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Amendment No. 2 to the Clinical Trial

Dodatek ¢. 2 ke smlouvé o provedeni

Agreement

hereby concluded by and between:

Eli Lilly Cork Limited
Address: Island House
Eastgate Road
Eastgate Business Park
Little Island
Cork
Ireland
Tax identification number: IE3508310BH

and

Nemocnice Na Bulovce
with its Registered Office in: Budinova 67/2,
180 81 Prague 8 - Liben,
Czech Republic
Tax identification number: CZ00064211,
represented by: Deputy for Science,
Research, Grant Activities and Development,
based on authorization

This Clinical Trial Agreement Amendment No.
2 (hereinafter “Amendment”) amends the
Clinical Trial Agreement related to Protocol
J2G-MC-JZJC  entitled “LIBRETTO-431: A
Multicenter, Randomized, Open-Label, Phase
3 Trial Comparing LOXO0-292 to Platinum-
Based and Pemetrexed Therapy with or
without Pembrolizumab as Initial Treatment of
Advanced or Metastatic RET Fusion-Positive
Non-Small Cell Lung Cancer”, entered into by
and between the Parties on March 13, 2020
and became effective on April 8, 2020, as
amended by the Amendment No. 1, entered
into by and between the Parties on September
8, 2020 and became effective on September
23, 2020 (hereinafter “Agreement”).

AMENDMENTS OF THE AGREEMENT

The Parties wish to make the following
amendments to the Agreement:

1) The third paragraph in the Section
“Publication / Disclosure of the Letter of
Agreement” of the Agreement shall be replaced
with the following:

»The value of this Agreement for the purpose of
publishing in the Contracts Register is: 940.820
CZK for all expected patients who undergoes
all study visits defined by the study protocol.”

klinického hodnoceni

se uzavird mezi:

Eli Lilly Cork Limited
se sidlem: Island House
Eastgate Road
Eastgate Business Park
Little Island
Cork
Irsko
DIC: IE3508310BH

a

Nemocnici Na Bulovce
se sidlem: Budinova 67/2,
180 81 Praha 8 - Liben,
Ceska republika
DIC: CZ00064211,
zastoupenou [l naméstkyni reditele pro
védu, vyzkum, grantové ¢innosti a rozvoj,
na zakladé povéfeni

Tento dodatek €. 2 (dale jen ,Dodatek”) upravuje
smlouvu o provedeni klinického hodnoceni dle
protokolu J2G-MC-JZJC, nazvaného
LLIBRETTO-431: Multicentricka,
randomizovana, nezaslepena Kklinické studie
faze 3 porovnavajici LOX0-292 s terapii
zaloZenou na platiné a pemetrexedu s nebo bez
pembrolizumabu  jako pocatecni  lé¢bu
pokrocilého nebo metastatického
nemalobunééného karcinomu plic s pozitivitou
RET fuze“, ktera byla uzavfena mezi vySe
uvedenymi stranami dne 13. bfezna 2020, s
ucinnosti dne 8. dubna 2020, ve znéni jejiho
dodatku &. 1 ze dne 8. zafi 2020, jez nabyl
ucinnosti dne 23. zafi 2020 (dale jen ,smlouva®).

ZMENY SMLOUVY
Strany si pfeji ve smlouvé provést tyto zmény:

1) V ¢asti smlouvy “Zvefejnéni smlouvy” se rusi
tfeti odstavec a nahrazuje se textem v
nasledujicim znéni:

»,Hodnota smlouvy pro Ucely uvefejnéniv registru
smluv  Cini: 940.820,- K& za vSechny
pfedpokladané pacienty, ktefi ktery podstoupi
vSechny studijni navstévy pfedepsané studijnim
protokolem.*”
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2) Whereas,
The cost of th

The text of the item related to ||| N

were edited;

BEEERE s newly added to the fees’

section,

all charts in Exhibit 1 “Budget” of the
Agreement are replaced with new charts

which follow:
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“STUDY PERIOD / FAZE STUDIE

2) Vzhledem k tomu, Ze:

- naklady na |IIENEGR

- dochédzi kupravé textu souvisejiciho s

- mezi poplatky se nové pridava [[lIER

se veSkeré tabulky v Ptiloze 1
.Rozpocet” Smlouvy rusi a nahrazuji novymi
tabulkami v nasledujicim znéni:
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This Amendment is made part of the Agreement
and is an integral part of it at the date of its
signature by all Parties.

As hereby amended, the Agreement remains in
full force and effect.

This Amendment, dated as of the date of last
signature become effective as of the date it is
published in the Register of Contracts.

As the tables in the section 2) of this Amendment,
represents Lilly’s trade secret, the wording of
these tables shall be eradicated for the purposes
of the publication in the Register of Contracts.

Eli Lilly Cork Limited

Tento Dodatek méni smlouvu a pfedstavuje
jeji nedilnou soucast ke dni podpisu tohoto
Dodatku vSemi stranami.

Mimo zmén Dodatkem provedenych zlstava
smlouva v plné u€innosti a beze zmén.

Tento Dodatek ze dne pfipojeni posledniho
podpisu se stane u¢innym k datu uvefejnéni v
registru smluv.

Z divodu, ze tabulky uvedené v bodé 2)
tohoto  Dodatku  pfedstavuji  obchodni
tajemstvi Lilly, bude obsah téchto tabulek, pro
ucely uvefejnéni v registru smluv, znecitelnén.

Senior Manager, EMEA Trial Capabilities

Date / Datum:

AGREED AND ACCEPTED:
SOUHLASI A PRIJIMA:

Institution/Poskytovatel:

nameéstkyné pro védu, vyzkum, grantové €innosti a rozvoj /
Deputy for Science, Research, Grant Activities and Development, based on authorization

Date/Datum:
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