohodly, Ze veSkeré sluzby,

vztahuji se na né podminky Smlouvy.]

ZA PRISLIB vzajemného protiplnéni v tomto Dodatku ke
smlouvé ¢ 1 se Smluvni
NASLEDUJICIM ZNENI:

strany dohodly na

1 DEFINICE A VYKLAD

11 V8echny vyrazy psané velkymi pismeny, které
jsou pouzivany, ale nejsou definovany v tomto Dodatku
ke smlouveé €. 1, jsou pouzity ve vyznamu, ktery maji ve
Smlouveé.

12 Nebude-li z kontextu vyplyvat néco jiného, budou
veskeré odkazy na Clanky Ci prilohy v tomto Dodatku ke
smlouvé ¢. 1 znamenat odkazy na pfislusny clanek nebo
pfilohu Smlouvy.
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1.3 Unless the context requires otherwise, references in
the CTA to "this Agreement" shall be to the CTA/ as
amended by this Amendment Agreement #1 and otherwise
from time to time.

2 AMENDMENTS TO THE CTA

Pursuant to Protocol Amendment version no. 3, dated
[February 13", 2019], an optional open-label extension
(OLE) phase (Part 2) has been added to the Study.

2.1
date of the IRB/EC approval of Protocol Amendment version
3.1 dated March 13™,2019] the CTA shall be amended as
follows;

The Parties hereby agree that with effect from the

2.1.1 Upon execution of this Amendment
Agreement #1, references in the CTA to the Protocol shall

be deemed references to the Protocol latest version.

2.1.2 The following payment and financial terms of
Schedule A “BUDGET & PAYMENT SCHEDULE" of the
CTA shall
resulting from Protocol Version 3.1.:

be amended to incorporate the payments

2121
Conditional procedures for Part 1 of the Study:

The following procedures were added to the

Amendment No. 1 to CTA/ Dodatek €. 1 o Smlouvé ke klinickému hodnoceni

1.3
odkazy ve Smlouvé na ,tuto Smlouvu" znamenat odkazy

Nebude-li z kontextu vyplyvat néco jiného, budou

na Smlouvu ve znéni tohoto Dodatku ke smlouvé €. 1
a pfipadnych dalSich zmén v budoucnu.

2 DODATKY KE SMLOUVE

Na zakladé Dodatku protokolu verze €. 3 ze 13. Unora
2019 byla Studie doplnéna o nepovinnou otevienou
pokracovaci fazi (OLE) (2. ¢ast).

2.1
data schvaleni Dodatku protokolu verze 3.1 z 13. bfezna
2019 ze strany EK/RU se Smlouva méni takto:

Strany timto souhlasi stim, Ze s uc€innosti od

2.1.1 Po podepséani tohoto Dodatku ke smlouvé €. 1
budou odkazy ve Smlouvé na Protokol znamenat odkazy
na nejnoveéjsi verzi Protokolu.

2.1.2 Nasledujici platebni a finan€ni podminky

Pfilohy A ,ROZPOCET A ROZPIS PLATEB" Smlouvy
bude upraven tak, aby zahrnoval platby vyplyvajici

z Protokolu verze 3.1.

2121
1. ¢ast Studie byly pfidany nize uvedené ukony:

Do Ukond provadénych podle potfeby pro
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2122 Additional visits were added to the CTA to 2.1.2.2 Do Smlouvy byly pfidany dalSi navstévy,
match visit schedule of the new optional open-label aby odpovidaly harmonogramu navstév v nové
extension (OLE) phase (Part 2): nepovinné oteviené pokracovaci fazi (OLE) (2. ¢ast):
Planned Subiject Visits (Part 2): Planované navstévy Subjektl (2. East):
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Note: The above conditional procedure costs will be
reimbursed on a pass-through basis upon receipt of an
original invoice. All invoices must contain the Subject
number/unique identifier, visit number, and visit date for

payment to be issued.
3. MISCELLANEOUS

3.1 The Amendment Agreement #1 contained herein is
to be considered as an Integra) part of the CTA. For the
avoidance of doubt, save as expressly varied herein, the
CTA shall continue in full force and effect. In the event of
any inconsistency between the terms of this Amendment
Agreement #1 and the CTA, the terms of this Amendment

Agreement #1 shall prevail.

3.2
be modified or varied without the written consent, properly
executed, of the Parties.

No provision of this Amendment Agreement #1 will

For the avoidance of doubt, no
modification or variation of this Amendment Agreement #1
will be valid if made by email.

3.3
any number of counterparts each of which shall be an
original but all of which together shall constitute one
Amendment Agreement.

This Amendment Agreement #1 may be executed in

3.4 No
representation,

Party has relied upon any statement,
understanding, undertaking,
promise or assurance in entering into this Amendment

Agreement #1

warranty,
and no warranties, representations,
covenants or guarantees express or implied are given,
made or

renewed by entering into this Amendment

Agreement #1.
4. GOVERNING LAW AND JURISDICTION

The Amendment Agreement #1 shall be governed and

construed in accordance with the laws of the Czech

Republic.
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Poznamka: VySe uvedené naklady na Ukony provadéné
podle potfeby budou hrazeny prefakturaci po obdrzeni
originalu faktury. Aby mohla byt platba uskute¢néna,
museji vSechny faktury uvadét Cislo/jedinecny identifikacni
kdd Subjektu, €islo a datum navstévy.

3. RUZNE

31
ujednani je povaZzovan za nedilnou soucast Smlouvy. Aby

Dodatek ke smlouvé €. | obsazeny v tomto
se predes$lo pochybnostem, zlistavAd Smlouva i nadéle
v plném rozsahu platna a G€inna s vyjimkou toho, co je
vyslovné zménéno vtomto Dodatku. V pfipadé rozporu
mezi podminkami tohoto Dodatku ke smlouvé €. 1 a
Smlouvou maji pfednost podminky tohoto Dodatku ke
smlouvé ¢. 1.

3.2
ménit nebo upravovat pouze na zakladé pisemného a

Ustanoveni tohoto Dodatku ke smlouvé €. 1 Ize

fadné podepsaného souhlasu Smluvnich stran.
predesSlo pochybnostem,

Aby se
Zadnad zmeéna nebo .Uprava

tohoto Dodatku ke Smlouvé €. 1 provedena e-mailem

nebude povazovana za platnou.

3.3 Tento Dodatek ke smlouvé €. 1 Ize vyhotovil
v libovolném podtu stejnopisl, z nichz kazdy bude
povazovan za origindl avSechny spole¢né budou

predstavovat jeden a tentyz Dodatek ke smlouvé.

3.4
Smluvni strany nespoléhaly na Zadné prohlaseni, zaruku,

Pfi uzavirani tohoto Dodatku ke smlouvé ¢. 1 se

ujednani, zavazek, pfislib nebo ujisténi, a uzavienim
tohoto Dodatku ke smlouvé €. 1 nejsou poskytnuty,
ucinény nebo obnoveny Zzadné zaruky, prohlaseni,

ujednani nebo ujisténi, at jiz vyslovné nebo

predpokladané.

4. ROZHODNE PRAVO A SOUDNI PRISLUSNOST

Tento Dodatek ke smlouvé €. ¢.1 se bude fFidit zakony
Ceské republiky a bude vykladan podle nich.
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5. CONTRACTS REGISTER

Notwithstanding the foregoing, Biogen and CRO hereby
acknowledge that the Institution is obliged to publish this
Amendment 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 the Agreement and
this Amendment Agreement 1 such trade secrets include,
but are not limited to. Schedule A - Budget and Payment
schedule, the minimum enrolment goal, expected number of
Study Subjects enrolled and the expected duration of the
Study 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
Amendment Agreement 1 pursuant to the foregoing. The
version of this Amendment Agreement ! intended for
publication shall be agreed upon, before execution of this
Amendment Agreement 1, 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 Amendment Agreement | within 5 working days
from the date of the last signature of this Amendment
Agreement 1, the terms of this Amendment Agreement !
may be published by the CRO or Biogen. The Institution is
obliged to publish this Amendment Agreement 1 in
accordance with the article herein above. The Institution will
inform CRO of publishing the Amendment Agreement ! in
the Agreements Register by designating the following email
the
which a notification of publication in the Agreements register

address: address to

shall be sent.

5. REGISTR SMLUV

Bez ohledu na predchazejici ustanoveni timto spolecnost
Biogen a CRO berou na védomi, ze Zdravotnické zafizeni
je povinno publikovat tento Dodatek ke smlouvé €. 1 podle
¢. 340/2015 Sb., Jakékoli
informace, které jsou obchodnim tajemstvim kterékoli

zékona o registru  smluv.
strany, predstavuji vyjimku z povinnosti uverejnéni. Pro
UCely Smlouvy atohoto Dodatku ke smlouvé €. 1 se
obchodnim tajemstvim rozumi mimo jiné Priloha A -
Rozpocet a rozpis plateb, minimalni cilovy poCet zarazeni,
oekavany pocet Subjektll zafazenych do Studie a
oCekavana doba trvani Studie a veSkeré dalSi podrobnosti
souvisejici s Protokolem. Kromé toho pfedstavuji vyjimku
z povinnosti uverejnéni také osobni Udaje jednotlivych
osob, pokud jiz nebyly dfive uvefejnény v jiném vefejném
registru.

Vrdmci ujednadni mezi Smluvnimi  stranami se
Zdravotnické zafizeni zavazuje uvefejnit tento Dodatek ke
smlouveé €. 1 v souladu s vySe uvedenym. Pfed uzavienim
tohoto Dodatku ke smlouvé €. 1 bude verze tohoto
Dodatku ke

odsouhlasena

smlouvé ¢. 1 urena k uvefejnéni
CRO a
spoleCnosti Biogen pisemné, ale v kazdém pripadé

nebude obsahovat obchodni tajemstvi a osobni Udaje.

Zdravotnickym  zafizenim,

Pokud Zdravotnické zafizeni neuvefejni tento Dodatek ke
smlouvé ¢. 1 do 5 pracovnich dn( od data jeho posledniho
podpisu, mdZze podminky tohoto Dodatku ke smlouvé ¢&. 1
uverejnit CRO nebo spoleCnost Biogen. Zdravotnické
zarizeni je povinno uvefejnit tento Dodatek ke smlouvé
€. 1 vsouladu s vySe uvedenym clankem. Zdravotnické
zarizeni vyrozumi CRO o uverejnéni Dodatku ke smlouvé
€. 1 v Registru smluv tak, ze ve formulafi pouzivaném
k uvefejnéni smlouvy zada adresu
NINNNNNNNNNNN KO emailovou adresu, na kterou
ma byt zaslano oznameni o uverejnéni.

Amendment No. 1 to CTA / Dodatek ¢. 1 o Smlouvé ke klinickému hodnoceni



~Biogen.

The estimated value of financial payment under the Odhadovana hodnota financniho plnéni na zakladé tohoto
Agreement, as amended, shall be approximately CZK Smlouvy upravené timto Dodatkem, bude priblizné
773234.00 773234.00 K&.

THIS AMENDMENT AGREEMENT #1 has been executed TENTO DODATEK KE SMLOUVE &1 byl uzavien
by or on behalf of the Parties through their duly authorised Smluvnimi stranami nebo jejich fadné opravnénymi

representatives on the dates below. zastupci k nize uvedenym dat(m.
Biogen ldec Research Limited Biogen Idec Research Limited
By:
Name:
Title:
Date: 15 m 2019 Datum: 15 m 2019
Nemocnice JiblaYa. pfispévkova organizace Nemocnice« hlaVa, wispévkova organizace
on ief. N4 Yh¥
Date: Datum: or 20 ' br9
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Party to the CTA for payment purposes only Smluvni strana této Smlouvy pouze pro Ucely
CRO - IQVIA RDS Czech RepubN (pilgtce)b— IQVIA RDS Czech Republic

By:

Name:

Title:

Date: 26 -08. 2019 Datum: 2608 2019

klinickému hodnoceni






