PARTICIPATING SITE AGREEMENT

This Participating Site Agreement
(“Agreement”) is by and between IQVIA RDS
Switzerland Sarl, an IQVIA’s company,
located at Route de Pallatex 29, 1162 St-Prex,
Switzerland (“Company”), and Narodny ustav
detskych chordb (“Site”) with an address
Limbova 1, 833 40 Bratislava and Dr. Anna
Hlavata, PhD., MPH with an address at M.
Bella 4, 811 06, Slovakia (“Investigator™).

1. Conduct of the Study. Company is
managing the study entitled “THE ALPHA-
MANNOSIDOSIS REGISTRY: A multi-
centre, multi-country, non-interventional,
prospective cohort, in alpha-mannosidosis
patients” (“Study”) and entering into this
Agreement in its own name , representing the
interests of CHIESI Farmaceutici S.p.A, Via
Palermo  26/A, 43122 Parma  (Italy)
(“SPONSOR™). Site will ensure that the
Investigator and all Study personnel will
perform the Study in accordance with the Study
protocol  number = CLI-LMZYMAAI1-12
(including any subsequent amendments),
attached hereto as Exhibit A (“Protocol™) and
incorporated herein by reference. Site and
Investigator will ensure that all data provided is
accurate and complete. The parties will comply
with all applicable laws and regulations relating
to the conduct of the Study, including those
related to the conduect of clinical research, data
privacy, safety reporting, financial disclosure,
conflict of interest, patient safety, anti-bribery
and anti-corruption (“Applicable Law”). Site
also will maintain any licenses, permits or
registrations required to perform the Study.

ZMLUVA SO ZI’J(”:ASQIENYM
PRACOVISKOM SKUSANIA

Tato zmluva so zGCastnenym pracoviskom
skigania (d’alej len ,,zmluva®) sa uzatvara medzi
IQVIA RDS Switzerland Sarl, clenom skupiny
spoloénosti IQVIA, so sidlom na adrese Route
de Pallatex 29, 1162 St-Prex, Svajéiarsko (dalej
len ,,spolofnost™) a Narodny ustav detskych
chordb, (dalej len ,pracovisko skisania®) s
adresou Limbova 1, 833 40 Bratislava a
MUDr. Anna Hlavata, PhD., MPH

| (d'alej len ,.skdsajiici®).

1. Vykondvanie skii8ania. Spolo¢nost riadi
skiidanie s nazvom LREGISTER
PACIENTOV S ALFA-MANOZIDOZOU:
multicentrické, medzinarodné,
neintervenéné, prospektivne  sledovanie
pacientov s alfa-manozidézou“ (dalej len
,.skii§anie*) a uzatvara tito zmluvu vo vlastnom
mene, priom zastupuje zaujmy spolocnosti
CHIESI Farmaceutici S.p.A, Via Palermo
26/A, 43122 Parma (Taliansko) (DALEJ LEN
JZADAVATED®).  Pracovisko  sktifania
zabezpeli, aby skusajici a vSetok personal
ski§ania vykonavali sk(Sanie v sulade s
protokolom skusania ¢islo CLI-LMZYMAAI1-
12 (vratane vsetkych jeho neskor§ich dodatkov)
pripojenym k tomuto dokumentu ako Priloha A
(d’alej len ,,protokol”), ktory sa tymto stava
neoddelitelnou  sucastou  tejto  zmluvy.
Pracovisko skii$ania a ski$ajlici zabezpecia, aby
vietky poskytnuté tdaje boli presné a uplné.
Zmluvné strany dodrzia vietky prisluéné pravne
predpisy tykajiice sa vykonavania skiiSania,
vratane tych, ktoré sa tykaju vykonavania
klinického vyskumu, ochrany osobnych udajov,
podévania hlaseni o bezpecnosti, zverejtiovania
finanénych informdcii, konfliktu zaujmov,
bezpecnosti pacientov, boja proti Uplatkarstvu a
boja proti korupcii (dalej len ,platné pravne
predpisy*). Pracovisko skdSania bude tiez
udrziavat’ v platnosti vSetky licencie, povolenia
alebo registracie potrebné na vykonédvanie
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2. Investigator. The Study will be
conducted at Site’s premises under the direction
of Investigator. Investigator will supervise and
conduct the Study according to this Agreement,
the Protocol, and Applicable Law. Investigator
is responsible for the conduct of the Study at Site
and for supervising any individual or party to
whom the Investigator delegates Study-related
duties and functions. If the Investigator and Site
retain the services of any individual or party to
perform Study-related duties and functions, the
Site and Investigator shall ensure this individual or
party is qualified to perform those Study-related
duties and functions and shall implement
procedures to ensure the integrity of the trial-
related duties and functions performed and any
data generated. The Sponsor shall be the data
controller for personal data processed in relation
with the Study and this Agreement, except that,
if Company deals with any personal data under
this Agreement in the manner of a data
controller, Company shall be the data controller
of such personal data to the extent of such
dealings. Investigator declares that his/her
curriculum vitae is accurate and acknowledges
that Company has legitimate interests to process
personal data and may store such information for
future research studies, and may share the
curriculum vitae and personal information with
its affiliates, Sponsor, Sponsor’s affiliates and
regulatory agencies worldwide, for the purpose
of conducting this Study.

3. Compensation.

A. Payment Terms. Company will
pay the party designated as Payee in accordance
with Exhibit B, for satisfactory completion of all
Study-related obligations hereunder. No costs or
expenses related to any medical treatment of
Study subjects (the “Subjects”) will be paid.

skiifania.

2. Skuisajici. Skusanie sa bude vykondvat
v priestoroch pracoviska skii$ania pod vedenim
skaSajuceho. Sku3ajuci bude dohliadat na
skiSanie a vykonavat ho v sulade s touto
zmluvou, protokolom a platnymi pravnymi
predpismi. Skasajici je zodpovedny za vykonanie
sktiSania na pracovisku skugania a za dohlad nad
kaZdou osobou alebo stranou, ktorej skusajici
prideli povinnosti a funkcie stivisiace so sktianim.
Ak si skusajuci a pracovisko skusania zaobstaraju
na plnenie povinnosti a funkcii stvisiacich so
sktiSanim sluzby nejakej inej osoby alebo strany,
musia zabezpedit, aby tito osoba alebo strana mala
kvalifikdciu na plnenie takychto povinnosti a
funkcii stivisiacich so skiiSanim a zaviest’ postupy,
ktorymi zaistia integritu vykonavanych povinnosti
a funkcii sfivisiacich so skiifanim a vSetkych
vytvorenych udajov. Prevadzkovatel'om
osobnych Udajov spracovavanych v stvislosti so
skii§anim a touto zmluvou je zadavatel’ okrem
pripadov, kedy spolo¢nost zaobchadza s
akymikol'vek osobnymi wdajmi podla tejto
zmluvy sposobom, aky prinalezi
prevadzkovatelovi ~ adajov.  Vtedy  sa
prevadzkovatelom tychto osobnych udajov
stiva  spolocnost v  rozsahu takéhoto
zaobchddzania s nimi. SkaSajici vyhlasuje, Ze
jeho Zivotopis je presny a spravny a potvrdzuje,
Ze  zaujmy spolofnosti na spracovavani
osobnych udajov st oprdvnené a spoloCnost
moZe takéto uidaje uchovévat’ na Géely budticich
skdSani a odovzdavat’ Zivotopis a osobné tidaje
svojim dcérskym spolo€nostiam, zadavatel'ovi,
dcérskym  spoloCnostiam  zadavatela a
kontrolnym uradom na celom svete na ucely
vykonania tohto skii§ania.

3. Odmena.

A. Platobné podmienky. Spolo¢nost’
uhradi zmluvnej strane uvedenej ako prijemca
platieb v Prilohe B odmenu za uspokojivé
splnenie vSetkych zavdzkov suvisiacich so
skuanim podla tejto zmluvy. Nebudi sa
uhradzat’ Ziadne naklady ani vydavky stvisiace
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Neither Site nor Investigator will pay another
physician to refer Subjects to the Study. Site and
Investigator will comply with all applicable
disclosure obligations relating to compensation
as may be required by Sponsor or any institution,
medical committee or other medical or scientific
organization affiliated with Site or Investigator.

B. Anti-Corruption/Anti-Fraud. Site
and Investigator agree that the compensation
provided (i) constitutes the fair market value and
fair compensation for the services rendered in
light of their expertise; (ii) is not an inducement
to, or in return for, the past, present or future
prescribing, purchasing, recommending, using,
obtaining preferential formulary status, or
dispensing any Sponsor product or in any way
contingent or dependent upon any such activity;
and, (iii) will not affect Site’s or Investigator’s
Judgment with respect to the advice and care of
each Subject. Site and Investigator agree they
will not directly or indirectly pay, induce, or
offer items of value for the purpose of (a)
inducing such person or entity to do or omit to
do any act in violation of their lawful duty; (b)
securing any improper advantage; or (c)
inducing such person or entity to use influence
with the government or instrumentality thereof
to affect or influence any act or decision of the
government or instrumentality.

4, Institutional Review Board (“IRB™)
Approval. Company will obtain the necessary
approvals (or waivers of approval) from the
applicable IRB(s) before starting the Study, and
will provide Company with copies of such
approvals/waivers upon request. If Company is

s lekdrskym oSetrenim a lieCbou subjektov
skidania (d’alej len ,subjekty skaSania®).
Pracovisko skugania ani skii$ajuci nebudu platit’
inym lekdrom za odporilanie subjektov do
skugania. Pracovisko skuSania a skuSajuci
dodrzia vsetky prislu§né povinnosti zverejnenia
tykajuce sa prijatej odmeny, ktoré moéZe
pozadovat  zadavatel  alebo  akékolvek
zdravotnicke zariadenie, lekdrska komisia alebo
ina lekarska alebo vedecka organizécia spojena
s pracoviskom skugania alebo skusajicim.

B. Ustanovenia _namierené proti
korupcii/podvodom Pracovisko skuSania a
skti¥ajuci sthlasia s tym, ze poskytnutd odmena
(i) predstavuje primerant trhovii hodnotu a
primerand odmenu za poskytované sluzby
vzhladom na ich odborné znalosti; (ii) nema
podnecovat’ alebo byt" odplatou za minulé,
stfasné alebo budice predpisovanie, nakup,
odporucanie, pouZivanie, ziskanie
preferenéného postavenia v liekopise alebo
vydaj akéhokol'vek produktu zadavatel’a, ani nie
je Ziadnym spdsobom podmienena &i zavisla od
akejkol'vek takejto &innosti; (iii) nebude mat’
vplyv na tusudok pracoviska skusania alebo
skiSajuceho v suvislosti s poradenstvom a
starostlivostou poskytovanou kazdému subjektu
skiisania. Pracovisko skdSania a skuSajuci sa
zavizuju, Ze nebudd priamo ani nepriamo platit’,
nedaji podnet na poskytnutie ani nebudu
ponikat’ hodnotné veci na cely (a) nabadania
takejto fyzickej alebo pravnickej osoby na
konanie alebo nekonanie v rozpore s jej
zdkonnymi povinnostami; (b) zabezpecenia si
akejkoPvek neopravnenej vyhody; alebo (¢)
nabadania takejto fyzickej alebo pravnicke]
osoby, aby ovplyvnila nejaky tkon alebo
rozhodnutie §tatneho dradu alebo iného organu
viady.

4. Schvélenie etickou komisiou.
Spolocnost’ ziska potrebné schvilenia (alebo
vynimky zo schvélenia) od prislusnych etickych
komisii pred zafatim skdSania a na poZiadanie
poskytnu spolocnosti képie takychto schvéleni
alebo vynimiek. Ak je za ziskanie takychto
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responsible for obtaining such approvals, then
Site and Investigator will provide assistance to
Company.

5. Informed Consent. Investigator will
obtain an informed consent form (“ICF”) from
each Subject prior to the Subject’s participation
in the Study. Investigator will ensure that the
form ICF was approved by the Company,
Sponsor and IRB before use.

6. Inspections/Audits of Site. Company,
Sponsor and their agents or affiliates may visit
Site during normal business hours to monitor the
Study and compliance with this Agreement and
the Protocol. Site will be notified prior to any
such visit and will provide assistance and
cooperation. The auditor will maintain the
confidentiality of all records viewed. Site also
will cooperate with all regulatory audits or
inspections and will notify Company promptly
after receiving any inquiries, correspondence or
communications to or from any governmental or
regulatory authority relating to the Study.

7. Confidentiality. All materials, data, and

reports generated in the conduct of the Study, as
well as intellectual property of Company and

Sponsor, is confidential information
(“Confidential Information™) and is the property
of Company or Sponsor, as applicable. All
medical records and other source documents
maintained by Site shall remain the property of
Site. Site will keep the Confidential Information
confidential and disclose it only to its employees
involved in conducting the Study on a need-to-
know basis. These confidentiality obligations
will continue until seven (7) years after
completion of the Study, but will not apply to
information to the extent that it: (i) is or becomes
publicly available through no fault of Site; (ii) is
disclosed to Site by a third party not subject to
any obligation of confidentiality; (iii) must be
disclosed to IRBs; (iv) is permitted to be

schvaleni zodpovedna spolo&nost, pracovisko
skuSania alebo skaajici poskytnu spolo&nosti
spolupracu.

5. Informovany suhlas. SkuSajici ziska
informovany sthlas (,,ICF“) od kazdého
subjektu pred jeho udastou na skdsani.
Skusajuci zabezpedi, aby ICF pred pouzitim

schvalila spolognost, zaddvatel a eticka
komisia.
6. InSpekcie/audity pracoviska skuania.

Spolo¢nost’, zadavatel’ a ich zastupcovia alebo
dcérske spoloénosti méZzu navstivit’ pracovisko
skuiSania po€as beznych pracovnych hodin, aby
dohliadali na skaSanie a dodrZiavanie tejto
zmluvy a protokolu. Pracovisko skusania
dostane pred kazdou takou navstevou pisomnt
informdciu a poskytne pri nej pomoc a
spolupracu.  Auditor zachovd  dovernost
vSetkych prezeranych zaznamov. Pracovisko
skusania bude tiez spolupracovat’ pri vietkych
auditoch alebo inSpekciach kontrolnych tradov
a bude okamzite informovat spolocnost o
prevzati akychkol'vek otazok, kore$pondencie
alebo ozndmeni akychkolvek vladnych alebo
kontrolnych uradov v stvislosti so skisanim.

7. Doévernost. Vsetky materialy, udaje a
spravy vytvorené pri vykondvani skasania, ako
aj dulevné vlastnictvo spolo¢nosti a zadavatela,
su dévernymi informaciami (d’alej len ,,d6verné
informécie”) a st vlastnictvom spoloénosti
alebo zadéavatela, podl'a toho, o ktory pripad ide.
Vsetky zdravotné zaznamy a iné zdrojové
dokumenty uchovdvané pracoviskom sktiSania
zostavajii  vlastnictvom pracoviska skusania.
Pracovisko skdSania bude uchovavat doverné
informécie v utajeni a odovzda ich len svojim
zamestnancom zapojenym do vykonavania
skt8ania tak, aby kazdy zamestnanec dostal len
tie informacie, ktoré potrebuje. Tieto povinnosti
zachovania ddvernosti zostavaju v platnosti do
uplynutia siedmich (7) rokov od dokoncenia
sluzieb, nevztahujii sa viak na informacie v tom
rozsahu, v ktorom: (i) st alebo sa stan( verejne
pristupnymi bez zavinenia pracoviska skuSania;
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disclosed under an ICF; or, (v) is required to be
disclosed by Applicable Law, including to report

public health/safety information. Site will notify-

Company immediately in the event of a request
for or disclosure of Confidential Information not
permitted by this paragraph. Site will process
personal data as necessary to perform the
obligations hereunder, and such processing shall
be in accordance with this Agreement and all
applicable privacy and data protection laws and
regulations. Site shall notify Company of any
improper  disclosures of personal data
immediately.

8. Publications. At least sixty (60) days
prior to submitting or presenting a manuscript or
other material relating to the Study to a
publisher, reviewer or other outside person, Site
will provide to Company and Sponsor a copy of
all such material, and allow Company and
Sponsor forty-five (45) days to review and
comment on them. If requested, Site will remove
any Confidential Information (excluding Study
results) before submitting or presenting the
manuscript. Neither party may use the other
party’s name, or Sponsor’s name, in connection
with any advertising, publication or promotion
without the other party’s, or Sponsor’s, prior
written permission.

Data form individual study sites must not be
published separately, or the Sponsor need to me
informed in advance and received a copy of the
comunication.

9. Term and Termination. This Agreement
becomes valid on day of signing by all parties

(ii) ich pracovisku skuSania odovzdd tretia
strana, ktora nepodlicha Ziadnej povinnosti
zachovania ich d6vernosti; (iii) sa musia
odovzdatf etickym  komisidm; (iv) ich
odovzdanie povoluje ICF; alebo (v) ich
odovzdanie poZaduji platné pravne predpisy,
vratane oznamovacich povinnosti tykajicich sa
verejného zdravia alebo bezpeténosti. V pripade
Ziadosti o odovzdanie dévernych informacii
alebo ich odovzdania, ktoré nie je podla tohto
odseku povolené, bude pracovisko skiiSania
okamzZite informovat spoloénost. Pracovisko
skiisania bude spracovavat’ osobné tidaje podla
potreby na splnenie povinnosti vyplyvajticich z
tejto zmluvy a takéto spracovanie musi byt v
stlade s touto zmluvou a vSetkymi prisluSnymi
zdkonmi a predpismi o ochrane stkromia a
tdajov. Pracovisko skd$ania bude spolo¢nost’
okamZite  informovat o  akomkol'vek
neopravnenom odovzdani osobnych udajov.

8. Publikécie. Najmenej Sest'desiat (60) dni
pred podanim rukopisu alebo iného materidlu
tykajiiceho sa ski§ania do tlaée alebo pred jeho
prezentovanim  vydavatelovi, recenzentovi
alebo inej tretej strane, poskytne pracovisko
skiSania spolo€nosti a zaddvatelovi kopiu
vietkych takychto materidlov a da spoloCnosti a
zadavatelovi Styridsatpat’ (45) dni na ich
posidenie a pripomienkovanie. Pred odoslanim
alebo prezentovanim rukopisu pracovisko
sktiSania na poZiadanie odstrani vSetky ddverné
informacie (okrem vysledkov skugania). Ziadna
zo zmluvnych stran nesmie pouzit’ meno (ndzov)
druhej strany alebo meno (ndzov) zadavatel'a v
stivislosti s akoukoFvek reklamou, publikaciou
alebo propagaciou bez predchadzajuceho
pisomného suhlasu druhej zmluvnej strany alebo
zadévaterla.

Udaje z jednotlivych pracovisk skugania nesmu
byt zverejriované osobitne, v inom pripade je
potrebné aby bol Zadavatel’ informovany vopred
a dostal képiu oznamenia.

9. Doba platnosti _a _vypovedanie. Této
zmluva nadobutda platnost’ diiom jej podpisania
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and becomes effective the day after publishing it
in the Central register of contracts (“Effective
Date™) and will continue until completion or
termination of the Study. Company and/or
Sponsor may terminate this Agreement
immediately upon written notice to Site if
Sponsor cancels the Study. Company and/or
Sponsor may terminate this Agreement without
cause upon seven (7) days written notice to Site.
Either party may terminate this Agreement for
material breach, upon thirty (30) days written
notice to the other party. In case of termination
under this Section 9, Company shall pay the Site
for all activities performed in accordance with
this Agreement, and reasonable non-cancelable
costs incurred until the effective date of such
termination and the Site shall refund to
Company any excess payments with respect to
activities not performed or completed until the
effective date of termination.

10.  Mutual Exclusion for Consequential
Damages. Neither party shall be responsible for
any lost profits, lost business, lost opportunities,
or any punitive, incidental, indirect or
consequential damages.

11.  Debarment. Site represents that neither
Investigator nor its staff and personnel involved
in the Study have ever been debarred,
disqualified or suspended by the FDA or other
regulatory body, nor have debarment,
disqualification or suspension proceedings been
commenced. During the term of this Agreement,
Site will not employ or otherwise engage any
individual to perform Study services who has
been debarred, disqualified or suspended as
described in this paragraph. Investigator
represents that he/she is in good standing under
all applicable medical associations.

vietkymi zmluvnymi stranami a nadobuda
Gcinnost’ diiom nasledujiicim po jej zverejneni v
Centralnom registri zmluv (d’alej len ,,datum
ucinnosti*) a zostdva platnd aZ do dokonéenia
alebo  predCasného  ukoncenia  skuSania.
Spoloénost’ alebo zadavatel mozu tito zmluvu s
okamZzitou tcinnostou vypovedat pisomnou
vypoved’'ou adresovanou pracovisku skusania,
ak zadavatel' sk(ganie zrusi. Spolo€nost alebo
zadavatel mézu tito zmluvu vypovedat bez
uvedenia dbévodu pisomnou vypovedou so
sedem (7) dfiovou vypovednou lehotou
adresovanou pracovisku skuSania. Ktorakolvek
zo zmluvnych strdan moéze tato zmluvu
vypovedat z dovodu zavazného porusenia
pisomnou vypoved'ou s tridsat (30) diiovou
vypovednou lehotou adresovanou druhej
zmluvnej strane. V pripade vypovedania podla
tohto &lanku 9 spolocnost’ uhradi pracovisku
skuSania vSetky Cinnosti vykonané v silade s
touto zmluvou a primerané neodvolatelné
naklady, ktoré vznikli do datumu acinnosti
takéhoto vypovedania, a pracovisko skiiSania
vrati spolodnosti vietky prevySujuce uhrady
tykajice sa Cinnosti, ktoré sa nevykonali alebo
nedokonéili do datumu G¢innosti vypovedania.

10.  Vzijomné vylicenie naslednych $kod.
Ziadna zo zmluvnych stran nezodpoveda za usly
zisk, u8ly obchod, stratu prileZitosti ani za
akékol'vek Skody sank¢éného charakteru,
nahodné, nepriame alebo nasledné skody.

1.  Vyldéenie. Pracovisko skuSania
vyhlasuje, Z¢ Urad pre potraviny a lieky
Spojenych Statov americkych (FDA) alebo iny
kontrolny urad nikdy nevylugil,
nediskvalifikoval ani nepozastavil cinnost
skuSajuceho ani jeho pracovnikov a persondlu
zapojeného do skiSania ani sa nezacalo konanie
o ich vylugeni, diskvalifikacii alebo pozastaveni
¢innosti. Podas platnosti tejto zmluvy nebude
pracovisko skiSania zamestndvat' ani inak
zapdjat’ do vykondvania sluzieb skuSania Ziadnu
osobu, ktora bola vylicena, diskvalifikovana
alebo ktorej €innost’ bola pozastavena, ako sa
uvadza v tomto odseku. Skdsajtci prehlasuje, Ze
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12.  Independent Contractors. Site is an
independent contractor and will not be
considered the partner, agent, employee or
representative of Company or Sponsor, and
neither Company nor Sponsor will be
responsible for any employment-related taxes,
benefits or insurance. Site will not have
authority to make agreements with third parties
that purport to bind Company or Sponsor.

13.  Transparency. Investigator and Site
acknowledge that the Sponsor or the Company,
as applicable, may disclose the terms of this
Agreement, and/or the total compensation (fees
and expenses) payable or paid in accordance
with this Agreement, as required by Applicable
Law. The Site and Investigator agree to
reasonably cooperate with the Sponsor or
Company, as applicable, in providing required
information to comply with disclosure
requirements associated with this Agreement.

14.  Third Party Beneficiary. Site expressly
agrees that Sponsor is a third-party beneficiary
to the Agreement and may enforce its rights
under the Agreement. Each party to this
Agreement acknowledges that except for the
Sponsor, there are no third party beneficiaries
with any rights to enforce any of the provisions
of this Agreement.

15. Miscellaneous. This Agreement constitutes
the complete agreement between the parties and
replaces all other written and oral agreements
relating to the Study. No amendments or
modifications to this Agreement will be valid
unless agreed to in writing by all parties. Failure
to enforce any term of this Agreement will not
constitute a waiver of such term. If any part of

si riadne plIni povinnosti vo vetkych prislusnych
lekarskych zdruZeniach a asocidciach.

12.  Nezévisli doddvatelia. ~ Pracovisko
skdi$ania je nezdvislym doddvatelom a nebude
sa povaZovat za  partnera,  zastupcu,
zamestnanca alebo predstavitel'a spoloCnosti
alebo zaddvatela a spolocnost’ ani zaddvatel
nebudu zodpovedat’ za akékol'vek
zamestnanecké dane, vyhody alebo poistenie.
Pracovisko skiSania nebude mat’ oprdvnenie
uzatvarat zmluvy s tretimi stranami, ktorych
cielom je zaviazat’ spolo€nost alebo zaddvatela.

13.  Transparentnost. Skusajuci a pracovisko
skigania berd na vedomie, Ze zaddvatel alebo
spolo¢nost moézu podla potreby zverejnit
podmienky tejto a zmluvy celkova vysku
odmeny (poplatkov a vydavkov) splatnej alebo
zaplatenej v stilade s touto zmluvou, ak to
vyzaduju platné pravne predpisy. Pracovisko
skuSania a skaSajici sa zavdzuju primerane
spolupracovatt  so  zadavatelom  alebo
spolo¢nostou pri poskytovani pozadovanych
informacii tak, aby splnili poZiadavky na
zverejiiovanie informacii sdvisiace s touto
zmluvou.

14.  Opravnena tretia strana. Pracovisko
skniania vyslovne suhlasi s tym, ze zadavatel je
opravnenou tretou stranou tejto zmluvy a moze
si uplatnit’ svoje prdva podla tejto zmluvy.
Vsetky zmluvné strany tejto zmluvy uznavaju,
Zze s vynimkou zadavatela neexistujii Ziadne
opravneng tretie strany s pravami na vymahanie
dodrziavania ustanoveni tejto zmluvy.

15. Ostatné dojednania. Tato zmluva predstavuje
Gplni dohodu medzi zmluvnymi stranami a
nahradza vietky d’al§ie pisomné a ustne dohody
tykajtice sa skigania. Ziadne zmeny a dodatky k
tejto zmluve nebudi platné, pokial’ sa na nich
vSetky zmluvné strany nedohodnl pisomne.
Neuplatnenie ktoréhokol'vek z ustanoveni tejto
zmluvy nepredstavuje zrieknutie sa tohto
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this Agreement is found to be unenforceable, it
will be reformed to the extent possible, and the
rest of this Agreement will remain in effect. This
Agreement will be interpreted under the laws of
the country in which Site is located. This
Agreement will be binding upon the parties and
their successors and assigns. Site will not assign
or transfer any rights or obligations under this
Agreement without the written consent of
Company. Upon Sponsor’s request, Company
may assign this Agreement to Sponsor or to a
third party, provided, that Site will be given
prompt notice of such assignment. Sections 6
through 10, and 13-15 shall survive expiration or
termination of this Agreement.

This Agreement is made in three copies, one for
each party, bilingually in Slovak and English,
which are equivalent. In case of doubt about the
interpretation, the Slovak version shall be
prevail.

In the event of a dispute between the parties the
competent court of the site will have jurisdiction
to settle it.

IN WITNESS WHEREOF, the parties
have executed this Agreement by their duly
authorized representatives as of the date set forth
below.

ustanovenia. Ak sa zisti, Ze niektord Gast’ tejto
zmluvy je nevymoZitelnd, v o najvicSom
rozsahu sa upravi a zostdvajica Cast tejto
zmluvy zostane platnd a G¢innd. Tato zmluva sa
bude vykladat podla pravnych predpisov
krajiny, v ktorej sidli pracovisko skdiania. Tato
zmluva bude pre zmluvné strany a ich ndstupcov
a postupnikov zavidznd. Pracovisko skuSania
nepostupi ani neprenesie na tretiu stranu Ziadne
zo svojich prav a povinnosti podl’a tejto zmluvy
bez predchadzajiiceho pisomného suhlasu
spolo¢nosti. Na Ziadost zadavatela moize
spoloénost’ postlpit’ tdto zmluvu zaddvatelovi
alebo tretej strane za predpokladu, Ze pracovisko
skiSania bude o takomto postipeni okamZite
informované. Clanky 6 a% 10 a 13 az 15
zostavaju v platnosti aj po uplynuti platnosti
alebo vypovedani tejto zmluvy.

Tato zmluva je vyhotovena v troch rovnopisoch,
pre kazdi zmluvni stranbu po jednom, a to
biligvalne v slovenskom a anglickom jazyku,
ktoré st rovnocenné. V pripad epochybnosti o
vyklade md prednost’ slovenskd verzia.

V pripade vzniku sporu medzi zmluvnymi
stranami je jeho rieSenie prislusny vSeobecny
sud pracoviska skisania.

NA ZNAK SUHLASU S VYSSIE
UVEDENYM zmluvné strany uzatvaraji tito
zmluvu prostrednictvom podpisov  svojich
riadne opravnenych zastupcov ku diu
uvedenému niZ3ie.
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IQVIA RDS SWITZERLAND SARL

Signatare: / Podpis:
Print Name: / Meno a priezvisko tlacenym pismom:

~von%oyj Szedlay

Title: / Funkcia: DIRECTOR
Date: / Datum: 12, 11. 700

SITE/PRACOV**™

Signatdre: / Podpis
Print Name: / Men,, ,, F D. -- mg. Peter Magét

Title: / Funkcia:Director/riaditel’

Date: / Datum: P I mOLOKA

INVESTIGATOR / SKUSAJUCI:

Signatdre: / Podpis:

Print'l ~ W £t oo ' WL Dr. Anna Hlavata, PhD., MPH
Title: / Funkcia: A L-/ S'r2H IC -
Date: Déatum: NZ. Zc'
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EXHIBIT A PRILOHA A

PROTOCOL PROTOKOL
[To be attached.] [pripojte k zmluve]
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EXHIBIT B
BUDGET & PAYMENT SCHEDULE

STUDY NAME: SPARKLE

A. PAYEE DETAILS
Site agrees that the payee designated below is the

proper payee for this Agreement, and that

payment under this Agreement to the payee
designated below will not violate any rules or
policies of the Site, will not violate applicable
national, state, or local laws or regulations, and
that payment under this Agreement will be made
only to the following payee (the “Payee”):

5 PRILOHA B ]
ROZPOCET A PLATOBNA SCHEMA

NAZOV SKUSANIA: SPARKLE

A. UDAJE O PRIJEMCOVI PLATIEB

Pracovisko skaSania potvrdzuje, Ze prijemca
platieb uvedeny niZSie je riadnym prijemcom
platieb podra tejto zmluvy a Ze platby podrla tejto
zmluvy prijemcovi platieb uvedenému niZSie
neporusia Ziadne pravidla alebo interné predpisy
pracoviska skinsania ani Ziadne platné narodné,
Statne alebo miestne pravne predpisy a Ze platby
podla tejto zmluvy sa budi poukazovat len
nasledujicemu  prijemcovi  platiecb  (dalej
»prijemca platieb™):

PAYEE NAME: Nar Ofiny ustav  detskych x{?&%‘?}zov Narodny ustav detskych
chordb chorob
PLATIEB:
Limbova 1 -
. AD i
PAYEE ADDRESS: | 833 40 Bratislava PR]']}E:%CU é;r;\gcz)vgrl rislay
Slovak Republic PLATIEB: atistavad
PAYEE EMAIL E-MAILOVA
ADDRESS ADRESA
PRIJEMCU
BANK NAME
PLATIEB
NAZOV BANKY
BANK ADDRESS
ADRESA BANKY
BANK ACCOUNT CISLO
NUMBER BANKOVEHO
IBAN NUMBER UcTy
SWIFT CODE / IBAN
BRANCH CODE SWIFT
KOD/KOD
POBOCKY
VAT/GST/TAX ID
NUMBER
DIC/IC DPH
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In case of changes in the Payee’s bank details, Site
is obliged to inform Company in writing bv
sending an email to:

Site shall contact its Company study team
member to provide signed documentation of
changes to payee’s bank details. Parties agree that
in case of changes in bank details which do not
involve a change of payee or change of country
location of bank account, no further amendments
are required.

Mailing address:

IQVIA RDS Slovakia s.r.o
Investigator payments EMEA
Professional Service Centre
Polus Tower 11, Vajnorska 100/B
831 04 Bratislava, Slovakia

If the Investigator is not the Payee, then the
Payee’s obligation to reimburse the Investigator,
if any, shall be determined by a separate
agreement between Investigator and Payee, or in
the internal directive to the payee,which may
involve different payment amounts and different
payment intervals than the payments made by
Company to the Payee. Investigator
acknowledges that if Investigator is not the Payee,
Company will not pay Investigator even if the
Payee fails to reimburse Investigator.

B. PAYMENT TERMS

Company, or a Company affiliate on behalf of
Company, will  reimburse the Payee
[QUARTERLY], in accordance with this
agreement and attached budget. Compensation

will be based upon completed Case Report Forms
(“CRFS”),

V pripade zmien v bankovom spojeni prijemcu
platieb je pracovisko sk(sania povinné
informovat’ o nich spolo&nost’ pisomne zaslanim
e-mailu na adresu:

Pracovisko skd$ania je povinne kontaktovar
svojho ¢lena timu sktSania u spolocnosti a
poskytnaf mu podpisanii dokumenticiu o
zmendch v bankovom spojeni prijemcu platieb.
Zmluvné strany sa dohodli, Ze v pripade zmien v
idajoch o bankovom spojeni, ktoré sa netykaji
zmeny prijemcu platieb alebo zmeny krajiny, v
ktorej je vedeny bankovy Gdet, sa nepoZadujit
Ziadne d’alSie pisomné dodatky tejto zmluvy.

Dorudovacia adresa:

1QVIA RDS Slovakia, s.r.o.

Platby pre skusajucich z krajin EMEA
Centrum odbornych sluzieb

Polus Tower II, Vajnorska 100/B

831 04 Bratislava, Slovensko

Ak skasajlici nie je prijemcom platieb, potom sa
pripadnd platobnd povinnost' prijemcu platieb
vodi skusajiicemu stanovi v samostatnej zmluve
medzi skiSajucim a prijemcom platieb alebo v
internej smernici prijemci platieb, ktorda moZze
obsahovat' iné splatné sumy a iné platobné
intervaly nez platia pre platby poukazované
spolo¢nostou prijemcovi platieb. Skusajici
akceptuje, Ze ak nie je prijemcom platieb,
spoloénost mu nebude poukazovat’ Ziadne platby
ani v pripade, Ze prijemca platieb si nesplni svoje
platobné povinnosti vo&i sktsajicemu.

B. PLATOBNE PODMIENKY

Spoloénost’ alebo jej dcérska spolonost’ v mene
spoloénosti bude prijemcovi platieb poukazovat
thrady [STVRTROCNE] v stlade s touto
zmluvou a pripojenym rozpo&tom. Uhrada sa
poukdZe na zdklade vyplnenych pacientskych
zaznamovych harkov (d’alej ,,CRF*).
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Services performed that result in disqualified
data due to major, disqualifying Protocol
violations are not payable under this Agreement.

Any expense or cost incurred by Site in
performing this Agreement that is not specifically
designated as reimbursable by Company or
Sponsor under the Agreement (including this
Budget and Payment Schedule) is Site’s sole
responsibility.

C. PAYMENT DISPUTE

Site will have thirty (30) days from the receipt of
final payment to dispute any payment
discrepancies during the course of the Study.

D. DISCONTINUED OR EARLY
TERMINATION PAYMENTS
Reimbursement for discontinued or early

termination of Study participants will be prorated
based on the number of completed visits for those
Study participants in accordance with the
protocol.

E. INVOICES

Invoices pertaining to this Study must always be

emailed to:
PSC_Supplier.invoices. EU@iqvia.com (scanned

invoices or electronic invoices).

The invoice must be issued to:
IQVIA RDS Switzerland Sarl
Attn: Finance Department
Route de Pallatex 29

1162 St-Prex

Switzerland

Vykonané sluzby, ktorych vysledkom st
diskvalifikované ndaje pre zavazné,
diskvalifikujice porusenia protokolu, nie su
podla tejto zmluvy splatné.

Za akékolvek vydavky alebo naklady, ktoré
pracovisku sktSania vznikna pri plneni tejto
zmluvy a ktoré nie st vyslovne urené ako
preplacané spolognostou alebo zaddvatefom
podla tejto zmluvy (vratane tohto Rozpoctu a
platobnej schémy), zodpovedd  vyhradne
pracovisko skusania.

C. PLATOBNE NEZROVNALOSTI

Proti platobnym nezrovnalostiam, ktoré sa
vyskytnii v priebehu skiifania, mdéZe pracovisko
skd8ania namietat’ do tridsiatich (30) dni od
pripisania poslednej platby.

D. UHRADY PRI PREDCASNOM
VYRADENI ALEBO VYSTUPENI ZO
SKUSANIA

Uhrady za G&astnikov skusania, ktori boli zo
skiSania vyradeni alebo z neho predcasne
vystlpili, sa vyplatia pomernym sp6sobom podl'a
poctu absolvovanych ndvstev za tychto
ucastnikov ski$ania v silade s protokolom.

E. FAKTURY

Faktury tykajuce sa tohto ski§ania sa musia vidy
zasielat’ e-mailom na adresu:
PSC_Supplier.invoices. EU@iqvia.com
(naskenované faktiry alebo elektronické faktiry).

Faktira sa musi vystavit’ na adresu:
IQVIA RDS Switzerland Sarl

Do pozornosti: Finance Department
Route de Pallatex 29

1162 St-Prex

Svajéiarsko
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If for any reason sending the invoice per email is
not possible, as a last resort you can post the
paper invoices to the following address:

IQVIA RDS Slovakia s.r.o
Investigator payments EMEA
Professional Service Centre
Polus Tower II, Vajnorska 100/B
831 04 Bratislava, Slovakia

Payee is responsible for the correct calculation of
VAT, if applicable, on all submitted Invoices.
VAT is only applicable to Invoices that are
addressed from within Switzerland from Payees
that are VAT registered. All other Invoices shall
be issued without the addition of VAT.

Invoices will not be processed unless they
reference the Sponsor name, Study name,
Protocol number and Principal Investigator. After
receipt and verification, reimbursement for
invoices will be included with the next regularly
scheduled payment for Study activity.

All government taxes are the sole responsibility of
the Payee. Local bank charges, bank charges from
intermediate banks and any other local charges are
also covered by the Payee.

Boards

(“IRB”)/Ethics Committee (“EC”) Payments

[0 Institutional Review

IRB/EC costs will be reimbursed on a pass-
through basis and are not included in the below
budget. Any subsequent re-submissions or
renewals, upon approval by Company and
Sponsor, will be reimbursed upon receipt of
appropriate documentation.

Ak z nejakého dovodu nie je moiné odoslat
Jaktiru e-mailom, v krajnom pripade mézete
zaslat’ papierové faktiry postou na nasledujiicu
adresu.

IQVIA RDS Slovakia s.r.o

Platby pre skuSajucich z krajin EMEA

Centrum odbornych sluzieb

Polus Tower II, Vajnorska 100/B

831 04 Bratislava, Slovensko

Prijemca platieb zodpoveda za spravny vypocet
DPH na vS8etkych zaslanych faktdrach, ak sa na
fiho vztahuje. DPH sa vyzna&i len na faktarach
odoslanych z tizemia Svajiarska prijemcami
platieb, ktori su registrovanymi platcami DPH.
Vsetky ostatné faktiry sa vystavuji bez
pripo¢itania DPH.

Faktury nebudu spracované, pokial’ sa na nich
neuvedie nazov zadavatel’a, nazov skasania, €islo
protokolu a meno zodpovedného skii§ajiceho. Po
prevzati a overeni bude tthrada faktiir zahrnuta do
najblizSej planovanej pravidelnej platby za
aktivity skdsania.

Za vietky dane zodpoveda vyhradne prijemca
platieb. Miestne bankové poplatky, poplatky
sprostredkovatel'skych bank a vSetky dalSie
miestne poplatky hradi takisto prijemeca.

0O Platby etickym komisiam (d’alej len ,,EK*)

Néklady na EK sa budu uhradzat’ priebeZne a nie
su zahrnuté v nizZSie uvedenom rozpodéte. Vetky
nasledné podania alebo prediZenia platnosti sa po
schvéleni spolo¢nostou a zadavatelom budi
uhradzat’ po prevzati prislusnej dokumentacie.
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NO OTHER ADDITIONAL FUNDING
REQUESTS WILL BE CONSIDERED.

F. BUDGET
The Budget is as follows:

ZIADNE DALSIE POZIADAVKY NA
FINANCOVANIE NEBUDU ZOHADNENE,

F. ROZPOCET
Nasleduje rozpocet:

Task / Uloha

LANILIUGH L VLIV VY MRS VIDIG /7 ARUVIILWA W/ ILIG AGAY 0w Y4 p/as

P |

[ Amount (EUR)* / Suma (EUR)* |

*All amounts are inclusive of any overhead.
prevadzkovych nakladov.

ADDITIONAL COSTS:

O Unscheduled visits

Payment for unscheduled visits will be
reimbursed in the amount of One hundred
eighty-eight Euros (188.00 EUR) [which
includes overhead]. To be eligible for
reimbursement for unscheduled visits, completed
CRF pages must be submitted to Company along
with any additional information which may be
requested by Company to appropriately document
the unscheduled visit.

CONDITIONAL PROCEDURES:

0 Patient Assent fee

Patient Assent for pediatric patients not of legal
age to sign informed consent (for patients under
18) will be reimbursed in the amount of Eleven
Euros (11.00 EUR) [which includes
overhead]. Patient number, assent date must be
included on the original invoice.

CHIESI Farmaceutici S.p.A >>Slovakia_Study No.

/ * Vsetky sumy su uvedené vratane vSetkych

DALSIE NAKLADY

O Neplanované navstevy

Platba za nepldnované navstevy sa bude uhradzat
vo vyske sto osemdesiatosem eur (188,00 EUR)
[vratane prevadzkovych nékladov]. Aby vznikol
narok na Ghradu za nepldnované navstevy, je
potrebné zaslat' spolo¢nosti vyplnené stranky
CRF a vSetky dalSie informacie, ktoré moze

spoloénost’ pozZadovat’, aby nélezite
zdokumentovala neplanovanil ndvstevu.
POSTUPY  VYKONAVANE PODIA
POTREBY:

g Poplatok za siihlas maloletého

pacienta

Ziskanie suhlasu maloletého pacienta od

pediatrickych pacientov, ktori nedosiahli zdkonny
vek na podpisanie informovaného suhlasu
(pacientov mlad$ich ako 18 rokov), sa bude
uhradzat’ vo vyske jedenastich eur (11,00 EUR)
[vratane prevadzkovych nakladov]. Na originale
faktiry musi byt uvedené &islo pacienta a datum
sthlasu.
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¢ CLINICAL SITE START upP
FEE/ADMINISTRATIVE FEE
A one-time, non-refundable Study Start-

Up/Administrative payment of one thousand
Euros (1000 EUR) which includes institutional
overhead, will be made upon completion and
receipt by Company of all original contractual
and regulatory documentation and receipt of an
invoice

NO OTHER ADDITIONAL FUNDING
REQUESTS WILL BE CONSIDERED

e ZAHAJOVACI ’
/ADMINISTRATIVNY POPLATOK

Jednorazovy nevratny poplatok za zahdjenie
skuSania vo vyske tisic Eur (1000 Eur), ktory
zahriiuje Uvodné naklady na zahdjenie $tadie
pracoviska skaSania, bude uhradeny po
zkompletovani a obdrZzeni vsetkej povodnej
zmluvnej a regulacnej dokumentacie a po
obdrzani faktiry.

ZIADNE DALSIE POZIADAVKY NA
FINANCOVANIE NEBUDU ZOHLADNENE.
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