PARTICIPATING SITE AGREEMENT

This  Participating  Site = Agreement
(“Agreement”) is by and between

Kyowa Kirin Services Ltd., located at
Galabank Business Park, Galashiels, TDI
1QH, United Kingdom (“Sponsor”),

IQVIA RDS Switzerland Sarl, located at
Route de Pallatex 29, 1162 St-Prex,
Switzerland (“Company”),

University Hospital Brno, located at
Jihlavska 20, 625 00 Brno, Czech Republic,

ID: 65269705, Tax ID: CZ65269705, actin
as_director: d

B (site”)

and

having a place of business at
Pediatric Clinic of the University Hospital
(“Investigator™).

1. Conduct of the Study. Company is
managing the Study entitled “An
international, multicenter, prospective,
non-interventional registry for patients
with X-linked hypophosphatemia (XLH)”
(“Study”) . Site and Investigator will ensure
that all Study personnel will perform the
Study in accordance with the Clinical
Trials Gov. ID # NCT03193476 (including
any subsequent amendments),incorporated
herein by reference. The Study will be
conducted on the basis of the approval
issued by  Ethics Committee  for
Multicentrics Trials and the approval of the
Ethics Committee of the Site. Site and
Investigator will ensure that all data
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SMLOUVA S MISTEM PROVADENI
STUDIE

Tato smlouva s mistem provadéni studie
(déle ,,Smlouva“) je uzavirana mezi

spole¢nosti Kyowa Kirin Services Ltd., se
sidlem v Galabank Business Park,
Galashiels, TD1 1QH, Spojené kralovstvi
(déle ,,Zadavatel),

spole¢nosti IQVIA RDS Switzerland Sarl,
se sidvlem Route de Pallatex 29, 1162 St-
Prex, Svycarsko (déle ,,Spole¢nost),

Fakultni nemocnice Brgo, se sidlem
Jihlavska 20, 625 00 Brno, Ceska republika,

IC: 65269705, DIC: CZ65269705, i'ednai'ici:

(déle ,,Misto provadéni studie),

a

1ékat Pediatrické kliniky Fakultni
nemocnice Brno (dale ,,Zkousejici*).

1. Provaddéni Studie. Spolecnost fidi
provadéni studie s nazvem ,,Mezinarodni,
multicentricky, prospektivni,
neintervencni registr pro pacienty s X-
vazanou hypofosfatémii (XLH)“ (dale
Lotudie®).  Misto  provadéni  studie
a ZkousSejici zajisti, aby Zkousejici i veskery
Studijni persondl provadéli Studii v souladu
s protokolem Studie Clinical Trial Gov. ID
# NCTO03193476 (vcetn¢ piipadnych
pozdéjsich dodatk k nému), ktery je k této
smlouvé prilozen jako reference. Studie
bude provadéna na zékladé¢ souhlasného
stanoviska Multicentrické etické komise a
souhlasného stanoviska Etické komise Mista
provadéni studie. Misto provadéni studie
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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 conduct
of clinical research, data privacy, safety
reporting, financial disclosure, conflict of
interest, patient safety, anti-bribery and anti-
corruption (“Applicable Law”). Site and
Investigator also will maintain any licenses,
permits or registrations required to perform
the Study.

2. Investigator. Investigator  will
supervise and conduct the Study according
to this Agreement, the Protocol, and
Applicable Law. The Investigator is
responsible prior to commencement of the
Study to ensure that all approvals by
applicable regulatory authorities and ECs
have been obtained and to review all eCRFs
to ensure their accuracy and completeness.
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 Study-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
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a Zkousejici budou dbat na to, aby veskeré
poskytované tudaje byly pfesné a uplné.
Smluvni strany budou dodrzovat veskeré
platné zakony a nafizeni tykajici se
provadéni  Studie, napiiklad pfedpisy
upravujici provadéni klinického vyzkumu,
ochranu osobnich udaja, hlaseni piihod
souvisejicich s bezpecnosti, informovani
o financnich  vztazich, konflikt z4jmi,
bezpecnost pacientll nebo zasady zakazujici
uplaceni a korupci (dale jen ,,Platné pravni
predpisy”).  Misto  provadéni  studie
a Zkousejici  budou rovnéz  udrzovat
v platnosti veskeré licence, povoleni nebo
registrace nutné k provadeni této Studie.

2. Zkousejici 1€kat. Zkousejici bude na
Studii dohlizet aprovadét ji v souladu
s touto Smlouvou, Protokolem a Platnymi
pravnimi piedpisy. Zkousejici se zavazuje,
ze pred zahdjenim Studie zajisti vesSkera
schvaleni pfislusSnymi kontrolnimi tufrady
a EK a ovéfeni veskerych formulaiti eCREF,
zda jsou piesné a uplné. Zkousejici odpovida
za provadéni Studie v misté provadéni studie
a za dohled nad fyzickymi nebo pravnickymi
osobami, které povéfi plnénim povinnosti
a funkci v souvislosti se Studii. Pokud
Zkousejici a Misto provadeéni studie povéii
plnénim povinnosti a funkci ve Studii né¢jakou
treti fyzickou nebo pravnickou osobu, zajisti,
ze takova fyzicka nebo pravnicka osoba bude
mit potiebnou kvalifikaci k plnéni takovych

povinnosti a funkci ve Studii, azavedou
postupy  k zajisténi  integrity = povinnosti
a funkci plnénych ve Studii a veskerych

vytvafenych dat. Spravcem téchto osobnich
udaji  zpracovavanych v souvislosti se
Studii atouto Smlouvou bude Zadavatel,;
bude-li vSak s jakymikoli osobnimi udaji
podle této Smlouvy nakladat jako spravce
udaji Spolecnost, bude v rozsahu, v jakém
s nimi bude naklddat, spravcem udaji ona.
Zkousejici potvrzuje spravnost a piesnost
udajii ve svém zivotopise a bere na védomi,
ze Spolecnost mad opravnény zijem na
zpracovavani osobnich udajii a Ze uvedené
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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. This data falls within
the scope of the law and regulations relating
to the protection of personal data, in
particular Act No. 110/2019 Coll., on
Personal Data Processing, as amended. Site
declares that it has obtained the permission
of Investigator and all Study personnel to
share their personal data for purposes of this
Study and possible future studies, including
sharing their data with Company, Sponsor,
and their agents, who may be located in
countries that do not offer an adequate level
of protection for such personal data,
including the United States.

In case of termination of Investigator
employment relationship, the responsibility
for maintaining medical records and Study
data shall be determined in accordance with
applicable regulations but Site will not in
any case be relieved of its obligations for
maintaining the medical records and Study
data.

Investigator agrees to provide prompt
advance notice to Sponsor and Company if
Investigator will be terminating its
employment relationship in the Site or is
otherwise no longer able to perform the
Study. The appointment of a new
Investigator must have the prior approval of
Sponsor and Company.

3. Compensation.
A. Payment Terms. Company

will pay the party designated as Payee in
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udaje smi ukladat pro budouci vyzkumné
studie. Zivotopis Zkousejiciho a jeho osobni
udaje miize Spolecnost pro ucely provadéni
této Studie sdilet se svymi dcefinymi
a sesterskymi spole¢nostmi, zadavatelem,
jeho pridruzenymi subjekty a s kontrolnimi
ufady po celém svété. Na tyto udaje se
vztahuji  zdkony a pfedpisy o ochrané
osobnich udajii, zejména zakon ¢. 110/2019
Sb., o zpracovani osobnich udajl, v platném
znéni. Misto provadéni studie potvrzuje, ze
od Zkousejiciho a od vSech ¢lenti Studijniho
personalu ziskalo souhlas s poskytovanim
jejich osobnich udaji pro ucely této Studie
a ptipadnych budoucich studii, v€etné jejich
poskytovani Spole¢nosti  a Zadavateli
a jejich zastupctim, ktefi se mohou nachazet
v zemich, které neposkytuji odpovidajici
miru ochrany osobnich udaji, napf. ve
Spojenych statech americkych.

V pfipadé¢ ukonceni pracovnépravniho
poméru Zkousejiciho bude odpovédnost za
uchovavani  Zdravotnich  zdznam a
Studijnich dat urCena v souladu s
prislusnymi pravnimi ptredpisy, avsak Misto
provadeéni studie v zddném piipad¢ nebude
zpros$téno povinnosti uchovavat zdravotni
zaznamy a Studijni data.

Zkousejici se zavazuje, Ze Zadavatele a
Spolecnost bude neprodlen¢ predem
informovat, pokud ukon¢i pracovni pomér v
Misté provadéni studie nebo uz nebude
nadale schopen Studii provadét. Nového

zkouSejictho  musi  pfedem  schvalit
Zadavatel a Spole¢nost.
3. Odména.
A. Platebni podminky. Smluvni

stran¢ oznacené jako Ptijemce plateb vyplati
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accordance with Exhibit B, for satisfactory
completion of all Study-related obligations
hereunder. The estimated value of financial
payment under this Agreement shall be
approximately ﬂ per subject.
No costs or expenses related to any medical
treatment of Study subjects (the “Subjects™)
will be paid. 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, (ii1) 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.
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Spolecnost v souladu s Pfilohou B odménu
za uspokojivé splnéni vSech zavazkl z této
Smlouvy souvisejicich se Studii.
Odhadovand hodnota finan¢niho plnéni
odle této Smlouvy bude pfiiblizné
_ za kazdy subjekt. Nebudou
hrazeny zadné naklady ani vydaje spojené
slécbou ucastnikli  studie (dale jen
»dubjekty®). Misto provadéni studie ani
Zkousejici nebudou vyplacet odménu jinym
lékaifim za doporucovani Subjekti do
Studie. Misto provadéni studie a ZkousSejici
budou dodrzovat veskeré platné zavazky
tykajici se zvefejiovani informaci o odméné
podle pozadavkii Zadavatele nebo instituci,
organizaci, lékatfskych wvybort ¢i jinych
1ékatskych nebo védeckych organizaci, jichz
je Misto provadeéni studie nebo Zkousejici
¢lenem.

B. Zakaz korupCnich praktik
apodvodi. Misto provadéni  studie
a Zkousejici potvrzuji, ze (i) poskytovana
odména predstavuje redlnou trzni hodnotu
apfiméfenou odménu za poskytované
sluzby s ohledem na jejich zkuSenosti, (ii) se
nejednd o pobidku k pfedepisovani, nakupu,
doporucovani,  uzivani,  prednostnimu
uvedeni v Iékopisu nebo vydeji
Zadavatelovych pfipravkii nebo o odménu
za vySe uvedené uUkony v minulosti,
v soucasnosti nebo v budoucnosti
auvedenymi utkony neni nijak podminéna
anijak na nich nezavisi a (iii) nebude mit
zadny vliv na Gisudek Mista provadéni studie
nebo Zkousejiciho, pokud jde o konzultace
nebo 1écbu poskytované Subjektim. Misto
provadéni studie a Zkousejici se zavazuji, ze
nebudou zadné fyzické ani pravnické osobé
piimo ani nepifimo vyplacet odmeénu,
pobizet ji ani ji nabizet zddnd Hodnotna
plnéni scilem (a)pfimét ji konat nebo
zdrzet se néjakého jednani v rozporu se
zakonnou  povinnosti,  (b) zajistit  si
neopravnénou vyhodu nebo (c) pfimét
takovou osobu, aby prostiednictvim svého

Page 4 0of 19 / Strana 4 ze 19



vlivu ve statnim ¢i spravnim organu nebo
vjejich tufadech a pobockdch ovlivnila

n¢jaké jednani ¢i rozhodnuti takového
organu ¢i ufadu.
4. Ethics Committee for Multicentrics 4. Souhlasné stanovisko multicentrické
Trials (“ECMT”) and Local Ethics etické komise (MEK) a mistnich etickych

Committees (“LEC) Approval. Site and/or
Investigator will obtain the necessary
approvals (or waivers of approval) from the
applicable ECMT/LEC before starting the
Study, and will provide Company with
copies of such approvals/waivers upon
request. If Company is 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 is in accordance
with  applicable regulations and the
requirements of the Ethics Committee for
Multicentrics Trials (“ECMT”) and Local
Ethics Committees (“LEC), jointly Ethics
Committees (“EC”) that is responsible for
reviewing the Study..

6. Inspections/Audits of Site.
Company, Sponsor and their agents or
affiliates may visit Site and Investigator
during normal business hours to monitor the
Study and compliance with this Agreement
and the Protocol. Site and/or Investigator
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 and Investigator
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
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komisi (LEK). Pfed =zahajenim Studie
ziskaji Misto provadéni studie a/nebo

Zkousejici nezbytna schvaleni pftislusnou
MEK/LEK, resp. potvrzeni, ze schvaleni
neni tfeba, a Spolec¢nosti na zadost predlozi
kopii takovych schvéleni, resp. potvrzeni.
V ptipad¢é, Ze povinnost ziskat schvaleni
bude mit Spolecnost, poskytnou ji Misto
provadéni studie a ZkousSejici soucinnost.

5. Informovany souhlas. Pred
zafazenim do Studie ziskd Zkousejici od
kazdého Subjektu pisemny informovany
souhlas. ZkouSejici zajisti, aby byl formulat
informovaného souhlasu schvalen
Spolecnosti  a Zadavatelem aaby byl
v souladu v souladu s platnymi pravnimi
predpisy a pozadavky Etické komise pro
multicentricka hodnoceni (,MEK*®)
a Mistnich  etickych  komisi  (,,LEK®),
spolecné dale jen Etické komise (,,EK®),
které odpovidaji za posouzeni Studie.

6. Inspekce/audity Mista  provadéni
studie.  Spole¢nost, Zadavatel a jejich
zastupci nebo sesterské a dcefiné

spole¢nosti mohou Misto provadéni studie
a Zkousejicitho navstivit v bézné pracovni
dob¢ a ovétit provadéni Studie a dodrzovani
této Smlouvy a Protokolu. Misto provadéni
studie a/nebo Zkousejici budou o takové
navstéveé informovani predem a poskytnou
nezbytnou soucinnost.  Auditor bude
povinen zachovat mlcenlivost o vSech
zaznamech, do kterych nahlédne. Misto
provadéni studie a ZkouSejici poskytnou
svoji sou€innost rovnéz pii veskerych
auditech a inspekcich provadénych
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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 and/or
Investigator shall remain the property of
Site and/or Investigator Site and
Investigator 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 and/or
Investigator ; (ii) is disclosed to Site and/or
Investigator by a third party not subject to
any obligation of confidentiality; (iii) must
be disclosed to ECMT/LEC; (iv) is
permitted to be disclosed under an ICF; or,
(v) is required to be disclosed by Applicable
Law, including to report public health/safety
information. Site and/or Investigator will
notify Company immediately in the event of
a request for or disclosure of Confidential
Information not permitted by this Section.
Site and Investigator 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 and/or Investigator
shall notify Company of any improper
disclosures of personal data immediately.

Kiowa Kirin Services Ltd. ¢&. studie NCT03193476

YYA36852 CZE en Kyowa Kirin_Czech Republic_Tripartite Institution+Investigator 02Feb2019 clean for translation Translated on 15-Oct-2019-1

kontrolnimi ufady abudou Spole¢nost
neprodlené informovat o ptipadnych
dotazech, korespondenci nebo komunikaci
se statnimi nebo kontrolnimi Gfady ohledné
této Studie.

7. Duvérnost  informaci. = Veskeré
materidly, data azpravy = vytvofené
v souvislosti s provadénim Studie, jakoz
1 dusevni vlastnictvi Spolecnosti
a Zadavatele jsou divérné informace (dale
,Duvémé informace®) ajsou vlastnictvim

Spolec¢nosti,  resp. Zadavatele.  Veskeré
zdravotni  zaznamy adalsi  zdrojové
dokumentace vedené Mistem provadéni
studie a/nebo  ZkouSejicim  ziistavaji

vlastnictvim Mista provadéni studie a/nebo
Zkousejiciho. Misto provadéni studie
a Zkousejici budou Divérné informace
uchovavat jako divémé a budou je sdélovat
pouze svym zaméstnanciim, ktefi se budou
podilet na provadéni Studie a budou takové
informace potfebovat znat. Tento zavazek
zachovavani mlcenlivosti bude platit jesté
sedm (7) let po dokonceni Studie, avSak
nebude se vztahovat na informace, které:
(1) jsou nebo se stanou vetejn¢ dostupnymi
bez zavinéni Mista provadeéni studie a/nebo
Zkousejiciho, (ii) budou Mistu provadéni
studie a/mebo ZkousSejicimu sdéleny treti
osobou, na niz se nevztahuje zadny zavazek
zachovavat mlcenlivost, (iil) museji byt
sdéleny MEK/LEK, (iv) mohou byt uvedeny
ve formuléfi informovaného souhlasu nebo
(v) jejichz sdéleni vyzaduji platné pravni
piedpisy, napt. pro ucely hlaseni informaci
v z4jmu vefejného zdravi nebo bezpecnosti.
Misto provadéni studie a/nebo Zkousejici
budou Spolecnost neprodlené informovat
o zé&dosti osdéleni nebo o sdéleni
Dtveémych informaci, které podle tohoto
Clanku neni dovoleno. Misto provadéni
studie a ZkouSejici budou zpracovavat
osobni udaje podle potieby k plnéni zavazkt
z této Smlouvy. Jejich zpracovani musi byt
v souladu stouto Smlouvou a veskerymi
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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 and/or Investigator 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 and/or
Investigator will remove any Confidential
Information (excluding Study results) before
submitting or presenting the materials.
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.

9. Term, Effectiveness and
Termination. This Agreement will become
valid on the date of the last signature below
and will become effective on the date of its
publication in the register of contracts
(“Effective Date”) and will continue until
completion or termination of the Study.
Company may terminate this Agreement
immediately upon written notice to Site and
Investigator if Sponsor cancels the Study.
Company may terminate this Agreement
without cause upon seven (7) days written
notice to Site and Investigator . 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

Payee for all activities performed in
accordance with this Agreement, and
reasonable non-cancelable costs incurred
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platnymi piedpisy a nafizenimi o ochrané
soukromi a osobnich udajt. Misto provadéni
studie  a/nebo  ZkouSejici  upozorni
Spole¢nost  neprodlen¢ na  piipadné
neopravnéné sdéleni osobnich udaja.

8. Zvetejiiovani. Nejpozd¢ji  Sedesat
(60) dnti pfed pfedanim nebo predlozenim
rukopisu ¢i jinych materidli tykajicich se
Studie vydavateli, hodnotiteli nebo jiné
externi osob& poskytnou Misto provadéni
studie a/nebo  Zkousejici  Spolecnosti
a Zadavateli kopii vSech takovych materiala
a umozni Spolecnosti a Zadavateli, aby je ve
lhate  Ctyficeti péti  (45) dni  posoudili
avyjadiili se knim. Na zadost odstrani
Misto provadéni studie a/nebo ZkousSejici
pied pfedanim nebo piredlozenim rukopisu
pfipadné Duvérné informace (s vyjimkou
vysledkt  Studie). Bez  ptedchoziho
pisemného souhlasu druhé strany nebo
Zadavatele  nejsou  Smluvni  strany
opravnény pouzivat jméno druhé strany

nebo Zadavatelovo jméno pro ucely
reklamy, publikace nebo propagace.
9. Doba platnosti, ti€innosti a ukoncéeni

platnosti Smlouvy. Tato Smlouva nabyva
platnosti k datu posledniho podpisu nize a
ucinnosti dnem zvetejnéni v registru smluv
(dale ,Datum ucinnosti“) a plati do
dokonceni nebo piipadného piredcasného
ukonceni Studie. Spolec¢nost je opravnéna
vypoveédét tuto Smlouvu s okamzitou
ucinnosti zaslanim pisemné vypoveédi Mistu
provadéni studie a Zkousejicimu, pokud
Zadavatel Studii zrusi. Spole¢nost mize tuto
Smlouvu vypovédét bez udani divodu

zaslanim  pisemné  vypovédi  Mistu
provadéni studie a Zkousejicimu
svypovédni  lhitou sedmi  (7) dnt.
V piipadé¢ zavazného poruSeni mohou

Smluvni strany tuto Smlouvu vypovédét
zaslanim pisemné vypovédi druhé smluvni
stran¢ s vypoveédni lhitou tficeti (30) dnt.
V piipadé¢ vypovézeni Smlouvy podle
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until the effective date of such termination
and the Payee 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 and Investigator
represent that after due diligence, neither
Investigator nor Site’s staff andpersonnel
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 and
Investigator will not employ or otherwise
engage any individual to perform Study
services who has been debarred, disqualified
or suspended as described in this Section.
Investigator represents that he/she is in good

standing under all applicable medical
associations.
12. Independent Contractors. Site and

Investigator are an independent contractor
and will not be considered the partner,
agent, employee or representative of
Company or Sponsor, and neither Company
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tohoto ¢lanku 9 uhradi Spolec¢nost Ptijemci
plateb veskeré ukony provedené v souladu
s touto Smlouvou a pfiméfené nezrusitelné
vydaje az do data uCinnosti vypovézeni
Smlouvy. Piijemce plateb vrati Spole¢nosti
pfipadné platby za ukony, které do data
ucinnosti vypoveédi nebyly provedeny nebo
dokonceny.

10. Vzijemné vylouceni néslednych
skod. Smluvni strany neponesou
odpovédnost za piipadny usly zisk, ztratu
obchodni pfilezitosti, ztratu pfilezitosti ani
za pripadné Skody s trestni funkci, ndhodné,
nepiimé ¢i nasledné skody.

11.  Nezpiisobilost k vykonu cinnosti.
Misto  provadéni studie a ZkouSejici
prohlasuji, po nalezitém usili, Ze Zkousejici
ani zaméstnanci  apracovnici  Mista
provadéni studie podilejici se na Studii
nebyli zbaveni ptisluSného opravnéni nebo
prohlaSeni nezpusobilymi anebylo jim
americkym ufadem FDA nebo jinym
narodnim kontrolnim ufadem pozastaveno
opravnéni k vykonu c¢innosti. V soucasné
dobé neprobihd zadné fizeni smétujici ke
zbaveni opravnéni, prohlaseni
nezpusobilosti nebo pozastaveni opravneni
k vykonu c¢innosti. Po dobu platnosti této
Smlouvy nebude Misto provadéni studie ani
Zkousejici pro ucely poskytovani sluzeb ve
Studii zaméstnéavat ani jinak vyuZzivat osoby
zbavené  pfisluSného  oprdvnéni  ¢i
prohlasené nezpiisobilymi nebo osoby, jimz
bylo pozastaveno opravnéni k vykonu
¢innosti, jak je popsdno vtomto clanku.
Zkousejici prohlaSuje, Ze nebyl vyloucen
z prislusné lékaiské komory ani mu nebyla
pozastavena ¢innost nebo registrace.

12. Nezévislost smluvnich stran. Misto
provadéni studie i Zkousejici budou jednat
jako nezavisly smluvni partner a nebudou
povazovani za spoleCnika, prostiednika,
zaméstnance nebo zastupce Spolecnosti
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nor Sponsor will be responsible for any
employment-related taxes, benefits or
insurance. Site and Investigator 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 and

Investigator expressly agree 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 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
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nebo Zadavatele. Spole¢nost ani Zadavatel

za né nebudou odvadét zadné dané,
piispévky  ani  pojiSténi  souvisejici
s pracovnépravnim pomeérem. Misto
provadéni studie ani ZkouSejici nejsou

opravnéni vstupovat do zdvazkl s tfetimi
stranami, které by zavazovaly Spolecnost
nebo Zadavatele.

13. Transparentnost. Zkousejici a Misto
provadéni studie berou na védomi, ze
Zadavatel nebo Spolecnost jsou opravnéni
sdélovat podminky této Smlouvy a/nebo
vysi celkové odmény (poplatkli a vydaji)
splatné nebo vyplacené podle této Smlouvy,
tak jak to vyzaduji Platné pravni piredpisy.
Misto provadéni studie a ZkouSejici se
zavazuji  poskytnout Zadavateli nebo
ptipadné Spole¢nosti pfiméfenou soucinnost
poskytnutim nezbytnych informaci
k dodrzeni pozadavki na  zvefejnéni
informaci o této Smlouvé.

14. Opravnéna tfeti strana. Misto
provadéni studie a ZkouSejici vyslovné
souhlasi s tim, Ze Zadavatel je opravnénou
tteti stranou této Smlouvy amuze
uplatnovat sva prava ze Smlouvy. Smluvni
strany berou na vé&domi, Ze kromé
Zadavatele neexistuji zadné dalSi opravnéné
tieti strany s jakymkoli pravem vymadhat
plnéni jakychkoli ustanoveni této Smlouvy.

15. Razné. Tato Smlouva predstavuje
uplné ujednani mezi smluvnimi stranami
anahrazuje veSkeré predchozi pisemné
austni dohody tykajici se Studie. Pro
platnost dodatki ke Smlouveé nebo zmén ve
Smlouvé je nezbytné, aby mély pisemnou
formu a byly podepsany vSemi smluvnimi
stranami. Nebude-li smluvni strana trvat na
plnéni nékteré z podminek této Smlouvy,
nebude to znamenat, Ze se takové podminky
vzdava. Bude-li néktera cast Smlouvy
shledana nevymahatelnou, bude jeji znéni
podle moznosti upraveno. Zbyvajici ¢ast
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and enforced under the laws of Czech
Republic. This Agreement will be binding
upon the parties and their successors and
assigns. Site and Investigator 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.

Notwithstanding the foregoing, Site,
Sponsor and Company hereby acknowledge
that this Agreement shall be published
pursuant to Act no. 340/2015 Sb., on
Agreements Register. As and between the
Parties, Site 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
Agreement, trade secrets include, but are not
limited to, Exhibit A — Budget and payment
schedule, the 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, wunless they have been

previously published in another public
register. The site is obliged to publish this
Agreement in accordance with the article
herein above. The Site will inform Company
of publishing the Agreement in the
Agreements Register by designating the
following email address:
jana.palkovicova@iqvia.com as the email
address to which a notification of
publication in the Agreements register shall
be sent or it will send a confirmation of
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Smlouvy zlistane i1 nadale v platnosti. Tato
Smlouva bude vyklddana a jeji plnéni bude
vymahano podle zakont Ceské republiky.
Tato Smlouva bude zédvazna vii¢i smluvnim
stranam  ijejich  pravnim  nastupcim
a postupnikiim. Misto provadéni studie ani
Zkousejici nesmi postupovat nebo prevadet
sva prava a zavazky z této Smlouvy bez
pisemného souhlasu Spolecnosti. Na zadost
Zadavatele miize Spole¢nost postoupit tuto
Smlouvu Zadavateli nebo tfeti stran¢ pod
podminkou, Ze o tom bude Misto provadéni
studie neprodlené informovat. Clanky 6 az
10a 13 az 15 zistavaji v platnosti ipo
uplynuti nebo ukonceni platnosti této
Smlouvy.

Bez ohledu na ptedchozi ustanoveni berou
timto Misto provadéni studie, Zadavatel a
Spole¢nost na védomi, ze tato Smlouva
bude uvetrejnéna podle zakona ¢. 340/2015
Sb., o registru smluv. Smuvni strany se
dohodly, Ze Smlouvu uvefejni v souladu
svySe uvedenym ustanovenim  Misto
provadéni studie. Uvetejnéni se nevztahuje
na informace, které piedstavuji obchodni
tajemstvi nékteré ze Smluvnich stran. Pro
ucely této Smlouvy se za obchodni tajemstvi
povazuji mimo jiné Pfiloha A — Rozpocet
a pfehled plateb, minimalni néborovy cil,
ocekdvany pocet Subjektl zarazenych do
Studie aocekdvana doba trvani Studie.
Kromé¢ toho predstavuji vyjimku
z uvetejnéni také osobni udaje jednotlivych
osob, pokud jiz nebyly dfive uvetejnény
v jiném vefejném registru. Misto provadéni
studie je povinno uvefejnit Smlouvu
v souladu s ustanovenimi vySe uvedeného
Clanku. O uvetejnéni Smlouvy v rejstiiku
smluv bude Misto provadéni studie
informovat Spole¢nost tak, ze jako e-
mailovou adresu, na kterou mé byt zasldno
oznameni o uvetejnéni v rejstitku smluv,
uvede nésledujici e-mailovou adresu:
jana.palkovicova.@iqvia.com, piipadné¢ na
tuto adresu samo =zaSle potrvzeni o
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publication to this address itself. Should the
Site fail to publish this Agreement within 5
working days from the Effective Date, it
may be published by the Sponsor or
Company.

16. Prevailing language The Agreement is
drawn up in English and in Czech language
versions. In case of any dispute Czech
language version shall prevail.

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

zvetejnéni. Pokud Misto provadéni studie
neuvefejni tuto Smlouvu do 5 pracovnich
dnii od Data ucinnosti, mize ji uvefejnit
Zadavatel nebo Spole¢nost.

16. Rozhodnd jazykovd verze. Tato
Smlouva je vyhotovena v anglickém
av Ceském jazyce. V pfipad¢ jakychkoli
rozport bude rozhodujici ¢eské verze.

NA DUKAZ TOHO byla tato
Smlouva podepsana k nize uvedenému datu
radn¢ opravnénymi zastupci smluvnich
stran.

IQVIA RDS Switzerland Sarl/ IQVIA RDS Switzerland Sarl
Signature / Podpis:

Print Name / Jméno htlkovym pismem:

Title / Funkce:

Date / Datum:

Signed by IQVIA RDS Switzerland Sarl in the name of Kyowa Kirin Services Ltd. / Podepsano
spolecnosti IQVIA RDS Switzerland Sarl za spole¢nost Kyowa Kirin Services Ltd.

Signature / Podpis:

Print Name / Jméno htilkovym pismem:

Title / Funkce:

Date / Datum:

SITE / MISTO PROVADENI STUDIE

Signature / Podpis:

Print Name / Jméno htilkovym pismem: _

Title / Funkce: Director / feditel

Date / Datum:
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INVESTIGATOR / ZKOUSEJICI LEKAR

Signature / Podpis:

Print Name / Jméno htilkovym pismem: _

Title / Funkce: Investigator / Zkousejici 1ékar

Date / Datum:

Exhibits: Prilohy:

Exhibit A - Protocol Ptiloha A — Protokol

Exhibit B - Budget and payment schedule Ptiloha B — Rozpocet a rozpis plateb
Exhibit C - Power of attorney Ptiloha C — PInd moc

Attachment D — Version of Agreement intended Ptiloha D — Verze smlouvy urcena k uvetejnéni

for publication
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EXHIBIT A PRILOHA A

PROTOCOL PROTOKOL

[To be attached.] [Bude ptilozen.]
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EXHIBIT B

BUDGET & PAYMENT SCHEDULE

STUDY NAME: XLH Registry
(NCT03193476)

A. PAYEE DETAILS

Site and Investigator agree 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”):

PAYEE NAME:

PAYEE ADDRESS:

PAYEE EMAIL
ADDRESS

BANK NAME

BANK ADDRESS

BANK ACCOUNT
NUMBER

IBAN NUMBER

SWIFT CODE /
BRANCH CODE

REFERENCE CODE
/ PAYEE
REFERENCE

VAT/GST/TAX ID
NUMBER

TN

In case of changes in the Payee’s bank details,
Payee is obliged to inform Company in

Kiowa Kirin Services Ltd. ¢&. studie NCT03193476

YYA36852 CZE en Kyowa Kirin_Czech Republic_Tripartite Institution+Investigator 02Feb2019 clean for translation Translated on 15-Oct-2019-1

PRILOHA B
ROZPOCET A ROZPIS PLATEB

NAZEV STUDIE: Registr XLH
(NCT03193476)

A. UDAJE O PRIJEMCI PLATEB

Misto provadéni studie a ZkousSejici potvrzuji, ze
nize uvedeny pfijemce plateb je fadnym
piijemcem plateb podle této Smlouvy a ze platby
nize uvedenému piijemci plateb podle této
Smlouvy nebudou vrozporu spravidly nebo
smérnicemi Mista provadéni studie a pfisluSnymi
pravnimi predpisy a nafizenimi a Ze platby podle
této Smlouvy budou provadény pouze tomuto
prijemci plateb (dale jen ,,Pfijemce plateb®):

NAZEV/JMENO
PRIJEMCE
PLATEB

ADRESA
PRIJEMCE
PLATEB:

E-MAILOVA
ADRESA
PRIJEMCE
PLATEB

NAZEV BANKY

ADRESA BANKY

CIiSLO ]
BANKOVNiHO
UCTU

CISLO IBAN

SWIFT KOD / KOD
POBOCKY
VARIABILNI
SYMBOL / ZPRAVA
PRO PRIJEMCE
DIC

(Wl

Ptipadnou zménu bankovniho spojeni je Ptijemce
plateb povinen ozndmit Spole¢nosti pisemn¢ e-
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writing by sending an email to: IPA-
EMEA@IQVIA.com. Payee 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 II, 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, 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
Companywill reimburse the Payee
ANNUALLY, in accordance with this

agreement and attached budget. Compensation
will be based upon completed and clean (with
no queries) Case Report Forms (“CRFs”).

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 and

Investigator in performing this Agreement that
is not specifically designated as reimbursable
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mailem na adresu: IPA-EMEA@IQVIA.com.
Piijemce plateb se obrati na ¢lena studijniho tymu
Spolecnosti a pozada ho, aby mu ptedal pisemny
podepsany doklad o zméné bankovnich udaji
Ptijemce plateb. Smluvni strany se dohodly, ze
nebude nutné uzavirat dodatek ke Smlouvé,
jestlize se zména bude tykat pouze bankovnich
udajl, avSak nezméni se Piijemce plateb ani zemé,
v niz se nachazi jeho bankovni ucet.

Postovni adresa:

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

Neni-li Piijjemcem plateb ZkouSejici, bude
piipadnda povinnost Piijemce plateb vyplacet
Zkousejicimu odménu upravena v samostatné
dohodé mezi ZkousSejicim a Piijjemcem plateb,
v niz mohou byt stanoveny jiné c¢astky plateb
vcetné jinych vyplatnich termint nez Castky, které
bude Spolecnost vyplacet Piijemci plateb.
Zkousejici bere timto na védomi, Ze pokud neni
zaroven 1iPfijjemcem plateb, nebude mu
Spole¢nost  vyplacet zddnou odménu ani
v pfipad¢, Ze odménu neobdrzi od Piijemce
plateb.

B. PLATEBNI PODMINKY

Spolec¢nost bude Pijemci plateb vyplacet odménu
ROCNE v souladu s touto Smlouvou a piilozenym
rozpoc¢tem. Podkladem pro vyplatu odmény budou
vyplnéné a Cisté (tj. bez nezodpoveézenych dotazlt)

formuladfe zaznaml subjektd hodnoceni (dale
,CRF®)

Odmeéna neni podle této Smlouvy vyplacena za
poskytnuté sluzby, v jejichz disledku dojde

k vyfazeni dat kviili zdvazné neptipustné odchylce
od Protokolu.

Veskeré vydaje nebo naklady, kter¢ Mistu

provadeéni studie a ZkouSejicimu vzniknou pfi
plnéni této Smlouvy, avSak nejsou vyslovné
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by Company or Sponsor under the Agreement
(including this Budget and Payment Schedule)
is Site’s and Investigator’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
TERMINATION PAYMENTS

EARLY

Reimbursement for discontinued or early
termination of Study participants will be
prorated based on the number of completed
years 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 invoices must be issued to:

IQVIA RDS Switzerland Sarl
Attn: Finance Department
Route de Pallatex 29
Switzerland

1162 St-Prex

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
Polus Tower II, Vajnorska 100/B
831 04 Bratislava, Slovakia
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uvedeny jako vydaje nebo naklady proplacené

Spole¢nosti nebo Zadavatelem podle této
Smlouvy (vCetné¢ této prilohy s Rozpoctem
aplatebnimi  podminkami), uhradi = Misto

provadéni studie a ZkousSejici.

C. SPORY TYKAJICIi SE PLATEB

Piipadné nesrovnalosti v platbdch b&hem Studie
bude moci Misto provadeéni studie reklamovat do
tiiceti (30) dnli po doruceni zavérecné platby.

D.PLATBY ZA VYRAZENE PACIENTY

A PACIENTY, KTERI UCAST
V KLINICKEM HODNOCENI UKONCI
PREDCASNE

Za vytazené Ucastniky Studie a za Gcastniky, ktefi
ucast ve Studii ukonc¢i predcasné, bude v souladu s
Protokolem vyplacena pomérnd odmeéna podle
poctu absolvovanych let.

E. FAKTURY
Faktury vztahujici se k této studii musi byt vzdy
zaslany e-mailem na adresu:

PSC_Supplier.invoices. EU@iqvia.com
(naskenované faktury nebo elekronické faktury)

Faktury musi byt vystaveny:

IQVIA RDS Switzerland Sarl
Attn: Finance Department

Route de Pallatex 29
Svycarsko
Nebude-li zn¢jakého divodu mozné zaslat

fakturu e-mailem, lze v krajnim piipad¢ zasilat
faktury v tisténé podobé postou na nize uvedenou
adresu:

IQVIA RDS Slovakia s.r.o
Investigator payments EMEA
Polus Tower II, Vajnorska 100/B
831 04 Bratislava, Slovensko
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Stated below amounts are without VAT. 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 Investigator name.
Invoice shall be issued by the Site based on
the calculation made by Company, within 15
days of receipt of the calculation by the site
(whereas the date of receipt is at the same time
the date of taxable performance). The
calculation will be provided for all items listed
in the budget. Payment will be made in forty-
five (45) days from receipt of invoice In case
of late payment, the provider is entitled to
charge interest on arrears in the statutory
amount. 'In the case that Sponsor/Company
fails to deliver the calculation to the site in a
timely manner according to the schedule
agreed above and also in case of delayed
payment of undisputed sums , the site is
entitled to suspend entering of data into the
database until the respective payment is made,
however, such suspension shall not affect the
well-being and safety of the Study subjects.
However, such suspension shall be without
prejudice to any adverse events reporting.'

The calculation for all items listed in the
budget will be provided by IQVIA RDS
Switzerland Sarl a person responsible for
submitting the calculation is Jana Palkovicova,
email: jana.palkovicova@iqgvia.com.
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Nize uvedené castky jsou bez DPH. Za spravnost
vypoctu DPH na vSech pfedkladanych fakturach,
pokud je na nich uvadéna, odpovida piijemce
plateb. DPH se tykd pouze faktur zaslanych
v-ramci Svycarska pifjemci plateb registrovanymi
jako platci DPH. VSechny ostatni faktury budou
vystavovany bez DPH.

Faktura nebude zpracovéna, jestlize nebude
obsahovat jméno Zadavatele, nazev Studie, ¢islo
Protokolu ajméno ZkouSejiciho. Po doruceni
a ovéfeni budou faktury uhrazeny v ramci dalsi
pravidelné planované platby za ¢innosti ve Studii.
Faktura bude vystavena mistem provadeni studie
na zaklad¢ kalkulace vytvofené Spolecnosti a to
do 15 dnl od doruceni kalkulace mistu provadeni
studie (pfi¢emz datum doruceni je zaroven datem
uskutecnéni zdanitelného plnéni). Kalkulace bude
poskytnuta na veSkeré polozky uvedené
v rozpoctu.

Platba bude provedena do Ctyficeti péti (45) dnil
od pfijeti faktury. Pfi pozdni uhradé je
poskytovatel opravnén uctovat urok z prodleni v
zakonné vysi.

V ptipadé, ze Zadavatel/Spole¢nost nedoruci
mistll provadeni studie kalkulaci v¢as v souladu
s harmonogramem uvedenym v piedchozim textu,
a dale v ptipad€ pozdni tthrady nespornych ¢astek,
je misto provadeni studie opravnéno pozastavit
zadavani dat do databaze, ato az do provedeni
piislusné uhrady, avSak stim, Zze zdravi
a bezpec€nost subjekt studie timto pozastavenim
nijak postizeno. HlaSeni nezadoucich ptihod
nebude timto pozastavenim zadavani dat dotceno

Kalkulaci na veskeré polozky uvedené v rozpoctu
poskytne spolecnost IQVIA RDS Switzerland
Sarl, osoba zodpoveédna za predlozeni kalkulace je
Jana Palkovicova, e-mail:
jana.palkovicova@iqvia.com.
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All government taxes are the sole Platba vSech vnitrostatnich dani bude vylu¢nou
responsibility of the Payee. odpovédnosti Ptijemce plateb.

F. Ethics Committee for Multicentrics F. Poplatky multicentrické etické Kkomisi
Trials (“ECMT”) / Local Ethics (MEK) a mistnim etickym komisim (LEK)
Committees (“LEC) Payments

ECMT/LEC costs will be reimbursed on a Poplatky MEK/LEK budou hrazeny piefakturaci
pass-through basis and are not included in the anejsou zahrnuty do nize uvedeného rozpoctu.
below budget. Any subsequent re-submissions Castky za dodate¢na podani nebo prodlouZeni
or renewals, upon approval by Company and souhlasného stanoviska se souhlasem Spolecnosti
Sponsor, will be reimbursed upon receipt of a Zadavatele budou hrazeny po predlozeni

appropriate documentation. pfislusnych dokladu.
NO OTHER ADDITIONAL FUNDING 7ZADNE DALSI ZADOSTI O FINANCOVAN{
REQUESTS WILL BE CONSIDERED. NEBUDOU SCHVALOVANY.
G. BUDGET G.ROZPOCET
The Budget is as follows: Rozpocet je nasledujici:
Amount PASS Study ! Pacienti
Visit (CZK) patients** Navstéva Castka (K¢) zkuseni

PASS **(K&)

(CZK:

e

|
L

-
L
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*All amounts are inclusive of any overhead. * Vsechny castky zahrnuji  pripadné  reZijni
naklady.

** Optional fee, applicable only if Burosumab

is available and if Site confirms participation ** Volitelna platba, kterd sa uplatnuje pouze v

in the PASS and if Protocol Amendment for pripade, pokud bude burosumab k dispozici,

the PASS is approved and if Institution meets pokud Misto provadeni hodnoceni potvrdi ucastt

criteria of the PASS (Registry protocol v 3.0 na zkousni PASS, pokud se schvali dodatek

15Feb2019 and possible subsequent versions). protokolu zkouseni PASS a pokud bude Misto
provadeni hodnoceni spliovat kritéria zkouSeni

PASS (protokol registru verze 3.0 ze dne 15.
unora 2019 a pripadné nasledné verze).
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