AMENDMENT NO. 1 TO CLINICAL TRIAL
AGREEMENT

By and Among

IQVIA RDS Czech Republic, s.r.o.
(formerly Quintiles Czech Republic, s.r.o.)
With a business address at: Pernerova 691/42, 186 00
Praha 8, Czech Republic
Companies’ Register ID Number:
247 68 651
Tax Identification number:
CZ247 68 651
Represented by: Alasdair MacDonald,
Managing Director

(hereinafter referred to as ,CRO")
and

Thomayerova nemocnice
With a business address at: Videriska 800, 140 59
Praha 4 - Kr¢, Czech Republic
Companies’ Register ID Number:
000 64 190
Tax ldentification number:
CZ000 64 190
state contributory organization established by the
Ministry of Health of the Czech Republic, full text of
foundation deed No. MZDR 17268-1V/2012, registered
in Companies Registry by Municipal Court in Pragure,
Section PR, inlet 1043, represented by doc. MUDr.
Zdenék Benes, CSc., Director

(hereinafter referred to as “Institution”)

and

I
Date of birth: [

With a Residential address at |
(hereinafter referred to as “Investigator®)

is effective as of its publication in the Register of
Agreements, but the parties agree to be bound by the
rights and obligations arising from this Amendment from
the dates set forth in Articles 1, 2 and 3 below
(hereinafter “Effective Date”).

IQVIA

DODATEK C. 1 KE SMLOUVE O KLINICKEM
HODNOCENI

Mezi

IQVIA RDS Czech Republic, s.r.o.
(dfive Quintiles Czech Republic, s.r.o0.)
Se sidlem: Pernerova 691/42, 186 00 Praha 8, Ceska
republika
IC: 247 68 651

DIC: CZ247 68 651

Zastoupenou: Alasdairem MacDonaldem,
jednatelem

(dale jen ,CRO®)
a

Thomayerovou nemocnici
Se sidlem: Videriska 800, 140 59 Praha 4 - Kr¢, Ceska
republika
IC: 000 64 190

DIC: CZ000 64 190

statni pfispévkovou organizaci zfizenou Ministerstvem
zdravotnictvi CR, Gplné znéni zfizovaci listiny &.j.
MZDR 17268-1V/2012, zapsanou v obchodnim
rejstfiku u Méstského soudu v Praze, oddil Pr, vi.
1043, zastoupenou doc. MUDr. Zdefikem BeneSem,
CSc., feditelem

(dale jen ,zdravotnické zafizeni®)

a

I
narozenym: |
trvale bytem: |

(dale jen “zkousejici)

se uzavira s ucinnosti ode dne uvefejnéni v registru
smluv, av8ak smluvni strany si pfeji byt Upravou prav a
povinnosti obsaZenou v tomto Dodatku vazany jiz
k datdm uvedenym v ¢l. 1, 2 a 3 nize (dale jen ,Den
ucéinnosti®).
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WHEREAS, Sponsor has requested the Institution and
Investigator to conduct a clinical study entitled “A Phase
2, Multicenter, Randomized, Parallel-Arm, Placebo-
Controlled Study of LY3074828 in Subjects with Active
Crohn's Disease (SERENITY)” (hereinafter referred to
as “Study” or “Clinical Trial”) sponsored by Eli Lilly and
Company, with its registered office at Lilly Corporate
Center, Indianapolis, IN46285, United States
(hereinafter referred to as “Lilly” and/or “Sponsor”),
according to protocol 1I6T-MC-AMAG (“Protocol”);

WHEREAS, CRO, Institution and Investigator entered
into the clinical trial agreement on 27 September 2017
(the “Agreement”); and

WHEREAS, CRO, Institution and Investigator desire to
amend the Agreement;

NOW THEREFORE, for exchange of the mutual promises
contained herein and for other good and valuable
consideration, the receipt and adequacy of which is
hereby acknowledged, the parties hereto agree as
follows:

1. The parties agreed that the payment table in Exhibit
2 “Payment Terms and Budget”, paragraph C.
“i” of the Agreement is with effects from
February 15, 2018 until May 17, 2018 deleted and
replaced with the following:

IQVIA

VZHLEDEM K TOMU, ZE zadavatel pozadal
zdravotnické zafizeni a zkou$ejiciho, aby provedli
klinické hodnoceni nazvané »~Multicentrické,
randomizované, placebem kontrolované Kklinické
hodnoceni faze 2 s paralelnimi skupinami posuzujici
pfipravek LY3074828 u pacientt s aktivni Crohnovou
nemoci (SERENITY)“ (dale jen ,studie“ nebo ,klinické
hodnoceni“) zadavatele, spole¢nosti Eli Lilly and
Company, se sidlem Lilly Corporate Center,
Indianapolis, IN46285, Spojené staty americké (dale jen
,Lilly* nebo ,zadavatel“), podle protokolu 16T-MC-
AMAG (dale jen ,protokol);

VZHLEDEM K TOMU, ZE CRO, zdravotnické zafizeni
a zkouSejici uzavfeli dne 27. zafi 2017 smlouvu o
klinickém hodnoceni (dadle oznacovana jen jako
»Smlouva®); a

VZHLEDEM K TOMU, ZE CRO, zdravotnické zafizeni a
zkouSejici si pfeji zménit Smlouvu;

PROTO NYNIi, vzhledem k vzajemnym pfislibim
obsazenym v tomto Dodatku a vzhledem k jiné dobré a
hodnotné Uplaté, jejiz obdrzeni a dostate€nost se timto
potvrzuji, se smluvni strany tohoto Dodatku dohodly takto:

1. Strany se dohodly, ze se v obdobi od 15. inora
2018 do 17. kvétna 2018 platebni tabulka
uvedenad v Priloze 2 ,Platebni podminky a
rozpocet”, odstavci C. ,, “ Smlouvy rusi a
nahrazuje se nasledujicim znénim:
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2. Strany se dohodly, ze se v obdobi od 18. kvétna

2. The parties agreed that the payment table in Exhibit 2018 platebni tabulka uvedena v Piiloze 2
2 Payment Terms and 3“"99‘ » paragraph C. »Platebni podminky a rozpocet”, odstavci C.
” of the Agreement is with effects from May B Smiouvy rusi a nahrazuje se

18, 2018 deleted and replaced with the following: nasledujicim znénim:
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3. The parties agreed that the paragraph “- “in
Exhibit 2 “Payment Terms and Budget” of the
Agreement is with effects from May 18, 2018 deleted
and replaced with the following:

All other terms and conditions of the Agreement shall
remain in full force.

4. AGREEMENTS REGISTER

Notwithstanding the foregoing, Sponsor, Investigator
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 and the Agreement, such trade secrets
include, but are not limited to, Exhibit 2 of the Agreement
— Payment Terms and Budget, the minimum enrollment
goal, expected number of Study subjects enrolled and
the expected duration of the Study. Furthermore,
personal data of individuals are also exempt from such
publication, unless they have been previously published
in another public register.

The Institution is obliged to publish this Amendment in
accordance with the article herein above. The Institution
will inform CRO of publishing this Amendment in the
Agreements Register by designating the following email
address: [l as the email address to which a
notification of publication in the Agreements register
shall be sent. Should the Institution fail to publish this
Amendment within 5 working days from its full execution

3. Strany se dohodly, ze se v obdobi od 18. kvétna
2018 odstavec ,,h“ uvedeny v Pfiloze 2

»Platebni podminky a rozpoéet” Smlouvy rusi a
nahrazuje se nasledujicim znénim:

VSechny ostatni podminky Smlouvy zlstavaji v plné
platnosti.

4. REGISTR SMLUV

Bez ohledu na vy3Se uvedené, zadavatel, zkousejici a
CRO timto potvrzuji, Ze zdravotnické zafizeni je
povinno uvefejnit tento Dodatek podle zakona ¢&.
340/2015 Sb., o registru smluv. Jakékoli informace,
které tvofi obchodni tajemstvi obou stran, jsou
osvobozeny od takového uvefejnéni. Pro ucely tohoto
Dodatku a Smlouvy se obchodnim tajemstvim rozumi
zejména PFiloha 2 Smlouvy — Platebni podminky a
rozpocet, minimalni cil naboru, ofekavany pocet
zafazenych pacientl a o¢ekavana délka trvani studie.
Kromé toho jsou rovnéz osvobozeny od takového
uverejnéni osobni udaje jednotlived, pokud nebyly dfive
publikovany v jiném vefejném registru.

Zdravotnické zafizeni musi uvefejnit tento Dodatek
podle tohoto &lanku. Zdravotnické zafizeni vyrozumi
CRO o uvefejnéni Dodatku v registru smluv tak, Ze ve
formulafi pouzivaném k uverejnéni zada adresu || Il
jako emailovou adresu, na kterou ma byt zaslana
notifikace o uvefejnéni. Pokud zdravotnické zafizeni
neuverfejni tento Dodatek ve Ih(té 5 pracovnich dni od
jeho podpisu v8emi smluvnimi stranami, jsou k jeho
uverejnéni opravnéni CRO ¢&i zadavatel.
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by all parties, it may be published by the Sponsor or
CRO.

The estimated value of financial payment under the
Agreement, as amended, shall be approximately CZK
1,745,686.00.

5. AMENDMENT FEE

Amendment fee may be invoiced in amount CZK 5000.00
for any amendment prepared pursuant to formal protocol
amendment or addendum that is initiate by Lilly.

In case of any discrepancy between the Czech and the
English version of this Amendment, the Czech version
shall prevail.

IQVIA

Pfedpokladana hodnota Smlouvy ve znéni tohoto
Dodatku je pfiblizné 1,745,686.00 K¢&.

5. POPLATEK ZA DODATEK

Poplatek za dodatek mGze byt fakturovany na Castku
5000.00 K¢ za jakykoliv dodatek pfipraveny na zakladé
formalniho dodatku k protokolu nebo dodatku, ktery je
iniciovan ze strany Lilly.

V pfipadé rozporu mezi Ceskou a anglickou jazykovou
verzi tohoto Dodatku ma pfednost a je rozhodujici verze
Ceska.
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IN WITNESS WHEREOF, the parties hereto have caused
this Amendment to be executed by their duly authorized
representatives as of the date last signed below:

CRO:

Name:

Function:

Signature:

(Signature of Authorized Official)
Under a Power of Attorney IQVIA RDS Czech
Republic, s.r.o.

Date:

AGREED AND ACCEPTED:
Investigator

Name: | N

Signature:

Date:

AGREED AND ACCEPTED:
Thomayerova nemocnice

Name: doc. MUDr. Zdenék Benes, CSc.
Function: Director

Signature:

(Signature of Authorized Official)

Date:

IQVIA

NA DUKAZ CEHOZ nechaly smluvni strany
k poslednimu nize uvedenému datu tento Dodatek
podepsat svymi fadné zmocnénymi zastupci:

CRO:

Jméno:
Funkce:

Podpis:

(Podpis autorizované osoby)
Na zakladé plné moci od spole¢nosti IQVIA RDS
Czech Republic, s.r.o.

Datum:

SOUHLASIM A PRIJIMAM:
zkousejici

Jméno: N

Podpis:

Datum:

SOUHLASIM A PRIJIMAM:
Thomayerova nemocnice

Jméno: doc. MUDr. Zdenék Bene$s, CSc.
Funkce: feditel

Podpis:

(Podpis autorizované osoby)

Datum:
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