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AMENDMENT AGREEMENT NO. 1

THIS AMENDMENT AGREEMENT NO. 1 is
made effective as of its publication in the Register
of Agreements (the “Effective Date”), but the
Parties agreed to be bound by the rights and
obligations contained in this Amendment
Agreement No. 1 from the date of the site initiation
visit at site

“AMONG”

(1) Biogen Idec Research Limited, located
at Innovation House, 70 Norden Road,
Maidenhead, Berkshire, SL6 4AY, United

Kingdom (“Biogen”);

(2) Fakultni nemocnice Brno, located at
Jihlavska 20, 625 00 Brno, Czech Republic,
Identification number: 65269705, Tax
identification number: 65269705, represented by

I (the

“Institution”);

¢ I
date of birth: [ GG ocated at
I (the

‘Investigator”); and

4) IQVIA RDS Czech Republic s.r.o.,
located at Pernerova 691/42, Karlin, 186 00
Praha 8, Czech Republic, Identification humber:
24768651, Tax identification number:
CZ24768651, acting on the basis of Power of
Attorney dated 16 January 2018 (the “CRO”).

(together the “Parties” or individually a “Party”).

1. WHEREAS:

1.1 (A) Pursuant to aclinical trial
agreement dated 2.10.2018 between Biogen,
CRO, Institution and the Investigator (the “CTA”),
Biogen appointed the Institution and the
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DODATEK KE SMLOUVE €. 1

TENTO DODATEK KE SMLOUVE C. 1 nabyva
ucinnosti ke dni jeho uvefejnéni v registru smluv
(dale jen ,Datum uéinnosti‘), avSak Smluvni
strany se dohodly, Ze budou vazany upravou prav
a povinnosti obsazenou vtomto Dodatku ke
Smlouvé €. 1 jiz od inicia¢ni vizity Studie na
centru

~MEZI*
(2) spoleénosti Biogen Idec Research
Limited, se sidlem v Innovation House, 70,

Norden Road, Maidenhead, Berkshire, SL6 4AY,
Spojené kralovstvi (dale ,,Biogen*);

(2) Fakultni nemocnici Brno, se sidlem na
adrese Jihlavska 20, 625 00 Brno, Ceska
republika, Identifikacni Cislo: 65269705, Darnové
identifikaéni  Cislo: 65269705, zastoupena

I (dale

jen ,Zdravotnické zarizeni®);

3)
nar. dne: [N bytem na

adrese

I (dale

jen ,Zkousejici“); a

4) IQVIA RDS Czech Republic s.r.o., se
sidlem na adrese Pernerova 691/42, Karlin, 186
00 Praha 8, Ceska republika, Identifikacni Cislo:
24768651, Danové identifikaéni Gislo:
CZ24768651, povéfena kjednani na zakladé
PIné moci ze dne 16. ledna 2018 (dale jen
,CRO").

(spolecné dale ,Smluvni strany“ nebo jednotlivé
»~omluvni strana®).

1. UVODNIi USTANOVENI:

1.1 (A) Podle smlouvy 0 klinickém
hodnoceni ze dne 2.10.2018 uzaviené mezi

spole¢nosti  Biogen, CRO, Zdravotnickym
zafizenim a Zkou$ejicim (dale ,,.Smlouva“)
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Investigator to conduct a clinical study at the
Institution under Protocol No. 203PF203 entitled
“A Randomized, Double-Blind,
Placebo-Controlled Study to Evaluate the
Efficacy and Safety of BG00011 in Patients With
Idiopathic Pulmonary Fibrosis” (the “Study”).

(B) Biogen, CRO, the Investigator and the
Institution have agreed to amend certain terms of
the CTA as further set out in and pursuant to the
terms and conditions of this Amendment
Agreement No. 1.

IN CONSIDERATION of the mutual promises
contained in this Amendment Agreement No. 1,
the Parties hereby AGREE AS FOLLOWS:

2. DEFINITIONS AND INTERPRETATION

2.1 All capitalised terms used but not defined
in this Amendment Agreement No. 1 shall bear
the meaning accorded to them in the CTA.

2.2 Unless the context requires otherwise, all
references to Sections or Schedules in this
Amendment Agreement No. 1 shall be references
to the relevant section or schedule in the CTA.

2.3 Unless the context requires otherwise,
references in the CTA to “this Agreement” shall
be to the CTA as amended by this Amendment
Agreement No. 1 and otherwise from time to time.

3. AMENDMENTS TO THE CTA

3.1 The Parties hereby agree that the CTA
shall be amended as follows:
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povéfila spole€¢nost Biogen Zdravotnické zafizeni
a ZkouSejiciho lékafe provadénim klinického
hodnoceni ve Zdravotnickém zafizeni podle
protokolu ¢. 203PF203 S nazvem
.Randomizované, dvojité zaslepené,
placebem kontrolované klinické hodnoceni
posuzujici u€innost a bezpeénost pripravku
BG00011 u pacientll s idiopatickou plicni
fibrézou“ (dale ,,Klinické hodnoceni*).

(B) Spole¢nost Biogen, CRO, ZkouSejici
a Zdravotnické zafizeni souhlasi se zménou
nékterych podminek Smlouvy uvedenych v tomto
Dodatku ke Smlouvé ¢ 1 vsouladu
s podminkami tohoto Dodatku ke Smlouvé ¢.1.

ZA PRISLIB vzajemného protiplnéni v tomto
Dodatku ke Smlouvé ¢. 1 se Smluvni strany

dohodly NA NASLEDUJICiM ZNEN:i:
2. DEFINICE A VYKLAD

2.1 V8echny vyrazy psané velkymi pismeny,
které jsou pouzivany, ale nejsou definovany
v tomto Dodatku ke Smlouvé €. 1, jsou pouzity ve
vyznamu, ktery maji ve Smlouvé o klinickém
hodnoceni.

2.2 Nebude-li z kontextu vyplyvat néco jiného,
rozumi se veskerymi odkazy na ¢lanky ¢&i pfilohy
vtomto Dodatku ke Smilouvé &. 1 odkazy na
pfislusny ¢lanek ve Smlouvé o klinickém

hodnoceni ¢i pfilohu k ni.

2.3 Nebude-li z kontextu vyplyvat néco jiného,
odkazy ve Smlouvé o klinickém hodnoceni na
»Luto Smlouvu“ se rozumi odkazy na Smlouvu
o klinickém hodnoceni ve znéni tohoto Dodatku
ke Smlouvé ¢.1 a pfipadnych dalSich zmén
v budoucnu.

3. DODATKY KE SMLOUVE

O KLINICKEM HODNOCENI

3.1 Strany timto souhlasi, ze se Smlouva
o klinickém hodnoceni méni takto:
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3.1.1 Section 3.1.1 Znéni ¢lanku

I sho! I s

be deleted in its entirety and amended as follows: zcela rusi a nahrazuji se nasledujicim znénim:
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3.1.2 The Parties acknowledge that except for
the provisions expressly amended herein, the
provisions of the CTA shall remain unchanged
and in effect.

4. PUBLICATION

Notwithstanding the foregoing, Biogen and CRO
hereby acknowledge that the Institution is obliged
to publish this Amendment 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 Amendment such trade
secrets include, but are not limited to, the
payments in this Amendment 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 this Amendment pursuant to the
foregoing. The version of this Amendment
intended for publication shall be agreed upon,
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 Amendment terms as required thirty
(30) days prior to the legally required publication
deadline as specified in the above referenced
law, the terms of this Amendment and Agreement
may be published by the CRO or Biogen.

The estimated value of financial payment under
the Agreement, as amended, shall be
approximately CZK 1 017 842.

5. MISCELLANEOUS

5.1 This Amendment Agreement No. 1 shall
be executed in four (4) counterparts in the Czech
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3.1.2 Strany berou na védomi, Ze s vyjimkou
ustanoveni vyslovné upravenych timto Dodatkem
ke Smlouvé €. 1 zuUstavaji ostatni ustanoveni
Smlouvy v platnosti beze zmén.

4. ZVEREJNENI

Bez ohledu na vySe uvedené, spoleCnost Biogen
a CRO timto berou na védomi, ze Zdravotnické
zarfizeni je povinno zvefejnit tento Dodatek podle
zakona ¢. 340/2015 Sb., o registru smiuv.
Jakékoliv informace, které tvofi obchodni
tajemstvi obou stran, jsou osvobozeny od
takového zvefejnéni. Pro ucely tohoto Dodatku
takova obchodni tajemstvi zahrnuji, zejména,
rozpoCet uvedeny vtomto Dodatku a jakékoli
dal$i podrobnosti tykajici se Protokolu. Kromé
toho jsou rovnéZz osvobozeny od takového
zvefejnéni osobni Udaje jednotlived, pokud
nebyly dfive publikovany v jiném vefejném
registru.

Jak je dohodnuto mezi Smluvnimi stranami,
Zdravotnické zafizeni souhlasi, ze zvefejni tento
Dodatek na zakladé vySe uvedeného. Verze
tohoto Dodatku uréena ke zvefejnéni bude
pisemné odsouhlasena, neprodlené po uzavieni
tohoto Dodatku mezi Zdravotnickym zafizenim,
CRO a spolec€nosti Biogen, ale musi v ni byt
v kazdém pfipadé odstranéna vSechna obchodni
tajemstvi aosobni udaje. V pfipadé, Ze
Zdravotnické zafizeni nezvefejni podminky
tohoto Dodatku v pozadované |haté tficeti (30)
dnl pred zakonem pozadovanym terminem
zverejnéni, jak je uvedeno ve vySe odkazovaném
zakoné, mohou byt podminky této smlouvy
zvefejnény ze strany CRO nebo spole€nosti
Biogen.

Pfedpokladana hodnota finanéniho pinéni dle

Smlouvy ve znéni Dodatku d&ini pfiblizné
1017 842 K&.
5. RUZNE
51 Tento Dodatek ke Smlouvé &. 1 bude

podepsan ve Ctyfech (4) vyhotovenich v Ceském
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and English languages, with each party receiving
one counterpart in both language versions.

5.2 In case of any discrepancy between the
Czech and the English versions, the Czech
version shall prevail.

THIS AMENDMENT AGREEMENT No. 1 has
been executed by or on behalf of the Parties
through their duly authorised representatives on
the date of the last signature hereof.

BIOGEN IDEC RESEARCH LIMITED

Signed by IQVIA RDS Czech Republic s.r.o.,
under a Power of Attorney, for and on behalf of
BIOGEN

By:

Name:
Title:  Authorized Signatory

Date:

Under a Power of Attorney IQVIA RDS Czech
Republic s.r.o.

INVESTIGATOR
By:
Name: [N
Title: |

Date:

INSTITUTION
By:

Name: [N
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jazyce a anglickém jazyce, pficemz kazda strana
obdrZi po jednom vyhotoveni v kazdé jazykove
verzi.

5.2 Pokud dojde k jakékoliv nesrovnalosti
mezi Eeskou a anglickou verzi, je eska jazykova
verze rozhodujici.

TENTO DODATEK KE SMLOUVE C.1 byl
uzavien Smluvnimi stranami nebo jejich fadné
opravnénymi zastupci ke dni posledniho podpisu
nize.

BIOGEN IDEC RESEARCH LIMITED

Podepsano spolecnosti IQVIA RDS Czech

Republic s.ro., na zakladé plné moci
v zastoupeni BIOGEN

Podpis:

Jméno:

Funkce: Opravnéna podepisujici osoba
Datum:

Na =zakladé plné moci IQVIA RDS Czech

Republic s.r.o.
ZKOUSEJicCi
Podpis:

Jméno: I
Funkce: [N

Datum:

ZDRAVOTNICKE ZARIZENI
Podpis:

Jmeno: I
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Tie: I

Date:

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

By:

Name:

Title:

Date:
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Funkce: NN

Datum:

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

Podpis:

Jméno:

Funkce:

Datum:
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