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LOAN AGREEMENT

This AGREEMENT (hereinafter referred to as the
“Loan Agreement”), concluded according to provisions
of Section 2193 et seq. of the Civil Code, is effective on
the date of publishing in in accordance with the Act no.
340/2015 Coll. On the Register of Contracts (the
“Effective Date”), by and between

Pharmaceutical Research Associates CZ, s.r.o.,
located at Praha 7, Jankovcova 1569/2c, Post Code: 170
00, Czech Republic, IC (company ID number):
27636852, the limited liability company duly registered
in the Commercial Register of the Czech Republic
maintained by the Municipal Court in Prague, Section C,
Entry 120574, represented by || NN (hereinafter
referred to as the “PRA?), an affiliate of Pharmaceutical
Research Associates (UK) Ltd., located at 500 Oak
Way, Green Park, Reading, Berkshire RG2 6 AD,
United Kingdom and with registred address at Cannon
Place, 78 Cannon Street, London, EC4N 6AD, UK
(-PRA UK®"), acting as an independent contractor for
Bristol-Myers Squibb located at Chaussée de la Hulpe
185, 1170 Bruxelles, Belgium (hereinafter referred to as
the “Sponsor”); PRA has agreed to accept certain
obligations and duties of PRA UK in respect of the
conduct of the clinical trial in the Czech Republic;

and

Krajsk&d zdravotni, a.s. located at Socialni péce
3316/21A, 401 13 Usti nad Labem, Czech Republic,
represented by Ing. Petr Fiala, the executive director,
duly registred in the Commercial Register maintained by
the Regional Court in Usti nad Labem, Section B, Entry
1550 (hereinafter referred to as the "Institution™), in
connection with a STUDY conducted pursuant to
PROTOCOL 1M011047 entitled “A Multi-Center,
Randomized, Double-Blind, Placebo- and Active
Comparator-Controlled Phase 3 Study with
Randomized Withdrawal and Retreatment to
Evaluate the Efficacy and Safety of BMS-986165 in
Subjects with Moderate-to-Severe Plague Psoriasis.”
(together  with any amendments thereto, the
“PROTOCOL” which are incorporated herein by
reference) (the “STUDY?™), sponsored by Bristol-Myers
Squibb (the “Sponsor”). STUDY will be conducted by
Krajsk&d zdravotni, a.s. located at Socialni péce
3316/21A, 401 13 Usti nad Labem, Czech Republic (the
“Study Site”). Hereafter, PRA and Institution may be

SMLOUVA O VYPUJCCE

Tato SMLOUVA (dale ,,Smlouva o vypijéce”)
uzaviena podle ustanoveni § 2193 a nasl
obc¢anského zakoniku nabyva ucinnosti ke dni
zvetejnéni dle zakona ¢. 340/2015 Sb., o registru
smluv (déle jen ,,Datum G¢innosti*), mezi

Pharmaceutical Research Associates CZ, s.r.o.,
se sidlem Praha 7, Jankovcova 1569/2¢, PSC 170
00, Ceska republika, 1C: 27636852, spole¢nosti s
ru¢enym omezenym fadné zapsanou v Obchodnim
rejstifku  Ceské republiky vedeném Méstskym
soudem v Praze, oddil C, vlozka 120574,
zastoupend || (ddle jen .PRAY),
pobockou spolecnosti Pharmaceutical Research
Associates, (UK) Ltd., se sidlem 500 Oak Way,
Green Park, Reading, Berkshire RG2 6 AD,
Spojené  kréalovstvi, s registrovanou adresou
Cannon Place, 78 Cannon Street, London, EC4N
6AD, UK (dale jen ,,PRA UK"), jednajici jako
nezavisly dodavatel spole¢nosti Bristol-Myers
Squibb se sidlem Chaussée de la Hulpe 185, 1170
Brusel, Belgie (déle jen ,,Zadavatel); Spole¢nost
PRA se =zavazuje prevzit urCité zavazky a
povinnosti spolecnosti PRA UK tykajici se
provadéni klinického hodnoceni v Ceské republice;

a

Krajskou zdravotni, a.s., se sidlem Socialni péce
3316/21A, 401 13 Usti nad Labem, Ceska
republika, zastoupenou Ing. Petrem Fialou,
generdlnim feditelem, zapsanou v Obchodnim
rejstitku vedeném Krajskym soudem v Usti nad

Labem, oddil B, vlozka 1550 (déle jen
»Zdravotnické zarizeni"), v souvislosti
se STUDII provadénou podle PROTOKOLU

IM011047 pod ndzvem  “Multicentricka,
randomizovand, dvojité zaslepena, placebem
a aktivnim komparatorem kontrolovana studie
faze 3 s randomizovanym vysazenim a Upravou
1é¢by pro vyhodnoceni ucinnosti a bezpecnosti
pripravku BMS-986165 u subjekti se stiedné
zavaZnou aZ zavaznou loZiskovou lupénkou”
(dale oznacovanym spolecné se vSemi zmeénami a
dodatky, které jsou soucasti tohoto dokumentu ve
formé odkazu, pojmem ,,PROTOKOL"), (dale jen
»STUDIE®), zadanou spole¢nosti Bristol-Myers
Squibb (dale jen ,Zadavatel*). STUDIE bude
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referred to individually as a “Party” or collectively as
the “Parties”.

The Parties in a connection with the CLINICAL TRIAL
AGREEMENT (the “CTA”) concluded in connection
with the STUDY between the Institution, and
Pharmaceutical Research Associates CZ, s.r.o.,
located at Praha 7, Jankovcova 1569/2c, Post Code: 170
00, Czech Republic acting as an independent contractor
for the Bristol-Myers Squibb located at Chaussée de la
Hulpe 185, 1170 Bruxelles, Belgium, and | | .
an employee of the Institution acting within the scope of
his employment, located at Socialni péce 3316/21A, 401
13 Usti nad Labem, Czech Republic (“Investigator”)
agree as follows:

1. In order to perform its obligations under the CTA,
Institution requires certain Equipment (as defined
below) and which has Sponsor agreed to provide it,
itself or through a representative, under the terms
and conditions of this Loan Agreement.

2. The Sponsor shall provide to the Institution, at no
charge, the following equipment (the “Equipment”)
for the performance of the STUDY at the Study Site
only and the following Equipment will be returned
at the end of the Study according to this Agreement:

Notebook

Samsung Galaxy E5

or, depending on the availability

Bluebird Handheld Device

Institution shall sign on the acknowledgement of
delivery upon receipt of the Equipment.

The Sponsor shall be responsible for ensuring that
the Equipment, including any software installed, is
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provadéna Krajskou zdravotni, a.s., se sidlem
Socialni péce 3316/21A, 401 13 Usti nad Labem,
Ceska republika (dale jen ,,Centrum Klinického
hodnoceni*). PRA a Zdravotnické zatfizeni mohou
byt dale jednotlivé oznaGovany jako ,.Smluvni
strana‘“ anebo spoleéné jako ,,Smluvni strany”.

Smluvni strany se v souvislosti se SMLOUVOU O
KLINICKEM HODNOCENI (dale jen ,,Smlouva o
KH*) uzavienou v souvislosti se STUDII mezi
Zdravotnickym zafizenim, a Pharmaceutical
Research Associates CZ, s.r.0., se sidlem Praha 7,
Jankovcova 1569/2¢c, PSC 170 00, Ceska
republika, jeZ jednd jako nezavisly kontraktor pro
Bristol-Myers Squibb, se sidlem Chaussée de la
Hulpe 185, 1170 Brusel, Belgie, a | GcHc
Zdravotnického zafizeni, jednajictho v rozsahu
svého zaméstnani, se sidlem Socialni péce
3316/21A, 401 13 Usti nad Labem, Ceska
republika (,,Zkousejici*) dohodly na nasledujicim:

Aby Zdravotnické zafizeni mohlo vykondvat své
povinnosti podle Smlouvy o KH, potiebuje
urcité vybaveni (definované nize), které se
Zadavatel zavazal poskytnout, sam  Ci
prostfednictvim zastupce, na zakladé ustanoveni
a podminek této Smlouvy o vyptjcce.

Zadavatel poskytne Zdravotnickému zafizeni
bezplatné nasledujici  vybaveni (dale jen
»Vybaveni“) pouze kprovedeni STUDIE
v Centru klinického hodnoceni, toto vybaveni
bude vraceno na konci studie vsouladu se
Smlouvou:

Notebook

Samsung Galaxy E5

nebo, s ohledem na dostupnost

Bluebird Handheld Device
Zdravotnické zafizeni podepiSe pii prevzeti
Vybaveni potvrzeni o doruceni.

Zadavatel je povinen zajistit, aby Vybaveni,
véetné jakéhokoli nainstalovaného softwaru, bylo
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compliant with applicable laws and regulations. vsouladu splatnymi pravnimi pfedpisy a
nafizenimi.

Within 24 hours from the delivery of the Equipment,
the Institution will notify PRA of any defects that
prevent its proper use for the conduct of the
STUDY. In such case, PRA shall verify such defects
and provide Institution with a new Equipment.

The Sponsor thru PRA will pass to the Institution
documents relating to the Equipment and relating to
the legal requirements for their operation. These are
the Declaration of Conformity or the CE Certificate,
the operating instructions or manual in the Czech
language in written form, the Traineeship Training
Protocol (together with the commission of the
responsible person for further retraining) and if the
initial measurements were done (calibration,
validation, other type of measurement) respective
Protocol and documents corresponding to the
requirements of the Metrology Act.

Institution represents that it will and that it will cause
the Investigator and the authorized Study Site’s
personnel involved in the conduct of the STUDY
(the “Study Team”™), to:

a. only use the Equipment for the conduct of the
STUDY at the Study Site in full compliance
with the provisions of the CTA the
PROTOCOL, this Agreement and for no other
purpose and to ensure the Equipment shall be
exclusively used by the Study Team;

b. thoroughly familiarize itself and the Study
Team with the technical details, safety features
and functions of the Equipment; and

c. use the Equipment, according to its
technical capacities and specifications at all
times.

d. provide at all times a safe storage for the
Equipment until its return to Sponsor or until
the termination of this Loan Agreement and
shall take all the necessary precautions in order
to ensure its safety.

Do 24 hodin od doruceni Vybaveni oznami
Zdravotnické zafizeni PRA  veskeré vady
Vybaveni, které zabranuji jeho spravnému vyuziti
k provedeni STUDIE. V takovém piipadé PRA
tyto vady provéii a Zdravotnickému zafizeni
poskytne nové Vybaveni.

Zadavatel prostfednictvim PRA preda
Zdravotnickému zafizeni doklady, které se
vztahuji k Vybaveni a tykaji se zakonnych
pozadavki pro jejich provoz. Témi jsou prohlaseni
o shodé nebo CE certifikat, navod k obsluze v
Ceském jazyce v pisemné podobé, protokol o
zaSkoleni  obsluhy  (spolu s  povéfenim
odpovédného pracovnika k dalsimu preskolovani)
a pokud byla provedena vstupni méteni (kalibrace,
validace, jiny typ méfeni), pfislusny protokol a
doklady odpovidajici pozadavkim zdkona o
metrologii.

3. Zdravotnické zatizeni prohlasuje, Ze zajisti, aby
ono samo i ZkouSejici a povefeni pracovnici
Centra klinického hodnoceni zapojeni do
provadéni STUDIE (dale jen ,,Tym Studie®):

a. pouzivali Vybaveni pouze pro ucely
STUDIE v Centru klinického hodnoceni
v pIlném souladu s podminkami Smlouvy o
KH, PROTOKOLU, touto Smlouvou a
nikoliv pro jiny ucel, a aby =zajistili, Ze
Vybaveni bude pouzivat vyhradné Tym
Studie;

b. aby se Zdravotnické zafizeni i Tym Studie
peclivé obezndmil s technickymi udaji,
bezpecnostnimi  prvky a  funkcemi
Vybaveni; a

c. vzdy pouZivali Vybaveni v souladu s jeho
technickymi moZnostmi a parametry;

d. az do jeho navraceni Zadavateli nebo do
ukonéeni této Smlouvy o vypujcce
skladovali Vybaveni vzdy bezpecné a pfijali
veskera nezbytna opatfeni k zajiSténi jeho
bezpecnosti.

The Institution expressly agrees that it will not 4. Zdravotnické zafizeni vyslovné souhlasi, ze bez
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transfer the Equipment or make it available to any pisemného  souhlasu  Zadavatele nepieda

third party under any circumstances without the
Sponsor’s prior written approval.

. The Institution has no right to modify in any way the
Equipment and no repairs of the Equipment will be
made without Sponsor’s prior written approval.
Sponsor will use reasonable care to maintain such
Equipment while in possession of the Institution,
provided that Sponsor shall be responsible for
maintenance and repair costs due to normal wear and
tear.

The Sponsor will cover any consumables and
reagents associated with the use of the Equipment at
its own expense.

Institution shall immediately notify PRA or in
writing in case of Equipment’s malfunctions.

If the Equipment is lost, damaged or destroyed,
Institution will immediately notify PRA in writing,
or its representative, In the event that Equipment is
lost, damaged (exceeding normal wear and tear) or
destroyed whilst in Institution possession or control
for, included but not limited to, incorrect storage,
incorrect or inappropriate usage or non compliance
with any term of this Agreement or instruction of
Sponsor or the manufacturer, Institution shall be
liable for the cost of repair or replacement of the
affected Equipment.

The Institution is obliged to allow the PRA to access
the Study Site for the purpose of performing an
inspection to ensure the Equipment is used in
accordance with the provisions of this Loan
Agreement, the CTA, and the PROTOCOL.

Institution acknowledges and agrees that the
Equipment is and shall remain exclusive and sole
property of the Sponsor or Sponsor’s representative,
as applicable. Institution, at Sponsor’s expense, will
return the Equipment to Sponsor within fifteen (15)
days of Sponsor’s written request or upon
termination of this Loan Agreement or the
completion of the STUDY. Sponsor has the right to
request return of the Equipment for any reason at
any time, including prior to the termination of the
STUDY, pursuant to the terms of this Loan
Agreement or any applicable law, rule or regulation.

Vybaveni ani neumoZni za Zadnych okolnosti
jakékoli tfeti stran¢ vyuzivat Vybaveni.

5. Zdravotnické zafizeni neni opravnéno jakkoli
upravovat Vybaveni, a Zadné opravy Vybaveni
nelze provadét bez predchoziho pisemného
souhlasu Zadavatele. Zadavatel zajisti
pfiméfenou udrzbu tohoto Vybaveni po dobu,
kdy ho mé vdrzbé Zdravotnické zafizeni, a
ponese néklady za udrzbu a opravy v disledku
bézného opotiebeni.

Zadavatel bude hradit na své naklady pfipadny

spotfebni material a reagencie spojené s
pouZivanim Vybaveni.
6. Zdravotnické zatfizeni neprodlen¢ pisemné

vyrozumi PRA o ptipadné poruse Vybaveni.

7. V ptipadé ztraty, posSkozeni nebo zni¢eni Vybaveni
0 tom Zdravotni zafizeni neprodlené pisemné
vyrozumi PRA a nebo jeho zastupce. V ptipadé
ztraty, poSkozeni (ve€tSim nez pii béZném
opottebeni) nebo zniceni Vybaveni, zatimco je v
drzbé¢ nebo pod kontrolou Zdravotnického
zafizeni, vCetné, avSak nikoli pouze nespravného
uloZeni, nespravného ¢i nevhodného pouziti nebo
nerespektovani kterékoli podminky této Smlouvy
nebo pokynti Zadavatele nebo vyrobce, bude
Zdravotnické zatizeni odpovédné za naklady za
opravu nebo nahradu daného Vybaveni.

8.  Zdravotnické zafizeni se zavazuje umoZnit PRA
ptistup do Centra klinického hodnoceni za
ucelem kontroly, zda je Vybaveni uzivano

vsouladu spodminkami této Smlouvy o
vyplijéce, Smlouvou o provedeni KH a
PROTOKOLEM.

9. Zdravotnické zafizeni uznava a souhlasi s tim, ze
Vybaveni je a zistane vyhradnim a vyluénym
majetkem Zadavatele nebo pripadné
Zadavatelova zastupce. Zdravotnické zafizeni na
néklady Zadavatele vrati Vybaveni Zadavateli do
patnacti (15) dnti od obdrzeni pisemné zadosti od
Zadavatele, nebo po ukonéeni platnosti této
Smlouvy o vypidjéce ¢i ukonéeni STUDIE.
Zadavatel ma pravo vyZzadat si kdykoli a z
jakéhokoli divodu vraceni Vybaveni, véetn¢ jeho
vraceni pred ukonfenim STUDIE, v souladu s
podminkami této Smlouvy o vypljéce nebo
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10.

11.

12.

13.

PRA has the right to postpone any payments due
under the CTA until Institution returns the
Equipment.

This Loan Agreement has been drafted in English
and Czech languages. In case of any discrepancy or
contradiction between the different language
versions, the Czech language shall prevail. In case of
any discrepancy or contradiction regarding the
subject of this agreement and the terms of this Loan
Agreement, the terms of this Loan Agreement shall
prevail. Any disputes arising under this Agreement
will be discussed and decided by the competent
General Court of the Czech Republic. The
jurisdiction of arbitral tribunals is excluded.

This Loan Agreement is effective from its Effective
Date until expiry or termination of the CTA or
completion of the STUDY with anticipated end in
B his Loan Agreement may be
terminated by the Sponsor and Institution at any time
and for any reason upon written notification to
Institution delivered to other contractual party.

This Loan Agreement is executed in two copies, of
which each contracting Party shall receive one.

The Parties hereby acknowledge and agree that the
Institution is obliged to disclose this Contract and its
possible amendments in accordance with Act No.
340/2015 Coll., On the Register of Contracts.
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jakéhokoli pfrislusného zakona, pravidla nebo
piedpisu.

10. Tato Smlouva o vypUjéce byla vyhotovena v
anglickém a Ceském jazyce. V piipadé rozpord
nebo nesrovnalosti mezi anglickou a ceskou
jazykovou verzi ma piednost verze Ceska.
V ptipadé rozporti nebo nesrovnalosti ohledné
pfedmétu této smlouvy mezi podminkami
Smlouvy o KH a podminkami Smlouvy o
vypujéee, plati podminky Smlouvy o vypijcce.
Piipadné spory vzniklé ztéto smlouvy budou
projednany a rozhodnuty piislusnym obecnym
soudem Ceské republiky. P¥islusnost rozhodgich
soudd je vyloucena.

11. Tato Smlouva o vypujcce plati od Data G¢innosti

do uplynuti doby platnosti nebo zruseni Smlouvy

o KH, nebo do dokonfeni STUDIE

s predpokladanym terminem ukonceni

. Zadavatel a Zdravotnické zafizeni

mohou tuto Smlouvu o vypujéce kdykoli a z

jakéhokoli divodu vypovédét na zakladé

pisemného ozndmeni zaslaného druhé smluvni
stran€.

12. Smlouva o vypljéce je vyhotovena ve dvou
stejnopisech, z nichz kazda smluvni strana obdrzi
po jednom vyhotoveni.

13. Smluvni strany timto berou na védomi a souhlasi,
Ze Zdravotnické zafizeni je povinno zvefejnit tuto
smlouvu a jeji pifipadné dodatky v souladu se
zakonem ¢. 340/2015 Sb., o registru smluv.
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IN WITNESS WHEREOF, the Parties have entered NA DUKAZ TOHO Smluvni strany uzaviely tuto
into this Loan Agreement as of the Effective Date by Smiouvu o vypijéce ke dni uginnosti, prostiednictvim

their duly authorized representatives. svych zplnomocnénych zastupci.

PHARMACEUTICAL RESEARCH ASSOCIATES CZ,
S.R.O.

By/Zast:

Authorised Signatory / Podpis opravnéné osoby

Name/Jméno: || EEGzG
Title/ Funkce: |

Date/Datum:

KRAJSKA  ZDRAVOTNI, AS., MASARYKOVA
NEMOCNICE V USTI NAD LABEM, O.Z.

Zast/By:

Podpis opravnéné osoby / Authorised Signatory
Name/Jméno: Ing. Petr Fiala

Title/Funkce: Executive Director / Jednatel

Date/Datum:




