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Amendment Agreement #1 to Tripartite Clinical Trial Agreement — Czech Republic
Krajska zdravotni, a.s., - Nemocnice Teplice, 0.z. / I / Ciogen Idec

AMENDMENT AGREEMENT

THIS AMENDMENT AGREEMENT is made on 29"
of April, 2011 (the "Effective Date").

BETWEEN:

(1) Biogen Idec Limited of Innovation House, 70
Norden Road, Maidenhead, Berkshire, SL6 4AY,
United Kingdom ("Biogen Idec");

(2) Krajska zdravotni, a.s., - Nemocnice Teplice,
o.z., IC. 25488627, DIC: CZ25488627, of
Duchcovska 53, 415 29 Teplice, Czech Republic

(the "Institution"); and

I o
I (the

"Investigator").

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

WHEREAS:

(A) Pursuant to a clinical trial agreement dated 26"
of June, 2009, between Biogen Idec, the
Institution and the Investigator (the "CTA") with
regard to the study "A Dose-Blind, Muiticenter,
Extension Study to Determine the Long-Term
Safety and Efficacy of Two Doses of
BG00012 Monotherapy in Subjects with
Relapsing-Remitting Multiple Sclerosis"”, with
protocol number 109MS303, Biogen Idec
appointed the Institution and the Investigator to
conduct a trial at the [nstitution.

(B) Biogen ldec, 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.

IN CONSIDERATION of the mutual promises
contained in this Amendment Agreement, the Parties
hereby AGREE AS FOLLOWS:
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108MS303
DODATEK KE SMLOUVE

TENTO DODATEK KE SMLOUVE se uzavira dne
29. duben 2011 (,Datum nabyti uéinnosti).

MEZi:

(1) Biogen Idec Limited, se sidlem v Innovation
House, 70 Norden Road, Maidenhead,
Berkshire, SL& 4AY, Spojené kralovstyi
(,Biogen Idec");

(2) Krajska zdravotni, a.s., - Nemocnice Teplice,
oz, IC: 25488627, DIC: CZ25488627, se
sidlem Duchcovska 53, 415 29 Teplice, Ceské
republika (,Zdravotnické zafizeni'); a

(3) . b'c
|

(,Zkousejici*).

(spoleCné nazyvané ,Strany’ nebo jednotlive
WStrana”)
JELIKOZ:
(A) Podle smlouvy o provedeni klinického

hodnoceni ze dne 26. &ervna 2009 uzaviené
mezi spole€nosti Biogen Idec, Zdravotnickym
zafizenim a Zkousejici (,CTA") vztahujici se k
studii ,,Multicentrickd prodiouzena studie se

zaslepenymi davkami, jejimz cilem je
vyhodnotit dlouhodobou bezpeénost a
ucinnost dvou davek monoterapie

pfipravkem BG00012 u subjektl s relabujici-
remitujici roztrousenou sklerézou®, s &islem
protokolu 109MS303, urila spoletnost Biogen
Idec Zdravotnické zatizeni a Zkousejici, aby
provadeély klinické hodnoceni v Instituci.
(B) Biogen Idec, Zkousejici a Zdravotnické zafizeni
souhlasily s Upravou urgitych podminek CTA, jak
je uvedeno déle, podie podminek tohoto dodatku
ke Smiouvé.

S OHLEDEM na vzajemné zavazky obsaZené
vitomto dodatku ke Smiouvé Strany timto
SOUHLASI S NASLEDUJICIM:
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Amendment Agreement #1 to Tripartite Clinical Trial Agreement — Czech Republic

Krajska zdravotni, a.s. — Nemocnice Teplice, 0.z. /I / Biogen [dec

1. DEFINITIONS AND INTERPRETATION

1.1 All capitalised terms used but not defined in this
Amendment Agreement shall bear the meaning

accorded to them in the CTA.

1.2 Unless the context requires otherwise, all
references to Sections or Schedules in this
Amendment Agreement shall be references to

the relevant section or schedule in the CTA.

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 and otherwise from time to time.
2. AMENDMENTS TO THE CTA

The protocol number 109MS303 has been amended
to create an extension I to the current
Study, and as such this has added several new visits
to the Study for which the fees are captured under
this Amendment Agreement.

2.1 The Parties hereby agree that with effect from
the Effective Date of this Amendment
Agreement, the CTA shall be amended as

follows:

2.1.1 The text "Biogen Idec shall pay to the Institution
844 EUR per Subject (plus VAT, if applicable),
to conduct the Trial. Biogen Idec will pay to the
investigator 1971 EUR per patient (plus VAT, if
applicable), for the conduct of the Trial,
according to the terms stipulated in this
Schedule A above and in this Agreement.”
contained under the first paragraph of
Schedule A 'Payments’ shall be deleted and
replaced with the following:

“Biogen Idec shall pay to the Institution 1573
EUR per Subject (plus VAT, if applicable), to
conduct the Trial. Biogen Idec will pay to the
Investigator 3678 EUR per Subject (plus VAT,
if applicable), for the conduct of the Trial,
according to the terms stipulated in this

135551 Site:
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109MS303
1. DEFINICE A INTERPRETACE

1.1 V8echny terminy uvedené velkymi pismeny,
které v8ak nejsou v tomto dodatku ke Smlouvé
definovany, budou mit vyznam, ktery byl pro né

dohodnut v CTA.

1.2 Pokud ze souvislosti nevyplyva jinak, budou
véechny odkazy na Clanky nebo Pilohy
v tomto dodatku ke Smiouvé znamenat odkazy

na pfislusné Clanky & Ptilohy v CTA.

1.3 Pokud ze souvislosti nevyplyva jinak, budou
odkazy v CTA na ,tuto Smiouvu" znamenat
odkazy na CTA doplnénou timto dodatkem ke

Smiouvé a ob¢as opa&né.
2. DODATKY K CTA

Protokol s ¢islem 109MS303 byl uprav by doslo
k prodiouzeni aktuaini Studie a z toho
dbvodu bylo do Studie pfidano nékolik novych
navstev, platby za tyto navstévy jsou predmétem
tohoto dodatku ke Smiouvé.

2.1 Strany timto souhlasi s tim, Ze ode dne nabyti
uginnosti tohoto dodatku ke Smlouvé bude CTA
upravena takto:

211Text ,Biogen ldec zaplati Zdravotnickému
zafizeni 844 EUR za Subjekt (s pfistenim
pfipadné DPH) v souvislosti s Klinickym
hodnocenim. Spole¢nost Biogen Idec zaplati
ZkouSejicimu 1971 EUR za pacienta
s pfictenim DPH (pokud se na dany pfipad
vztahuje) za provadéni Klinického hodnoceni
podle podminek stanovenych v této Priloze A
vyse a v teto Smlouvé" obsaZeny v prvnim
odstavci Prilohy A ,Platby’ bude zrugen a
nahrazen nasledujicim textem:

«Spolednost Biogen Idec zaplati
Zdravotnickému zaf{zeni 1573 EUR za jeden
Subjekt (plus DPH, kde to pada v (vahu) za
provedeni Kklinického hodnoceni. Spole&nost
Biogen Idec zaplati Zkousejici 3678 EUR za
jeden Subjekt (plus DPH, kde to pada v dvahu)
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Krajska zdravotni, a.s. - Nemocnice Teplice, 0.z. / I / Biogen Idec

109MS303

Schedule A above and in this Agreement.” za provedeni kilinického hodnoceni podle

podminek stanovenych v Pfiloze A vy$e a v
této Smiouve”,

N
—

2.1.3 The Payment Schedule tables for the Institution 2.1.3 Harmonogram plateb pro platoy Zdravotnické

and Investigator payment under Schedule A zatizeni a Zkousejici podle Pfilohy A (bez
(not including the Additional Unit Costs) shall zahrnuti Dodateénych Jednotkovych Cen) se
be deleted entirely and replaced with the Uplné zrusi a bude nahrazen nasledujicimi
following tables: tabulkami:

Institution payment: Platba Zdravotnickému zafizeni:

Celkovy poplatek za
Navstéva navstévu
(véetné rezie)

v Eurech

Total Visit Fee
(including Overhead)
in Euro

Visit
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3. MISCELLANEOUS 3. RUzZNE
3.1 The Amendment Agreement contained herein is 3.1 Dodatek ke Smiouvé zde uvedeny se povazuje

3.2

3.3

34

to be considered as an integral 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 and the CTA, the terms of this
Amendment Agreement shall prevail.

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

This Amendment Agreement (a) may be
executed in counterparts, each of which shall be
deemed to be an original and all of which, taken
together, shall constitute a single agreement
binding on all Parties, and (b) will be considered
executed by a Party when the signature of such
Party is delivered physically or by email or
facsimile transmission to the other Party or
Parties, as appropriate. The Parties agree that
any signature delivered by email or facsimile
transmission shall have the same force and
effect as an original signature.

No Party has relied upon any statement,
representation, warranty, understanding,
undertaking, promise or assurance in entering
into this Amendment Agreement and no
warranties, representations, covenants or
guarantees express or implied are given, made
or renewed by entering into this Amendment
Agreement.
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3.2

33

34

za nedilnou sougast CTA. Pro zamezeni
pochybnostem, s vyjimkou vyslovnych zmeén
zde uvedenych, bude CTA pokraCovat v piné
platnosti a uginnosti. V pfipadé neshody mezi
terminy tohoto dodatku ke Smiouvé a CTA
budou platné terminy tohoto dodatku ke
Smlouve.

Zadné ustanoveni tohoto dodatku ke Smlouvé
nebude upraveno ani zmeénéno bez fadné
vyhotoveného pisemného souhlasu Stran. Pro
zamezeni pochybnostem nebude platna Zadna
Uprava tohoto dodatku ke Smlouve, pokud
bude provedena v e-mailu.

Tento dodatek ke Smiouvé (a) mize byt
proveden ve stejnopisech, z nichZ kazdy bude
povazovan za original, a spole¢né bude kazdy
z nich predstavovat jedinou smiouvu zavazujic
videchny Strany, a (b) bude povazovan za
uzavfeny Stranou, pokud je podpis teéto Strany
doruden fyzicky nebo odeslén v e-mailu nebo
faxem jiné Strané nebo Stranam, jak je
odpovidajici. Strany souhlasi s tim, Ze véechny
podpisy zaslané e-mailem nebo faxem budou
mit stejnou platnost a ucinek, jako originalni
podpis.

Zadna Strana se nespoléha na to, Ze by
v tomto dodatku ke Smilouvé bylo sjednano
jakékoli  prohlaseni, predstaveni, zaruka,
dohoda, zavazek, slib & ujidténi, a ze by byly
poskytnuty & obnoveny jakekoli zaruky,
vysvétleni, Gmluvy &i rugeni, dané vyslovne Ci
micky predpokladané, které by byly soucasti
tohoto dodatku ke Smiouve.
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