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Amendment No. 1 to the Clinical Trial

Dodatek é. 1 ke smlouvé o provedeni

Agreement Related To Protocol J2G-
MC-JZJB entited “A  Multicenter,
Randomized, Open-label, Phase 3 Trial
Comparing Selpercatinib to Physicians Choice
of Cabozantinib or Vandetanib in Patients with
Progressive, Advanced, Kinase Inhibitor Naive,
RET-Mutant  Medullary  Thyroid  Cancer
(LIBRETTO-531)" (“Study”)

This letter (“Amendment no. 27), amends the
clinical trial agreement (“Agreement”) related to
the above-referenced Study, which was
concluded between:

Fakultni nemocnice v Motole
Address: V Uvalu 84, 150 06 Praha 5,
Czech Republic

(“Institution”),

and

Eli Lilly Cork Limited

Address: Island House

Eastgate Road, Eastgate Business Park
Little Island, Cork

Ireland

(Lilly”)

dated || N

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

1) The second paragraph of the Section Il B
“Payment schedule” of the Agreement shall
be replaced with the following:

Such compensation is limited to payment for

patients, for that is the site’s expected
enrolment commitment, who are enrolled in
study by [l at the latest unless Lilly has
given Institution written approval to enrol
additional patients or extend the enrolment
period. In the event that such approval is
granted, Institution will be paid in accordance
with the fees set forth in Budget for the
additional patients. The value of this
Agreement for the purpose of publishing in the
Contracts Register is 768 680,- CZK for all
expected patients who undergo all study visits
defined by the study protocol.

klinického hodnoceni dle protokolu J2G-
MC-JZJB, nazvaného Multicentricka,
randomizovana, nezaslepena klinicka studie faze
3 porovnavajici Selpercatinib s Cabozantinibem
nebo Vandetanibem dle vybéru Iékare, u
pacientt s progresivnim, pokrocilym medularnim
karcinomem §titné Zlazy s mutaci RET, dosud
nelé¢enym  inhibitorem  kindz (LIBRETTO-
531)“(Studie)

“

Tento dodatek (“Dodatek ¢&. 2”) upravuje smlouvu
o0 provedeni klinického hodnoceni (“smlouvu”)
uvedeného vyse, ktera byla uzaviena mezi.

Fakultni nemocnice v Motole
Adresa: V Uvalu 84, 150 06 Praha 5,
Ceska republika,

(“poskytovatel”),

a

Eli Lilly Cork Limited

se sidlem: Island House

Eastgate Road, Eastgate Business Park
Little Island, Cork

Irsko

(,Lilly*)

podepsanou dne |

Smluvni strany si preji ve smlouvé provést
tyto zmény:

1) V élanku 1l. B “Harmonogram plateb” se rusi
druhy odstavec a nahrazuje se textem v
nasledujicim znéni-

Takova odména se omezuje pouze na platbu za
pacienty, nebot se pfedpoklada, Ze
takovy pocet subjektti hodnoceni bude u
poskytovatele zarazen, a tito budou zarazeni do
studie nejpozdéji do |l pokud Lilly neda
poskytovateli pisemny souhlas se zafazenim
dalSich pacienti nebo s prodlouZzenim obdobi
pro zarazovani. V pfipadé, Ze je tento souhlas
udeélen, obdrzi poskytovatel platbu za dalsi
pacienty ve vysi stanovené v rozpoctu. Hodnota
smlouvy pro ucely uvefejnéni v registru smiuv
Cini 768 680,- KC za vSechny pfedpokladané
pacienty, ktefi podstoupi vSechny studijni
navstévy predepsané studijnim protokolem.
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2) In Exhibit 2A of the Agreement — “Financial
Annex”, the following shall be changed:

The clinical visits in cycles [ were

2) Priloha 2A. smlouvy — “ Finanéni priloha ” se
méni nasledovné:

Klinické navstévy v cyklech - se _meéni

changed to telephone visits. The cost of the
as_removed from

W cycles .
Two new items related to were

na telefonické navstévy. Naklady na [
bylo vyjmuto zcyklu . Dvé nové
poloZzky souvisejici s byl ridan

added to the items “ltems paid by invoice”.

mezi_polozky “DalSi mozné platby - po

3) On the basis of the Section 2) all charts in
Exhibit 2A of the Agreement are replaced with
new charts which follow:

vystaveni faktury”.

3) Na zakladé vyse uvedeného odst. 2) se
tabulky v Priloze 2A smlouvy ruSi a nahrazuji
novymi tabulkami v nésledujicim znéni:
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Visits prior to
randomisation /
Navstévy pred
randomizaci pacienta

Follow-up Period /
Obdobi sledovani po

®
(13
=3
(]

Crossover (patients in
Arm B) / Prevedeni
(pacienti v rameni B)

Continued access /
Obdobi dalsi
dostupnosti

11 Ihl Iill
11 Ihl Iill
11 Iqll Iqll
11 IWII IWII

Volitelné procedury

n/a

Screen failures /
Neuspésny
screening

Iltems paid by
Invoice/ DalSi mozné
platby - po vystaveni
faktury

1
|
|
!
!
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Additional payments for the Service Provider:
Dalsi platby pro poskytovatele sluzeb:

Item name

Nazev

Service Provider/poskytovatel
sluzeb
amount/ ¢astka (CZK)
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Pharmacy services fees / Platby za sluzby Iékarny

REEEEE
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6) This Amendment is made part of the
Agreement and is an integral part of it at the
date of its signature by all contracting parts.

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

Eli Lilly Cork Limited

6) Tento Dodatek méni smlouvu a
pfedstavuje jeji nedilnou soucast ke dni
podpisu tohoto Dodatku v8emi smluvnimi
stranami.

7) Mimo zmén Dodatkem provedenych
zustava smlouva v plné ucinnosti a beze
zmén.

Senior manager, Clinical Trial Capabilities

Date / Datum:

AGREED AND ACCEPTED:
SOUHLASI A PRIJIMA:

Institution/Poskytovatel:

I by delegation /na zakladé povéreni

Date/Datum:
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