Amendment no. 2

of Clinical Study Agreement

This amendment dated to the
Clinical Study Agreement (the “Amendment”) is entered
into by and between

Medpace Clinical Research, LL.C, with its principal
office at 5375 Medpace Way, Cincinnati, Ohio 45227,
USA ("Medpace”); and

Fakultni nemocnice Hradec Kralove a clinical research
site with its principal office and place of business at
Sokolskd581, 500 05 Hradec Kralove — Novy Hradec
Kralove, Czech Republic, represented by prof. MUDr.
Vladimir Palicka, CSc., dr. h. c.; Director("Institution”);
and

. 1 dical

doctor at the department of Hemodialysis of the Fakultni
nemocnice Hradec Kralove having address at Sokolska
581, 500 05 Hradec Kralove, Czech Republic (“Principal
Investigator”).

collectively, (the “Parties”).

RECITALS:

WHEREAS, Parties entered into a Clinical Study
Agreement as of 07" September 2018, and together with
any subsequent amendment thereto (collectively
“Agreement”) pursuant to which Principal Investigator
and Institution is conducting a Study based on Protocol
No. Nef-301, titled “A Randomized, Double-Blind,
Placebo Controlled Study to Evaluate Efficacy and Safety
of Nefecon in Patients with Primary IgA Nephropathy at
Risk of Progressing to End-Stage Renal Disease
(NeflgArd)” (the “Protocol”); and

WHEREAS, the Parties desire to amend the Schedule A
of the Agreement in order to update the budget contained
therein.

NOW THEREFORE, the Parties hereby agree as follows:

Dodatek ¢. 2

Smlouvy o klinické studii

Tento dodatek smlouvy o klinické studii ze dne
......................... (déle jen ,,dodatek*) uzaviraji

Medpace Clinical Research, LLC, se sidlem na adrese
5375 Medpace Way, Cincinnati, Ohio 45227, USA
(;,Medpace*); a

Fakultni nemocnice Hradec Kralové, centrum
klinického vyvoje se sidlem a mistem poskytovani
zdravotnich sluzeb na adrese Sokolska 581, 500 05
Hradec Kréilové — Novy Hradec Krélové, Ceska republika,
zastoupend prof. MUDr. Vladimirem Pali¢kou, CSc., dr.
h. c. feditelem, (ddle jen ,,poskytovatel zdravotnich
sluzeb®); a

. (ckai
Hemodialyza¢niho stfediska Fakultni nemocnici Hradec
Kralové, sidlici na adrese Sokolska 581, 500 05 Hradec
Kréilové — Novy Hradec Krdlové, Ceské republika (déle
jen ,,zkouSejici®).

spoleéné oznacovédny jako smluvni strany (dédle jen
»strany*).

ODUVODNENT:

JELIKOZ strany uzaviely smlouvu o klinické studii ke

dni 07. zati 2018, spolu s naslednymi dodatky (déle jen
»~smlouva®), vsouladu s niZ zkousSejici a poskytovatel

zdravotnich sluZzeb provadéji studii zaloZzenou na
protokolu ¢. Nef-301, snazvem, ,Randomizované,

dvojit¢ zaslepené, placebem kontrolované klinické
hodnoceni hodnotici tG¢innost a bezpe€nost piipravku
Nefecon u pacientl s primarni IgA nefropatii s rizikem
rozvoje  kone¢ného  stddia  onemocnéni ledvin
(NeflgArd)“ (déle jen ,,protokol*) a

JELIKOZ si smluvni strany pieji opravit piilohu A
smlouvy za ticelem aktualizace uvedeného rozpoctu.

NYNI SE PROTO strany dohodly nasledovné:
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N~

This Amendment is effective by date of
publication in Contract Registry, but Parties wish
to proceed by obligation of this Amendment from
effective date of the Agreement.

e

The following language will be updating section
9.2 of the Agreement: Estimated total possible
amount to be paid under the Agreement is CZK
606,225 assuming the Study subjects enrollment
goal is achieved.

B

This Amendment is developed in the Czech and
English language, in cases of conflict Czech
version shall control.

e

This Amendment will be publicized in Contract
Registry.

o

All other provisions of the Agreement shall
remain unchanged and in effect.

IN WITNESS WHEREOF, the Parties hereto have
executed this Amendment by proper persons thereunto
duly authorized

o

Tento dodatek je tcinny ke dni uvefejnéni dodatku
v registru smluv, avSak strany si pfeji byt timto
dodatkem v4zani od data Gc¢innosti smlouvy.

et

Informace v oddilu 9.2 smlouvy je aktualizovana
takto: Predpoklddand celkovd moZnd Céstka
k vyplaceni vrdmci smlouvy je 606,225 K¢ za
pfedpokladu, Ze bude dosaZen cil zatazovani
subjekti do studie.

E

Tento dodatek je vyhotoven v ¢eském jazykovém
znéni a v anglickém jazykovém znéni, pficemz
prednost ma ¢eské jazykové znéni.

b

Tento dodatek bude uvetejnén v registru smluv.

o

Veskerd dal§i ustanoveni smlouvy, zistanou
naddle platnd a G¢innd ve znéni uvedeném ve
smlouvé.

NA DUKAZ CEHOZ strany prostiednictvim k tomu
fadné opravnénych osob uzaviely tento dodatek.

[SIGNATURE PAGE TO FOLLOW / NASLEDUJE PODPISOVA STRANA]
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Medpace Clinical Research, LL.C

By (signature) / Podepsal (podpis)

Name / Jméno

Clinical Trial Manager / ManaZer klinického hodnoceni
Title / Funkce

23.8.2019
Date / Datum

Institution / Poskytovatel zdravotnich sluzeb

By (signature) / Podepsal

prof. MUDr. Vladimir Pali¢ka, CSc, dr. h. c.
Name / Jméno

Director / Reditel
Title / Funkce

3.9.2019
Date / Datum

Principal Investigator / Zkousejici

By (signature) / Podepsal (podpis)

Name / Jméno

Principal Investigator / Zkousejici
Title / Funkce

3.9.2019
Date / Datum
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