AMENDMENT No 2 TO CLINICAL

TRIAL AGREEMENT
This Amendment No 2 to Clinical Trial
Agreement (“Amendment ) is among Jazz
Pharmaceuticals Ireland Limited, as the
EU Legal Representative of the clinical trial
sponsor Jazz Pharmaceuticals,
Inc.(“Sponsor”), VSeobecna  fakultni
nemocnice v Praze, having a place of
business at U Nemocnice 499/2, 128 08
Prague 2, Czech Republic, Identification
number: 00064165, Tax identification
number: CZ00064165, represented by Mgr.
Dana Juraskova, Ph.D., MBA, Director
(“Institution™), and , having a
address at (“Investigator”), and
IQVIA RDS Czech Republic, s.r.o0., having
a place of business at Praha 8, Karlin,
Pernerova 691/42, zip code 186 00, Czech
Republic, Identification number: 24768651,
Tax identification number: CZ24768651
(“IQVIA*), and is effective as of the date
last signed below.

WITNESSETH:

WHEREAS,  Sponsor, Institution and
Investigator are parties to an agreement for
the conduct of a clinical trial pursuant to
Protocol No. 15-006 entitled “A Double-
Blind, Placebo-Controlled, Randomized-
Withdrawal, Multicenter Study of the
Efficacy and Safety of JZP-258 in Subjects
with Narcolepsy with Cataplexy ” as may be
amended, effective as of 20 Mar 2017 and its
Amendment No 1 as of 30 Jun 2017 (the
“Agreement”), and

WHEREAS, the parties now desire to
amend such Agreement to replace the
existing Budget and Payment Schedule with
a new Budget and Payment Schedule, as a
result of Protocol Amendment No. 4 dated
December 15, 2017,
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DODATEK ¢&. 2 KE SMLOUVE
O KLINICKEM HODNOCENI{
Tento Dodatek ¢. 2 ke smlouvé o klinickém
hodnoceni (déle jen ,,Dodatek*) je uzaviran
mezi spole¢nosti Jazz Pharmaceuticals
Ireland Limited, jako zdkonnym zastupcem
zadavatele klinického hodnoceni,
spole¢nosti Jazz Pharmaceuticals, Inc.
(,Zadavatel“) pro EU, VSeobecnou
fakultni nemocnici v Praze, se sidlem U
Nemocnice 499/2, 128 08 Praha 2, Ceska
republika, Identifika¢ni c¢islo: 00064165,
Danové identifikacéni ¢islo: CZ00064165,
zastoupena Mgr. Danou Juraskovou, Ph.D.,
MBA, feditelkou ,Zdravotnické
zafizeni®), a i s adresou
(,,Zkousejici®) a IQVIA RDS
Czech Republic, s.r.o., se sidlem Praha 8,
Karlin, Pernerova 691/42, PSC 186 00,
Ceska republika, IC: 24768651, DIC:
CZ24768651 (,,IQVIA“), a nabyva platnosti
k datu, kdy jej podepiSe nize posledni ze
smluvnich stran.

UVODNI USTANOVENT:

VZHLEDEM K TOMU, ze Zadavatel,
Zdravotnické zafizeni a ZkouSejici jsou
stranami smlouvy o0 provedeni klinického
hodnoceni podle protokolu ¢&. 15-006
Sndzvem ,,Dvojité zaslepené, placebem
kontrolované, multicentrické klinické
hodnoceni s randomizovanym vysazenim
lécby posuzujici ucinnost a bezpecnost
pripravku JZP-258 u pacientii s narkolepsii
a kataplexii“ ve znéni ptipadnych budoucich
zmén adoplnkd, sucinnosti kdatu 20.
biezna 2017 ve znéni dodatku €. 1 ze dne 30.
¢ervna 2017 (dale jen ,,Smlouva®), a

VZHLEDEM K TOMU, ze smluvni strany
nyni chtéji upravit Smlouvu nahrazenim jeji
stavajici Casti Rozpocet arozpis plateb
novou c¢asti Rozpocet arozpis plateb
v disledku Dodatku K protokolu ¢.4
s datem 15. prosince 2017;
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NOW THEREFORE, in consideration of
the mutual promises and covenants set forth
herein, and other good and valuable
consideration, the receipt and sufficiency of
which is hereby acknowledged, the parties
hereby agree to amend the Agreement as
follows:

1. To account for the services and costs
under the Agreement related to Protocol
Amendment No. 4, the parties agree that the
Budget and Payment Schedule attached to
the Agreement shall be deleted in its entirety
and replaced with the enclosed Budget and

Payment Schedule attached herein as
Exhibit A.
2. All terms and conditions of the

Agreement not expressly amended by this
Amendment No 2 remain in full force and
effect.

Furthermore, the contractual parties agree
that IQVIA will pay total amount of CZK
5,000 to the Institution for administrative
work associated with negotiation of
Amendment no. 2. This amount is payable
upon the invoice receipt issued by Institution
after signing the amendment by all contract
parties and Due date of the invoice shall be
30 days from the day of its issuance by the
Institution.

Notwithstanding the foregoing, Institution,
Sponsor and IQVIA hereby acknowledge
that this Amendment shall be published
pursuant to Act no. 340/2015 Sh., on
Agreements Register. As and between the
Parties, Institution agrees to publish the
Agreement pursuant to the foregoing. Any
information which constitutes trade secret of
either Party is exempted from such
publication. For the purposes of this
Amendment, trade secrets include, but are

2

NYNI PROTO, po zvaZzeni vzijemnych
piislibii a zavazkl zde uvedenych a dalSich
fadnych a hodnotnych protiplnéni, jejichz
piijeti a dostatecnost je timto potvrzena, se
smluvni strany dohodly na zméné¢ Smlouvy
takto:

1. Za ucelem vyucltovani sluzeb
anakladi podle Smlouvy Vv souvislosti
S Dodatkem protokolu ¢.4 se smluvni
strany dohodly, ze ¢ast Rozpocet arozpis
plateb piipojena ke Smlouvé bude zcela
vypusténa anahrazena Casti Rozpocet
arozpis plateb ptilozenou k Dodatku jako
jeho Piiloha A.

2. Vsechny podminky Smlouvy, které
nejsou vyslovné zmeénény timto Dodatkem,
zustavaji v plném rozsahu platné a i¢inné.

Smluvni strany se dale dohodly, Ze
spole¢nost IQVIA uhradi Zdravotnickému
zatizeni Castku ve vysi 5.000,- K¢, ktera
slouzi k pokryti administrativnich tkoni
spojenych s uzavienim tohoto Dodatku €. 2.
Tato Castka je splatnd na zaklad¢ faktury
vystavené¢ Zdravotnickym zafizenim po
uzavieni tohoto dodatku, a to ve lhuté 30 dnti
ode dne vystaveni faktury Zdravotnickym
zatizenim.

Bez ohledu na vyse uvedené, Zdravotnické
zafizeni, Zadavatel a IQVIA timto berou na
védomi, ze Dodatek bude uvefejnén v
souladu se zdk. €. 340/2015, o registru
smluv. Za uvefejnéni dle piedchozi véty
odpovida Zdravotnické zafizeni.
Takovémuto uvetfejnéni nepodléhaji ty
udaje, které tvoii obchodni tajemstvi nékteré
ze smluvnich stran. Dle Dodatku se
obchodnim tajemstvim rozumi zejména
Priloha A - Rozpocet a platebni piehled,
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not limited to, Exhibit A — Budget and
payment schedule, minimum enrollment
goal, expected number of Study subjects
enrolled and the expected duration of the
Study. Furthermore, personal data of the
individuals are also exempted from
publication, unless they have been
previously published in another public
register. IQVIA / the Sponsor is obliged to
provide version of the Amendment intended
for publication to the Institution within 3
days of the execution of this Amendment in
a machine-readable format to the following
e-mail address: ||l The Institution is
obliged to publish this Amendment in
accordance with the article herein above. The
Institution will inform IQVIA of publishing
the Amendment in the Agreements Register
by designating the following email address:
H as the email address to which a
notification of publication in the Agreements
Register shall be sent. Should the Institution
fail to publish the Amendment within 5
working days from the Effective Date, it may
be published by the Sponsor or IQVIA.

The approximate total amount paid out under
this Agreement is CZK 118,100.

IN WITNESS WHEREOF, this Amendment
has been executed by the parties hereto
through their duly authorized officers on the
date(s) set forth below.
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minimalni cilovy pocet zatazeni, o¢ekavany
zafazeny pocet subjektl a ocekavana délka
trvani Studie. Déle nebudou takovémuto
uvefejnéni podléhat osobni udaje fyzickych
osob, ledaze jsou jiz uvefejnény v jiném
vefejné piistupném registru. Dodate ve znéni
ur¢eném ke zvefejnéni je povinen Quntiles /
zadavatel  poskytnout  Zdravotnickému
zatizeni do 3 dnil od podpisu Dodatku, a to
Vv strojoveé Citelném formatu v elektronické
odobé zasldanim na emailovou adresu
h. Za uveiejnéni Dodatku ¢. 2dle
piedchoziho odstavce odpovida
Zdravotnické zafizeni. Zdravotnické zatizeni
vyrozumi IQVIA o uvefejnéni smlouvy v
registru smluv tak, Ze ve formuléfi
pouzivaném k uvetejnéni smlouvy zada
adresu jako emailovou adresu, na
kterou ma byt zaslana notifikace o
uvetejnéni. Neni-li Dodatek Zdravotnickym
zafizenim zvefejnéna ve lhité 5 pracovnich
dni od Data ucinnosti, jsou k jejimu
uvefejnéni opravnéni IQVIA ¢i Zadavatel.

Celkova predpokladana ¢astka vyplacena dle
této smlouvy ¢ini 118 100,- K¢.

NA DUKAZ TOHO byl tento Dodatek
uzavien smluvnimi stranami prostfednictvim
jejich fadné opravnénych zastupcu k datu
uvedenému (datim uvedenym) niZe.
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ACKNOWLEDGED AND AGREED BY IQVIA RDS Czech Republic, s.r.o., / NA DUKAZ
SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE
IQVIA RDS Czech Republic, s.r.o.:

By/ Jméno:

Title/ Funkce:

Signature/ Podpis:

Date/ Datum:

ACKNOWLEDGED AND AGREED BY Narodni tstav dusevniho zdravi: / NA DUKAZ
SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE Narodniho ustavu
duSevniho zdravi:

By/ Jméno: Mgr. Dana Juraskova, Ph.D., MBA

Title/ Funkce: Director / Reditelka
(must be authorized to sign on Institution’s behalf / musi se jednat o podpis
opravnéného zastupce Zdravotnického zafizeni):

Signature/ Podpis:

Date/ Datum:

ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR/ Na ditkaz souhlasu ptipojuje
svij podpis Zkousejici:

Name/ Jméno: ]

Sighature/ Podpis:

Date/ Datum:
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ACKNOWLEDGED AND AGREED BY JAZZ PHARMACEUTICALS IRELAND LIMITED /
NA DUKAZ SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE
SPOLECNOSTI JAZZ PHARMACEUTICAL IRELAND LIMITED

By/ Jméno:

Title/ Funkce:

Signature/ Podpis:

Date/ Datum:
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EXHIBIT A
BUDGET & PAYMENT SCHEDULE

PRILOHA A
R0OZPOCET & PLATEBNI PREHLED
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