CLINICAL TRIAL AGREEMENT
Protocol # PAT-CR-302

This Clinical Trial Agreement (“Agreement”} dated as of
the date of last signature and effective as of date of
publication of this Agreement in Contract Registry
(“Effective Date”) between

Syneos Health UK Limited with principal offices located
in the United Kingdom at Farnborough Business Park, |
Pinehurst Road, Farnborough, Hampshire, GU14 7BF,
United Kingdom, including its affiliates, subsidiaries, and
specifically its parent company Syneos Health, LLC
{(“CRO™

and

Central Military Hospital — Military University Hospital
Prague, allowance organization of the Ministry of Defence
of Czech Repubic with a place of business at U Vojenske
nemocnice 1200, 169 02 Prague 6, Czech Republic,
Identification number: 61383082, Tax D number:
CZ61383082, represented by director prof. MUDr.
Miroslav Zavoral, Ph.D. (“Institution™).

“Party” means CRO or Institution equally, and “Parties”
shall mean all of them.

BACKGROLND

By separate agreement, Vifor (International) Ltd., a
company incorporated and organized nnder Swiss Law with
a principal place of business at Rechenstrasse 37, 9014 St
Gallen, Swizterland (“Vifor™) has engaged Syneos Health,
LLC, a confract research organization, with a principal
place of business in the United States at 1030 Sync Street,
Morrigville, North Carolina 27560 USA acting as an
independent contractor, (o act on behalf of Vifor for the
purposes of transferring certain obligations in connection to
this Agreement, said obligations including but not limited
to negotiations and execution of the Agreement and
payment administration for services and  deseribed
hereunder.

Relypsa, Inc., an affiliate of Vifor, a Delaware corporation
with a principal place of business at 100 Cardinal Way,
Redwood City, CA 94063, USA (“Sponsor™) has prepared
a clinical trial with Sponsor Drug (hereinafler defined)
Patiromer for Oral Suspension, encoded PAT-CR-302
entitled “ A Multicenter, Double-blind, Placebo-controlled,
Randomized Withdrawal, Parallel Group Study of
Patiromer for the Management of Hyperkalemia in Subjects
Receiving Renin-Angiotensin-Aldosterone System

SMLOUVA O KLINICKEM HODNOCENI
Protokol &islo PAT-CR-302

Tato smlouva o klinickém hodnoceni (,,smlouva™) ze dne
plipojeni posledniho podpisn s Ofinnosti  k datu
uvefejnéni vregistru smiuv {,Datum dfinnosti) se
uzavird mezi

spoleénosti Syneos Health UK Limited se sidlem ve
Velké Britanii na adrese Famborough Business Park, |
Pinchurst Road, Farnborough, Hampshire, GLI14 7BF,
Spojené kralovstei, véetné jejich pobodek, deefinych
spole€nosti a konkrétné jeji matefskon spoleénosti
Syneos Health, LLC (,,CRO*)

a

Ustiedni Vojenska nemocnice — Vojenska fakultni
nemocnice Praha, pfispévkova organizace Ministerstva
obrany Ceské republiky se sidlem U Vojenské nemocnice
1200, 169 02 Praha 6, Ceské republika, IC 61383082, DIC
CZ 61383082, zastoupena feditelem prof. MUDr.
Miroslavem  Zavoralem, Ph.D. (,Zdravotnické
zafizeni™).

~Smluvai strana“ znamend rovnocenné spoleénost CRO
nebo zdravotnické zaFizeni a,,5mluvai strany” znamenaji
viechny z nich.

VYCHODISKA

Samostatnou smlouvou Vifor {International} Ltd.,
,spolednost zaloZend a zaregistrovana podle $vycarského
prava, se sidlem Rechenstrasse 37, 9014 St. Gallen,
Svycarsko, (,,Vifor*) povéfila spoletnost Syneos Health,
LLC, smiuvvni v¥zkumnou organizaci se sidlem ve
Spojenych stdtech na adrese 1030 Sync  Street,
Morrisville, North Carolina 27560 USA, phsobici jako
nezavisly smluval dodavatel, aby jednala jménem
spoleénosti Vifor pro afely pfevodu urditych zdvazkd
plynoucich z této smlouvy, pfiCemZ uvedené zivazky
zahrmuji zejména vyjedndni a uzavfeni smlouvy a
spravovini plateb za sluZby provadéné a popsané niZe.

Spoleénost Relypsa, Inc., pfidruZzeny subjekt spoleénosti
Vifor, zaloZena podle prava stdtu Delaware, s hlavnim
mistern podnikani na adrese 100 Cardinal Way, Redwood
City, CA 94063, USA (,zadavatel®), pfipravila klinické
hodnoceni hodnoceného lé&ivého ptipravku
(definovaného niZe) Patiromer pro perordini suspenzi s
kédovym  oznadenim PAT-CR-302  nazvané
~Multicentricka, dvojitd zaslepend, placebem
kontrolovand studie s paralelnimi  skupinami a s
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Inhibitor (RAASi) Medications for the Treatment of Heart | randomizovanym vysazenim 16&by. posuzujici patiromer
Failure (DIAMOND)” (“Protocol”) to be conducted at | v 18&b& hyperkalémie u pacientd, kterym jsou podavany
Institution (“Trial”} to involve patients participating in the | inhibitory systému renin-angiotenzin-aldosteron (RAASI)
Trial (“Trial Subjects”) while such Trial will be supported { k 1é&bé srdedniho selhdni (DIAMOND)® (,,protokel),
and funded by Sponsor’s parent company Vifor. které bude provadéno ve zdravomnickém zatizeni
(,.klinické hodnoceni®) a budou do néj zafazem pacienti
Géastnici se klinického hodnoceni (,,subjekty klinického
hodnoceni™), pfitemZ toto klinické hodnoceni bude
podporovano a financovino spolednosti Vifor, matetskou
spolednosti zadavatele.

The Parties agree as follows: Strany se dohodly takto:

1. Investigators and Research Staff. 1. Zkouseiici a vyzkurmny personal.

1.1. Principal Investigator. The Institution’s principal

investigator, being an employee of the Institution, will
beﬁ“l’rincipal Tnvestigator”) with a
place of business at Central Military Hospital — Military

University Hospital Prague, Internal Clinic 1. LF UK
and UVN, who will be responsible for the direction of
the Trial in accordance with applicable Institution
policies. The Trial will be conducted under the
supervision of the Principal Investigator at Central
Military Hospital — Military University Hospital Prague,
U Vojenske nemocnice 1200, 169 02 Prague 6, Czech
Republic.

The person of the Principal Investigator may be changed
only if the Principal Investigator cannot carry out the
Trial for objective reasons. The Institution shall be
obliged to inform the CRO of the change in the person of
the Principal Investigator without delay. Institution and
Principal Investigator may not reassign the conduct of
the Trial to a different Principal Investigator without
prior written authorization from Sponsor. Any
replacement Principal Investigator will be required to
agree to the terims and conditions of this Agreement ina
separate writing. In the event. Sponsor does not approve
a replacement Principal Investigator, Sponsor or CRO
may terminate this Agreement in accordance with the
Termination provisions below.

1.2. Subinvestigators and Research Staff. Institution will
ensure that only individuals who are appropriately
trained and qualified assist in the conduct of the Trial as |
subinvestigators or research staff (subinvestigators and |
research staff collectively referred 10 as “Research |
Staff™). Instifution, through Principal Investigator, may |
delegate duties and responsibilities to Research Staff |
only to the extent permitted by Applicable Law \
(hereinafter defined) governing the Trial conduct, as l

described below.

1. Hiavoi  zkouSejici. Hlavnim  zkoulejicim

zdravotnického zafizeni, kterv je zaméstnancem
sdcavotnického. zafizen, bmm
(,,hlavni zkouSejici“) smistem pracoviité v Ustfedni

vojenské nemocnici — Vojenské fakultni nemocnici
Praha, Interni klinika 1. LF UK a UVN, ktery bude
odpovédny za vedeni klinického hodnoceni v souladu
s platnymi ptedpisy zdravotnického zaf{zeni. Klinické
hodnoceni bude provadéno pod vedenim hlavniho
zkoulejicitho v Ustfedni vojenské nemocnici

Vojenské fakultni nemocnici Praha, U Vojenské
nemocnice 1200, 169 02 Praha 6, Ceska republika.

Osobu hlavntho zkoudejiciho lze zménit jen tehdy,
nemiiZe-li z objektivnich divod( hlavni zkouSejici
klinické hodnoceni provést. Zdravotnické zafizeni je
povinno zménu v osob& hlavniho zkouZejiciho bez
odkiadu oznamit CRO.

Zdravotnické zafizeni a hlavni zkouSejici nemohou
ptevést provadéni klinického hodnceni na jiného
hiavniho zkouiejiciho bez pfedchoziho pisemného
souhlasu zadvatele. Kazdy nahradni hlavni zkoudgjici
bude povinen podepsat samostatny soublas s
podminkami této smlouvy. V pfipadé, Ze zadavatel
neschvdli zmé&nu hlavniho zkoudejiciho, zadavatel
nebo CRO miiZe ukondit tuto smiouvu v souladu s
podminkami ukonéeni smlouvy niZe.

1.2. SpoluzkouSejict a vyzkumny personal.
Zdravotnické zafizeni zajisti, aby se na provadéni
klinického hodnocen{ jako spoluzkou3ejici nebo
vyzkumny persondl (spoluzkoulejici a vyzkumny
personal jsou spoletné omaltovani jako ,,vyzkumny
persondl”) podilely pouze osoby s odpovidajicim
vzdéldnim a kvalifikaci, Zdravotnické zafizeni mize
prostfednictvim hlavniho zkouSejiciho delegovat
povinnosti a odpovédnosti vyzkumny persondl pouze
v rozsahu povoleném platnymi zékony (definovanymi
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1.3. Principal Investigator and Research Staff shall be
employees of the Institution, and the Institution as the
employer hereby grants in accordance with the provision
of 5. 304 subsec. 1 of Act no. 262/2006 Sb. {Coll.),
Labour Code, as amended by subsequent regulations, or
5. 47 of Act no. 221/1999 Sb. (Coll.), Regular Soldiers
Act, as amended by subsequent regulations, its express
consent with the participation of the Principal
Investigator and Research Staff in the Trial under this
Agreement.

1.4. Revocation of the consent awarded according to cL.
1.3 must be made in writing and must be delivered to the
Principal Investigator concurrently with the termination
of the agreement to compiete a job / agreement to
perform work and also to the CRO. The revocation shall
become effective upon delivery thereof to the Principal
Investigator or subinvestigator.

1.5. Fulfillment of obligations of the Principal
Investigator and Research Staff stipulated by this
Agreement shall be ensured by the Institution as their
employer within the scope of employment relations. The
Institution shall be liable for the fulfilment of the
Principal lnvetigator and Research Staff obligations.
The Institution undertakes to conclude within 14 days
from the conclusion hereof an ,,agreement to complete a
job / agreement to perform work™ on the basis of which
the Principal Investigator will undertake to perform
obligations especially pursuant to legal regulations
given in article 1.6 hereof.

1.6. Obligations of Institution, Institution will ensure
that Research Staff is informed of and agree to abide by
all terms of this Agreement applicable to the activities
they perform. Institution will assume all those
responsibilities assigned under all applicable laws, rules,
regulations, guidelines and standards including, without
limitation, all relevant International Conference on
Harmonization Good Clinical Practice (“ICH GCP”)
guidelines and standards and the World Medical
Association Declaration of Helsinki “Fthical Principles
for Medical Rescarch Involving Human Subjects”
(2013), all applicable laws and guidance relating to
clinical trials of medicines, especially with Act on
Pharmaceuticals No. 37822007 Coll.,, providing for
drugs and alteration of some related acts, as
subsequently altered and amended, Decree of the
Ministry of Health and Ministry of Agriculture on good
clinical practice and detailed conditions of clinicals trials
on medicinal products No. 226/2008 Coll., Act No.
37272011 Coll., on health services and the terms and

nize) upravujicimi provadéni klinického hodnoceni,
jak je uvedeno niZe.

1.3. Hlavni zkousejici a vyzkumny persondl jsou
zaméstnanci zdravotnického zafizeni a zdravotnické
zafizeni timto jako zaméstnavatel udéluje v souladu
s ust. § 304 odst. 1 zikona &. 262/2006 Sb., zdkoniku
prace, ve znéni pozddjSich predpist, piipadné § 47
zakona &, 221/1999 Sb., zikon o vojicich z povoland
ve méni pozd€jiich predpis, sviij vyslovny souhlas
suéasti hlavniho zkoudejiciho a  vyzkumného
personalu na provadéni klinického hodnoceni dle této
smiouvy.

1.4. Odvolani souhlasu udéleného dle odstavce 1.3
musi mit pisemnou formu a musi byt dorucené
hlavnimu zkousejicimu soudasné s ukon&enim dohody
o provedeni prace / dohody o pracovni Cinnosti a té2
CRQ. Odvolani nabyva G&innosti doruéenim hlavnimu
zkousejicimu nebo spoluzkoudejicimu.

1.5. Plnéni povinnosti hlavniho zkouSejictho a
vyzkuminého persondlu stanovenych touto smlouveu
zajisti zdravotnické zafizeni jako jejich zaméstnavatel
vramei  pracovnépravnich vztahll. Zdravotnické
zafizeni odpovidda za plnéni povinnosti hlavnihe
zkousejiciho a vyzkumného persondlu. Zdravotnické
zafizeni se zavazuje do 14 dnii ode dne uzavieni této
smlouvy uzavfit s hlavnim zkousejicim ,.Dahodu
o provedeni price/dohodu o pracovni &innosti®, kierd
hlavntho zkouSejiciho zavdZze kplndni povinnosti
zeiména dle pravnich predpist uvedenych v &lanku 1.6
této smiouvy.

{.6. Povinnosti zdravotnického zafizeni. Zdravotnické
zatizeni zajisti, aby byl vyzkumny personal
informovan o veSkerych podminkiach této smlouvy
platnych pro vykondvané &innosti a souhlasil s nimi.
Zdravotnické zafizeni pfevezme vSechny povinnosti
vyplyvajici ze vSech platmych zdkonn, pfedpisi,
pokynit a norem, vZetnd zejména viech platnych
pokynlt a standardd Mezinarodni konference o
harmonizaci spravné klinické praxe (International
Conference on Harmonization Good Clinical Practice,
WCH GCP*) a Helsinske Deklarace Sv&tové 1ékafské
asociace , Etické zasady pro [ékafsky vyzkum za (¢asti
lidskych subjektd (2013), vSech platnych zikoni a
pokynii upravujicich klinickd hodnoceni 1€&ivich
pfipravkll, zejména zdkonem &. 3782007 Sb., o
léfivech a 0 zmEnach nékterych souvisejicich zikond,
ve znéni pozdé&jsich zmén a doplikl, zdkonem o
zdravotnich sluzbach & 372/2011 Sb., vyhldskou
Ministerstva zdravotnictvi a Ministerstva zeméd&lstvi
€. 226/2008 Sb., o spravné klinické praxi a blizich
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conditions for the providing of such services and all
applicable laws relating to human rights, supply of
medicines legislation, legislation relating to human
tissue and biological samples, and all applicable laws
relating to the confidentiality, privacy and security of
Trial Subject information inclusive but not limited to the
EU General Data Protection Regulation - GDPR
(“Applicable Law™}.

2. Protocol. Institution wiil conduct the Trial in accordance
with the Protocol and Applicable Law.

2.1. Amendments. The Protocol may be modified only
by a written amendment (*Protocol Amendment”),
signed by Sponsor and the Principal investigator. If
applicable, the Parties acknowledge that Protocol
Amendments are also subject to approval by the
responsible Independent Ethics Committee (“IEC™)
and/or Regulatory Authority (“RA”™). Sponsor may
instruct a deviation from the Protucol on an emergency
basis for the safety of the Trial Subjects. Institution,
through Principal Investigator, will notify the
responsible IEC and/or RA as soon as practicable but, in
any event, no later than five (5) business days after the
deviation is implemented. Any emergency deviation will
be followed by written Protocol Amendment,

2.2, Emergency Deviations/Urgent Safety Measures. If

the Principal Investigator determines that it is necessary
to deviate from the Protocol on an emergency basis for
the safety of the Trial Subjects, Institution, through
Principal Investigator, will notify Sponsor and the
responsible IEC and/or RA as soon as practicable but, in
any event, no later than five {3) business days after the
deviation is implemented.

3. [EC and RA. The Parties will ensure that the Trial is
initiated only after both the Trial and the informed consent
form (*ICF”) are approved by an IEC and/or RA that
complies with all Applicable Law. The Parties will further
ensure that the Trial is subject to continuing oversight by
the IEC and/or RA throughout its conduct.

4. Sponsor Drug. Sponsor or its designee will provide
Institution with sufficient quantities of the Sponsor product
that is being studied (“Sponsor Drug”} to conduct the Trial
at no cost to the Institution. If required by the Protocol and
unless otherwise agreed. Sponsor or its designee will also
provide placebo or comparator drug (“Comparator Drug”™)
“at no cost to the Institution. Sponsor Drugs must be
characterized proportionately to the level of their
development, protected by defining an appropriate period,
temperature, and other conditions for the keeping thereof,

podminkich klinického hodnoceni 1é¢ivych piipravki,
ve znéni pozdéjsich zmeén a doplitki a viech platnych
7ékonh  upravujicich lidskd prdva, legislativy
upravujici dodavky 1éku, legislativy upravujici otazky
vzorkii tkdné a biclogickych vzorkd, a viech platnych
zakoni tykajicich se zachovani diivérnosti, ochrany
osobnich adajii a bezpeénosti informaci o subjektech
hodnocenti (,,platné zikony*).

2. Protokol. Zdravotnické zafizeni bude klinické
hodnoceni provadét v souladu s protokolem a platnymi
zakony.

2.1. Dodatky. Protokol se miZe upravovat pouze
formou pisemného dodatku (,,Dodatek k protokohs™)
poedepsancho zadavatelem a hlavnim zkoudejicim.
Pokud je to relevantni, strany jsou si védomy
skute€nosti, Ze dodatky k protokolu musi schvalit také
prislu$nd nezavisla eticka komise (,NEK*) a/nebo
reguladni afad (,RU%). V akutnim piipadé k zajidténi
bezpeénosti miiZe zadavatel vydat pokyn k odchyleni

se¢ od protokolu. Zdravotnické zafizeni
prostiedunictvim hlavniho zkouSegjiciho informuje

odpovédnou NEK a/nebo RU co nejdfive, v kazdém
pfipad€ viak nepozdéji pét (5) pracovnich dni po
uplatnéni odchylky. KaZda akutni odchylka musi byt
nasledné zachycena v pisemném dodatku k protokolu.

2.2. Akutni odchylky/urgentni bezpednostni opatfeni.
JestliZze hlavni zkousejici dojde k zavéru, Ze je nutné
se v akutnim pfipad® k zachovéni bezpe&nosti subjekti
klinického hodnoceni  odchylit od  protokoly,
zdravotnické  zafizeni prostfednictvim  hlavniho
zkoudejiciho uvédomi zadavatele a pfisluSnou NEK
a/nebo RU co nejrychleji, v kazdém piipad€ nejpozdéji
do p&ti (5) pracovnich dnii po uplatn&ni této odchylky.

3.NEK a RU. Smluvni strany zajisti, Ze klinické
hodnoceni bude zahdjeno aZ po schvédleni klinického
hodnoceni a formulafe informovaného souhlasu {,ICF*),
které jsou v souladu s platnymi zikony, nezivislou
etickou komisi a RU. Smluvni strany ddle zajisti, Ze
klinické hodnoceni bude po celou dobu provadéni
podléhat trvalému dohledu ze strany NEK a RU.

4. Hodpoceny 1é&ivy ptipravek. Zadavatel nebo jehol;;
zmocnénec poskytnou zdravotnickému zatizeni zdarma ‘
dostatetné mnoZstvi piipravku zadavatele {(dale je
hodnoceny I&8ivy piipravek™) k provedeni klinického l
hodnoceni. Pokud to poZaduje protokol a pokud neni |
dohodnuto jinak, zadavatel nebo jeho zmoenénee rovnéz
zdarma poskytnou placebo nebo srovnavaci 1€k
{nsrovpavaci 1ék*™). Hodnocena Iétiva musi byt
charakterizovina pfiméfend stupni jejich vyvoje, |
chranéna vymezenim vhodné doby, teploty a dalich |
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and in case of necessity there must be also defined | podminek pro jejich uchovdvani a v plipadg potfet?y
procedures for the final treatment of the assessed drugs | urleny i postupy pro konefnou iipravu hodnocenych ]éély
before they are administered to the persons under | pfed podanim subjektim a pomicky pro jejich aplikaci,
assessment, and aids for the administration thereof, they | musi byt stabilni po celou dobu jejich pouZivani a balena
must be stable for the whole period of the use thereof, and | tak, aby byla chrénéna  pfed  kontaminaci
packed in the way they are protected from contamination | a znehodnocenim béhem dopravy a uchovivani a Fadng
and deterioration during transporiation and keeping, and | oznadena a ptipadné kddovana.

duly designated and or coded.
4.1. All Sponsor Drugs will be delivered solely to the 4.1. Viechna hodnocena lé¢iva budou dodina
hospital pharmacy of the Instifution. vyhradné do nemocniéni Iékdrny Zdravotnického
zafizeni.

4.2. If there are made considerable changes in the course 4.2. Pokud jsou vpribdhu klinického vyvoje
of the clinical development of the Sponsor Drug with hodnocendho  lédivého  pfipravke  provedeny
respect to a drug form, the contracting entity shall vymamné zmEny lékové formy, zajisti zadavate! pfed
procure - before the use of a new drug form in the pouZitim nové lékové formy v klinickém hodnoceni
clinical assessment - data about the new drug form udaje 0 nové lekové formeé potfebné Xk posouzeni, zda
necessary for consideration whether and to what extent a do jaké miry oprovedené zmeny ovlivoi
the changes cartied out will affect the pharmacokinetic farmakokineticky profil  hodnoceného  1é€ivého
profile of the assessed drug. pfipravku.

4.3. Sponsor is obliged through CRO to procure the 4.3. Zadavatel je prostiednictivim CRO povinnen
keeping of records documenting transportation, receipt, zajistit vedeni zédznami dokladajicich pFepravu,
storing, return and liquidation of the assessed, unused pfijem, uchovavani, vraceni a likvidaci hodnocenych,
and expired drugs, including the creation of a system of nespotiehovanych 1 expirovanych 1é¢iv  véeng
withdrawal and retuwrn of defective drugs, and to ensure vytvofeni systému stahovani a vraceni zavadného
disposal thereof. 1é¢iva a zabezpeduje jeho likvidaci.

4.4. Custody and Dispensing. Institution will adhere to 44. Uchovavani a vvdavani 1éku. Zdravotnické
Applicable Law requiring careful custody and zatizeni musi dodriovat platné zdkony vyZadujici
dispensing of Sponsor Drug or Comparator Drug, as peclivé uchovavani a vvdavani hodnoceného 1é€ivého
well as appropriate documentation of such activities. piipravku nebo srovndvaciho léku, viemnd patfiéné

dokumentace t&chto &innosti.

4.5. Control. Institution will maintain appropriate 4.5. Kontrola. Zdravotnické zafizeni musi vykonavat
control of supplies of Sponsor Drug or Comparator Drug dostateCnou kontrolu nad zasobami hodnoceného
and shall ensure that Sponsor Drug is used only léciveého pfipravku a srovnavaciho 1éku a zajistit, Ze
according to the Protocol at Institution under suitable hodnoceny Iéfivy pFipravek je pouZivan pouze
containment conditions, methods of accountability and v souladu s protokolem ve zdravotnickém zafizeni za
dispensing, and is not supplied to other parties or pfijeti vhodnych podminek jeho uskladnéni, metod
laboratories, either within or outside Institution, except odpov&dnosti a vydavani a nebude doddvan jinym
in strict compliance with the Protocol. strandgm ani laboratoiim, at’ jiZ ve zdravotnickém

zafizeni nebo mimo ndj, s vyjimkou za pfisncho
dedrZovani protokolu.

4.6. Use. Institution will wse Sponsor Drug or 4.6. PouZiti. Zdravotnické zafizeni bude hodnoceny

Comparator Drug for the sole purpose of conducting the IéCivy piipravek nebo srovndvaci 16k pouZivat
Trial in strict accordance with Protocol and this vyhradné za acelem provedeni klinického hodnoceni
Agreement Any other use of Sponsor Drug or v pfisném souladu s protokolem a touto smlouvou.
Comparator Drug constitutes a material breach of this Jakékoliv  jiné pouziti hodnocendho lédivého

Agreement. INSTITUTION UNDERSTANDS AND pfipravku nebo srovnavactho 1éku predstavuje
AGREES THAT THE SPONSOR DRUG IS zivané poruleni této smlouvy. ZDRAVOTNICKE
EXPERIMENTAL IN NATURE, IS NOT FOR| ZARIZENIJE SROZUMENO A SOUHLASI S TiM,
COMMERCIAL USE, AND IS PROVIDED “AS 1S” ZE HODNOCENY LECIVY PRIPRAVEK JE SVOU
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WITHOUT ANY WARRANTY, REPRESENTATION POVAHOU EXPERIMENTALNI. NENI URCEN K_|
OR UNDERTAKING WHATSOEVER, EXPRESS OR OBCHODNIMU VYUZITI A JE POSKYTOVAN
IMPLIED, INCLUDING WITHOUT LIMITATION ~TAK JAK JE* BEZ JAKEKOLI VYSLOVNE

ANY WARRANTY OF MERCHANTABILITY,| NEBO KONKLUDENTNI ZARUKY,
FITNESS FOR A PARTICULAR PURPOSE, | PROHLASENI NEBO PRIiSLIBU, MIMO JINE
PATENTABILITY, OR NON-INFRINGEMENT.| VCETNE JAKEKOLIV ZARUKY

VIFOR, CRO OR ANY OF THEIR AFFILIATES OR OBCHODOVATELNOSTI, VHODNOSTI PRO
AGENTS MAKES NO REPRESENTATION OR KONKRETNI UCEL, PATENTOVATELNOSTI
WARRANTY REGARDING THE SAFETY OR NEBO NEPORUSOVANi PRAV. SPOLECNOST
EFFICACY OF THE SPONSOR DRUG. VIFOR, CRO ANI ZADNY JEJICH PRIDRUZENY
SUBJEKT NEBO ZASTUPCE NEPOSKYTUJI
ZADNE ~PROHLASENI NEBO  ZARUKU
TYKAJICI SE BEZPECNOSTI NEBO UCINNOSTI
HODNOCENEHO LECIVEHO PRIPRAVKU.

4.7. Ownership of Sponsor Drug. Sponsor Drug is and 4.7._ Vlastnictyi hodnoceného 1é¢ivého p¥pravku.

remains the property of Sponsor or its designee. Sponsor Hodnoceny é8ivy ptipravek je a zlistava vlastnictvim
grants Institution no express or implied intellectual zadavatele nebo jeho zmocnénce. Zadavatel neudéluje
property rights in the Sponsor Dirug or in any methods zdravotnickému  zafizeni Zidnd vyslovnd  ani
of making or using the Sponsor Drug. predpokladand prava duevniho vlastnictvi k

hodnocenému Iécivému pEipravku nebo k jakymkoliv
metodam  vyroby nebo pouZivani hodnoceného

lé¢ivého piipravku.
4.8. Payment for Sponsor Drug or Comparator Drug. 4.8 _Platba _za hodnoceny 1¢€ivy  pfipravek nebo
Institution will not charge a Trial Subject or third-party srovhdavaci 18k, Zdravotnické zafizeni nebude
payer for Sponsor Drug or Comparator Drug or for any subjektiim klinického hednoceni ani pldtciim tfetich
services reimbursed by Sponsor or its designee under stran  Oftovat Zadné Castky za hodnoceny 1€Civy
this Agrecment. ptipravek nebo srovnavaci Iék ani za jakékoliv sluZzby,

které mu podle této smlouvy proplaci zadavatel nebo
jeho zistupcem.

5. Financial Arrangements. Compensation for services | 5. Finanénf ujednéni. Odména za sluZby poskytované dle
provided under this Agreement will be made by way of | této smiouvy bude vyplacena prostfednictvim dhrad v
payments in accordance with Attachment A (Payment | souladu s pHlohou A (platebni podminky) a piilohou B
Terms) and Attachment B (Financial Arvangements | (zaznam finanéniho ujednani). Viechny strany berou na
Worksheet). All Parties acknowledge that amounts set forth | védomi, Ze Gastky uvedené v piiloze B predstavuji
in Aftachment B represent fair market value of the services | spravedlivou trini hodnotu sluZzeb poskytovanych
provided by Institution for conducting the Trial to the best | zdravotnickym zaFizenim pH provddéni klinického
of their knowledge. All amounts are inclusive of all direct, | hodnoceni dle jejich nejlepsiho védomi. Vechny &astky
indirect, overhead and other costs, including laboratory and / zahrnuji viechny pfimé, nepfimé, rezijni a dalsi niklady,
ancillary service charges, and will remain firm for the | véetné ndkladi na laboratorni a pomocné siuzby a
duration of the Trial, unless otherwise agreed in writing by | zistanou pevaé po dobu trvani Klinického hodnocend,
the Parties. The Institution will not directly or indirectly | pokud se strany pisemné nedohodnou jinak, Zdravotnické
seek or receive compensation from Trial Subjects or third- | zafizeni nebude pfimo ani nepfimo vyZadovat ani pfijimat
party payers for any material, {reatment or service that is | odménu od subjektl klinického hodnoceni nebo platch
required by the Protocol and provided or paid by Sponsor | tfetich stran za materidly, 16€bu nebo sluzby vyzadované
or its designee, including, but not limited to, Sponsor Drug, | podle protokolu a poskytnuté nebo zaplacené zadavatelem
Comparator Drug, Trial Subject screening, infusions, | nebo jeho zistupcem, véetné zejména hodnoceného
physician and nurse services, diagnostic tests, and Sponsor | 168ivého  pFipravku, srovndvactho léku, screeningu
Drug and/or Comparator Drug administration. Once the | subjektd klinického hodnoceni, infuzi, sluZeb 1€kafi a
designated payees have been paid for the performance of | sester, diagnostickych testd a poddvani hodnoceného
the Trial, neither CRO nor Sponsor or Vifor shalfl have any | léétvého piipravku a/mebo srovndvaciho Iéku. Jakmile
further obligation or liability whatsoever to pay [ostitution. | bude urenym pijemcim plateb vhrazeno provadéni
klinického hodnoceni, spoleénost CRO ani zadavatel |
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nebo spolecnost Vifor nebudou dale jakymkoliv
zplisobem  povinni &  odpovédni za  platby
zdravotnickému zafizeni.

6. Trial Subject Enrollment. Institution has agreed to enroll | 6. Zafazeni subjektl klinického hednoceni. Zdravotnické
an estimated number of ten (10) Trial Subjects in the Trial | zafizeni se zavazalo zafadit pfedpokladany potet deseti
in accordance with the Protocol and in accordance with IEC | (10) subjektl  klinického hodnoceni do  klinického
and/or RA approval. Sponsor may discontinue Trial Subject | hodnocent v souladu s protokolem a schvalenimi NEK
enrollment if the total enroliment needed for a multi-center | a/nebo RU. Po dosaZeni celkového poétu subjekth
Trial has been achieved, if applicable. potfebného pro provadéni multicentrického klinického

hodnoceni mize zadavatel zastavit dal$i zafazovani
subjekt’ do klinického hodnoceni.

7. Reporting Adverse Events and 1CH GCP_ Breaches. | 7. His%eni neZiddoucich pfthod a poruSeni ICH GCP.
Institution and Principal Investigator will report adverse | Zdravotnické zafizeni a hlavni zkouSejici nahlasi
events experienced by Trial Subjects at any time in | kdykoliv neZidouci prihody subjektd klinického
accordance with instructions in the Protocol and Applicable | hodnoceni v souladu s pokyny protokelu a platnymi
Law. zékony.

8. Personal Data Protection and Privacy. The Parties | 8. Ochrana osobnich ddajé a soukromi. Strany jsou si
recognize a common goal of securing all personal data and | védomy spoleéného cile zabezpelen{ vSech oscbnich
holding such information in confidence and protecting it | idaji a zachovéani jejich dfvérnosti a ochrany pfed
from unauthorized disclosure. The Parties represent and | neoprdvnénym zvefejn&nim. Strany prohla$uji a zaruduil,
warrant that they will comply with the provisions of | Ze budou dodrZovat viechna ustanoveni Platnych Zakond
Applicable Law relating to the confidentiality, privacy and | upravujicich diéivérnost, ochranu soukromi a zabezpeteni
security of such personal data. In addition, the Institution | téchto osobnich udaj. Dale bude zdravotnické zafizeni
shall comply with the following provisions: dedrZovat nasledujici ujednani:

8.1. Authorization to Use and Disclose Health
Information. Institution shall provide an appropriate
privacy notice to each Trial Subject and obtain a written
privacy authorization from each Trial Subject,
complying with Applicable Law, which will enable
Institution and Principal Investigator to provide Sponsor
and other persons and entities designated by Spensor
access to completed case report forms (“CRFs™), source
documents and all other information required by the
Protocol. 1f such an authorization is separate from the
ICF, Institution will only use the authorization that is
approved by Sponsor or its designee, IEC and/or RA (if
applicable).

8.2. Use of Trial Subject Personal Data. Institution will
use the personal data obtained from the Trial Subjects in
connection with the Trial for no purposes other than
outlined in the Protocol and shall manage such personal
data in accordance with Applicable Law.

8.1. Qpravnéni  PouZivat g Sdélovat Zdravotni
Informace. Zdravotnické ZaFizeni poskytne kazdému
Subjektu Klinického hodnoceni pfisluiné oznameni o
ochrané osobnich Gdajd a od kaZdého Subjektu
Klinického hodnoceni ziskd v souladu s Platnymi
Zékony pisemny souhlas k poskytnuti osobnich Gdajd,
ktery  Zdravotnickému Zafizeni a Hlavnimu
ZkouSejicimu umoZni poskytnout zadavateli a dal§im
osobdm a subjektim urdenym zadavatclem pfistup k
vyplnénym formulaitim zaznami subjektt hodnoceni
(,CRF*), zdrojovym dokumentdm a viem dalfim
informacim pozadovanych dle Protokolu. Neni-li tento
souhlas  uzavien  jako  soutdst  formuldfe
informovaného souhlasu, Zdravotnické Zafizeni
pouiije pouze souhlas, ktery je schvilen zadavatelem
nebo jeho zmocnéncem, NEK a/nebo kontrolnim
ufadem (pokud je to vhodné).

8.2. Pousiti Osobnich Udaji Subjektu Klinického

osobni ddaje ziskané od suhjekti  klinického
hednoceni v souvislosti s klinickym hodnocenim a
nebude je pouZivat pro 2iddné jiné G¢ely, neZ které jsou
uvedeny v protokolu, a s takovymi udaji budou

nakladat v souladu s Platnymi Zakony.
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8.3. Disclosure _of _Trial Subject Personal Data.
Institution shall not disclose personal data te CRO or the
Sponsor except as is required to satisfy the requirements
of the Protocol, for the purpose of monitoring or adverse
gvent reporting, or in relation to a claim or proceeding
brought by a Trial Subject in connection with the Trial.
In all such cases of disclosure, the Institution shall
respect the “data minimization™ principle of privacy,
including but not limited to the following example:
actual Trial Subject names shall not be included on any
invoices for payment submitted by the designated
payees.

8.4, Personal Data of the Principal Investigator. the
Research Staff and other emplovees/contractors of the
Ipstitution or of the Principal Investigator and Personal

8.3. Zpfistupnéni _ Osobnich _ Udaji _ Subjektu
Klinického Hodnoceni. Zdravotnické Zafizeni
nepiedloZi osobni ddaje spoleSnosti CRO ani
zadavateli, pokud 1o neni nutné ke spinéni poZadavki
protokolu nebo pro udely monitorovini nebo hla¥ent
nezadoucich p¥ihod nebo ve vztahu kndroku nebo
Hzeni vznesenému & zahdjenému  subjektem
klinického hodnoceni ve spojeni s klinickym
hodnocenim. V takovych pi{padech zpfistupnéni bude
Zdravotnické Zatizeni dodrZovat princip
»minimalizace Gdaji“ pfi zachovéni dlivérnosti, mimo
jiné véetn€ nasledujiciho pikladu: skutetnd jména
subjekti klinického hodnoceni nebudou zahrnuta na

#adnych  fakturdch k  platbdm  pfedlozenych
piislu$nymi platci.

8.4. Osobni Udaje Hlavniho Zkousejiciho, Pracovnikii

Vyzkumu a dalSich Zaméstnanci /  Smiuvnich
Partneri  Zdravotnického Zafizeni nebo Hlavniho

Data of CRO’s employees/contractors.

a. Both prior to and during the course of the Trial, the
Institution, the Prineipal Investigator, the Research
Staff and other employees/contractors of the
Institution or of the Principal Investigator may be
called upon to provide personal data about the
Prineipal Investigator, the Research Staff and other
employees/contractors of the Institution or of the
Principal Investigator to the Spensor and other third
parties involved in the conduct of the Trial, including
CRO. Such personal data may include names, contact
information, work experience and professional
qualifications, publications, resumes, educational
background and/or information relating to payments
made pursuant to this Agreement. The Institution
shall provide the information reasonably requested
by Sponsor or its designee and/or CRO and shall
authorize the processing and storage of certain

personal data about the Principal Investigator, the |
Research Staff and other employees/contractors of |
the Institution to the extent permitted by Applicable |

Law for the following purposes:

(1) the conduct of clinical trials;

(2) verification by government or regulatory
agencies, the Sponsor, CRO, and their agents and
affiliates;

{3) compliance with legal and
requirements;

regulatory

ZkouSejiciho a  Osobni Udaje  Zaméstnanc /
Smluvnich Partnert Spoleénosti CRO.

a. Pfed zabdjenim a v prib&hu klinického
Hodnoceni mohou byt Zdravotnické Zafizeni,
Hlavni ZkouSejici, Pracovniei Vyzkumu a dalsi
zaméstnanci / smluvni partnefi Zdravotnického
Zatizeni nebo Hlavniho Zkousejiciho vyzvani, aby
poskytli osobni 0idaje o Hlavnim Zkoulejicim,
Pracovnicich Vyzkumu a Dal3ich Zaméstnancich /
Smluvnich partnerech Zdravotnického Zatizeni
nebo Hilavniho Zkoulejiciho zadavateli a daldim
tietim stranim zapojenym do provadéni klinického
hodnoceni, véetné spoleénosti CRO. Takové
osobni Gdaje mohou zahrnovat jména, kontaktni
informace, pracovni zkuSenosti a profesni
kvalifikace, publikace, Zivotopisy, vzdéldni a/nebo
informace o platbach hrazenych dle této Smlouvy.
Zdravotnické ZaFizeni musi poskytnout informace
divodné pozZadované =zadavatelem nebo jeho
zmocnéncem a/nebo spole€nosti CRO a musi
schvélit zpracovani a uchovani uréitych osobnich
udajd o Hiavnim Zkousejicim, Pracovnicich
Vyzkumu a daldich zaméstnancich / smluvaich
partnerech zdravotnického zafizeni v rozsahu
ptipustném PHsluSnym Zakonem, a to pro
nasledujici tgely:

(1) provadéni klinickych hednocenti;
{2) ov&feni ze strany statnich nebo kontrolnich
Gfadii, zadavatele, spoletnosti CRO a jejich

zastuped a pFidruzenych osob;

(3) dodr#ovéni zakonnych a regulatornich
pozadavki; |

l!oc !!ame !! ! I
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(4) publication on www.clinicaltrials.gov and
other websites and/or databases that serve a
comparable purpose;

(5} storage in databases to facilitate the selection
of investigators for future clinical trials; and

(6} anti-corruption compliance.

b. Institution shall give an appropriate privacy notice
and obtain consent as required from the Research
Staff and other employees/comractors of the
Institution or of the Principal Investigator for the
processing of their personal data under Applicable
Law.

c. Institution shall process personal data relating to
CRO’s employees/contractors only to the extent, and
in such a manner as is necessary for the purposes of
this Agreement. The Institution shall not transfer
personal data relating to CRO’s
employees/contractors 1o a third party without the
prior written consent of CRO,

d. Each Party warrants that it will take appropriate
technical and organizational measures against
unauthorized or unlawful processing, accidental loss,
destruction, and/or damage of personal data collected
pursuant to the Protoco! or received from another
Party. The Institution shall notify the Sponsor and the
CRO without undue delay after becoming aware of a
“personal dala breach”, meaning a breach of security
leading to the accidental or unlawful destruction,
loss, alteration, unauthorised disclosure of, or access
1o such personal data. The Institution shall provide
information about the nature of the data breach, the
categories and approximate number of data subjects
and personal data records concerned and shall assist
the Sponsor and the CRO to investigate the personal
data breach. The Institution shall immediately and at
its own cxpense contain and remedy any personal
data breach, including but not limited to taking any
actions necessary to comply with applicable legal
requirements.

9. Confidential Information. During the course of the Trial,
Institution may receive or generate information that is
confidential to Sponsor or a Sponsor affiliate.

{(4) zvefejneéni v databdazi
www.clinicaltrials.gov a dalsich internetovych
strankach a/nebo databazich, které slouzi
srovnatelnému Géelu;

(5) uchovani v databizich k usnadnéni vybéru
zkouSejicich pro budouci klinickd hodnoceni; a

(6) dodrzovani protikorupénich predpisii.

b. Zdravotnické Zafizeni musi poskytnout naleZité
oxnamen! o ochrané osobnich d4daji a ziskat
potiebny souhlas od Pracovnikll Vyzkumu a
dalsich zaméstnanch / smluvnich partnerii
zdravomickeho zafizeni  nebo Hlavniho
Zkousejiciho ke zpracovani jejich osobnich tdaji
dle PFisludnych Zakoni,

c. Zdravotnické zafizeni bude zpracovavat osobni
adaje o zamdstnancich / smluvnich partnerech
spole€nosti CRO pouze v rozsahu a zpiiscbem,
které jsou nezbytné pro naplnéni udelu této
smiouvy. Zdravotnické zafizeni tyto osobni tdaje
zaméstnancl / smluvnich partnerd spolednosti
CRO bez pfedchoziho pisemného souhlasu
spoleénosti CRO nepfeda Ziadné tieti strang.

d.Kazdd smluvni strana zarufuje, Ze pfijme
technicki a  organizatni  opatfeni  proti
neopravnénému nebo neziakonnému zpracevini,
ndhodné ztraté, zniceni a/nebo poskozeni osobnich
udajii shromazdénych v souladu s protokolem nebo
ziskanych od jiné strany. Zdravotnické zafizeni
neprodleng oznami zadavateli a spoleénosti CRO,
dozvi-li se o ,porufeni zabezpeleni osobnich
(daji“, coZ znamena poruseni zabezpeceni vedouci
k nahodnému nebo nezikonnému znifeni, ztraid,
pozménéni, neopravnénému zpiistupnéni nebo
pfistupu k t&mto osobnim adajim. Zdravotnické
zafizeni poskyine informace o povaze poruleni
udaju, kategoriich a pfiblizném poétu dotéenych
ziznamil a subjektl udaju a poskytne zadavateli a
spolecnosti CRO  soulinnost pfi  profetfovani
tohoto poruseni zabezpefeni osobnich Gdajil.
Zdravotnické zafizeni je povinno neprodiend a na
vlasini ndklady zmirnit a odstranit veSkera poruseni
zabezpeteni osobnich 0dajd, mimo jiné véeiné
piijeti  jakychkoli opatfeni nezbyinych
k dodrZovini veskerych zikonnych poZadavk{.

9. Divérné informace. V prithéhu klinického hodnoceni
miZe zdravotnické zafizeni ziskdvat nebo vytvdfet
informace, které jsou divérnymi informacemi zadavatele
nebo jeho pfidmZené strany.
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9.1. Definition. Except as specified below, confidential
information (“Confidential Information™} includes all
information provided by Sponsor or its affiliate or CRO,
or developed for Sponsor or its affiliate or CRO,
Inventions (hereinafier defined) and all data collected
during the Trial, including without limitation results,
reports, technical and economic information, the
existence or terms of this or other Trial agreements with
the Sponsor, Vifor or CRO, commercialization and Trial
strategies, trade secrets and know-how disclosed by
Sponsor or its affiliate to Institution or Principal
Investigator directly or indirectly, whether in writing,
electronic, oral or visual transmission, or which is
developed under this Agreement.

9.2. Exchusions. Confidential Information does not
include information that is in the public domain prior to
disclosure by Sponsor or its affiliate or CRO; becomes
part of the public domain during the term of this
confidentiality obligation by any means other than
breach of this Agreement by Institution; is already
known to Institution at the time of disclosure and is free
of any obligations of confidentiality; or is obtained by
Institution, free of any obligations of confidentiality
from a third party who has a lawful right to disclose it.

9.3. Obligations of Confidentiality. Institution may only
disclose Confidential Information to the Research Staff
and other employees/contractors of the Institution or of
the Principal [nvestigator who have a need to know for
the purposes of the Trial, and are bound by
confidentiality obligations at least as stringent as those
contained herein. Unless Sponsor or its designee
provides prior written consent, Institution may not use
Confidential Information for any purpose other than that
authorized in this Agreement, nor may Institution
disclose Confidential Information to any third party
except as authorized in this Agreement or as required by
Applicable Law. Required disclosure of Confidential
Information to the IEC and/or RA is specifically
authorized.

94, Disclosure Required - by Law. If disclosure of
Confidential Information beyond that expressly
authorized in this Agreement is required by Applicable
Law, that disclosure does not constitute a breach of this
Agreement so long as Institution notifies Sponsor or its
designee in writing as far as possible in advance of the

9.1. Definice. S vyjimkou niZe uvedenych cmezeni
zahmuji divémé informace (,,davémé informace®)
viechny informace poskytnuté zadavatelem nebo jeho
pfidruZenym subjektem nebo spole€nosti CRO nebo
vytvofené pro zadavatele nebo jeho pfidruZeny subjekt
nebo pro spole¢nost CRO, vynilezy {definované niZe)
4 viechny Gdaje shromaZdéné v pribéhu klinického
hodnoceni, zahrnujici zeiména vysledky, zprévy,
technické a ekonomické informace, existenci
podminek této smiouvy o klinickém hodnoceni nebo
jinych smlav uzavienych se zadavatelem, spolenosti
Vifor nebo spoleénosti CRO, komercializaci a strategii
klinického hodnoceni, obchodni tajemstvi a know-
how pfedané zadavatelem nebo jeho pridruZenym
subjektem zdravotnickému zaFizeni pi{mo &i nepiimo,
v pisemné, elektronické, 0stni nebe obrazové formé,
nebo vzniklé v ramei této smilouvy.,

9.2. Vyjimky. DGOvémé  informace  nezahrnuji
informace, které jiZ byly vefein® pfistupné pfed jejich
zptistupnénim zadavatelem nebo jeho pfidruZenym
subjektem nebo spoleénosti CRO, staly se vefejné
pristupnymi v pribéhu trvani  tohoto zdvazku
diivérnosti jinym zplisobem nez poruSenim této
smlouvy zdravotnickym zafizeni, jsou jiZ znamy
zdravotnickému zafizeni v okamziku jejich pfeddni a
nepodléhaji  zivazkiim  dovérnosti  nebo e
zdravotnické zafizeni ziskd bez zivazkd dévérnosti od
tfeti strany, kterd md zdkonné pravo na jejich
zvefejnéni,

9.3 Zévazky zachovani davérnosti _informaci.
Zdravotnické zafizeni smi zpfistupnit ddveérné
informace pouze vyzkumnému personalu a ostatnim
zaméstnancim/pracovnikiim zdravotnického zafizeni
nebo hlavniho zkouiejiciho, ktefi je potfebuji znat pro
uéely klinického hodnoceni a jsou vézani povinnosti
zachovavat divérnost prineimensim stejné pfisnou,
jako je ta stanovend zde. Bez pfedchoziho pisemného
schvdleni zadavatele nebo jeho zmocnénce nesmi
zdravotnické zatfizeni pouZivat dlivérné informace pro
jakékoliv jiné udely, ne k jakym jej opraviigje tato
smlouva, a nesmi je sd&lovat tietim stranam kromé
ptipadd, ke kterym jej opraviuje tato smlouva nebo
které jsou vyzadovany ze zakona. VyZidand
zvefejnéni divérnych informaci NEK a/nebo RU jsou
vyslovné schvéalena,

9.4. Sdéleni dbvérnych informaci vyZadované ze
zikona. Jestlize je ze zikona vyZzadovano sdéleni
divérmych informaci nad ramec toho, co je vyslovné
schvaleno v #to  smlouvé, takové sdéleni
nepfedstavuje porufeni smiouvy, pokud o ném
zdravotnické zafizeni pisemné informuje zadavatele
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disclosure so as to allow Sponsor or its designee to take nebo jeho zmocnénce v co moZna nejvétsim piedstihu,

legal action to protect its Confidential Information, aby zadavatel nebo jeho zmocn&nce mohli podniknout
discloses only that Confidential Information required to zikonné kroky k ochrané svych dGvéroych informaci,
comply with the legal requirement, and continues to sd&li pouze divérné informace nutné ke splnéni
maintain the confidentiality of this Confidential zdkonného poZadavku a zachovd divémost téchto
Information with respect to all other third parties. diivérnych informaci ve vztahu ke viem ostatnim

tietim stranam.

9.5. Survival __of Obligations. For Confidential 9.5. Platnost_zavazkii po ukonceni smlouvy. Tyto

Information other than Trial Data {(hereinafter defined) zavazky nepouZivat a nezvefejiovat divérng
and Biological Samples (hereinafter defined) analysis informace, s vyjimkou fidaji o klinickém hodnoceni
data, these obligations of nonuse and nondisclosure (definovanych niZe) a Odaji z analyz biologickych
survive termination of this Agreement and continue for vzorka (definovanych niZe), zlstanou v platnosti pét
a period of five (5) years after termination. Permitted (5) let po ukondeni této smiouvy. Povolené pouZiti a
uses and disclosures of Trial Data are described in zvefejnéni dajl o klinickém hodnoceni je popsano
Section 13 (Publications) of this Agreement. v bodé 13 (Publikace) této smlouvy.

9.8. Return of Confidential Information. If requested by 9.6. Vraceni _divérmvch informaci. Pokud o to
Sponsor, its affiliate or CRO in writing, Institution will zadavatel, jeho pfidruZeny subjekt nebo spole€nost
return all Confidential Information, at Sponsor’s CRO pisemné poZidaji, zdravotnické zaFizeni vrati na
expense, except that required to be retained at the naklady zadavatele viechny dGvérné informace s
Institution by Applicable Law. However, Institution vyjimkou informaci, které musi podle platnych zdkond
may retain a single archival copy of the Confidential zistat ve =zdravotnickém zafizeni. Zdravotnické
Information for the sole purpose of determining the zafizeni si vak miiZze ponechat jednu archivni kopii
scope of obligations incurred under this Agreement. divérnych informaci vyhradné za Ofelem stanoveni

rozsahu zavazki vyplyvajicich z této smiouvy.

10. Trial Data, Biological Samples, and Records. 10. f}da]'e klinického hodnogeni, biologické vzorky a
r:ar@m:.(
10.1. Trial Data. During the course of the Trial, 10.1. Udaie _klinického _ hodnoceni.  V priib&hu
Institution will collect and submit certain data to klinického hodnoceni bude zdravotnické zaFizeni
Sponsor or its designee, as specified in the Protocol. This shromazd’ovat a pfedavat urtité Gdaje zadavateli nebo
includes CRFs (or their equivalent) or electronic data Jjeho zmocnérnei, jak je uvedeno v protokolu. Patfi sem
records, as well as any other documents or materials formulafe CRF  (nebo jejich eckvivalent) nebo
created for the Trial and required to be submitted to clektronické zdznamy Gdajil a dale wviechny daldi
Sponsor or its designee, such as X-ray, magnetic dokumenty a malerialy vytvofené pro klinické
resonance imaging (“MRI”)}, or other types of medical hodnoceni, které musi byt prfedloZeny zadavateli nebo
images, electrocardiogram (“ECG™), jeho zmocn&nci, napf. rentgenové snimky, snimky
electroencephalography (“EEG”), or other types of magnetické rezonance (,L,MR™) nebo jiné typy
tracings or printouts, or data summaries (collectively, zdravotnich snimk, elektrokadiogram (,,EKG*),
“Trial Data™). Institution will ensure accurate and timely elektroencefalografie (,L,EEG*) nebo jiné typy
collection, recording, and submission of Trial Data. zaznami nebo vytiskil vydetfeni nebo soubrny adaji

{spole¢né wHidaje klinického hodnoceni®).
Zdravotnické  zafizeni zajisti presné a  v€asné
shromazdovani, zaznamendni a predkladani Gdajd

klinického hednoceni.
a. Qwnership of Trial Data. Vifor is the exclusive a. Vlastnictvi 6dajd klinického hodnoceni.
owner of all Trial Data and Institution and Principal Spoleénost Vifor je vyhradnim vlastnikem viech
Investigator hereby assign such rights to Vifor. Vifor udaji klinického hodnoceni a zdravotnické
may use such Trial Data for any lawful purpose zafizeni a hlavni zkouSejici timto postupuji
without further obligation or liability to Institution or velkerd tato prava spoleénosti Vifor. Spoleénost
Principal Investigator. Institution and Principal Vifor miiZe tyto Gdaje klinického hodnoceni
Investigator may publish the Trial results of the Trial pouzit k jakémukoli zikonnému iéelu bez
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collected or generated by Institution and Principal
Investigator, solely in accordance with Section 13.

b. Institution retains a limited right to use Trial Data
solely for its internal non-commercial research and
educational purposes. For clarity, such retained right
does not permit any use of the Trial Data in any
research with a third party who may receive rights or
licenses to the Trial Data or any intellectual property
arising from use of the Trial Data.

¢. Medical Records. Medical records relating to Trial
Subjects that are not submitted to Sponsor or
Sponsor’s affiliate may include some of the same
information as is included in Trial Data; however,
Sponsor or its affiliate makes no claim of ownership
to those documents or the information they contain.

10.2. Biological Samples. If so specified in the Protocol,
Institution and Principal Investigator may collect and
provide to Sponsor or its designee Biological Samples
(“Biological Samples™).

a. Use. Institution will not use Biological Samples
collected under the Protocol in any manner or for any
purpose other than that described in the Protocol.

b. Sample Data. Sponsor or its designees will test
Biological Samples as described in the Protocol.
Unless otherwise specified in the Protocol, Sponsor
will not provide the results of such tests (“Sample
Data”) to the Institution or Principal Investigator or
Trial Subject. Sample Data will be treated as Trial
Data; therefore, if Sponsor provides Sample Data to
the Institution or Principa! Investigator, that data will
be subject to the permitted use of Trial Data as
outlined in this Agreement.

10.3. Records. Institution will retain all records and
documents pertaining to the Trial under storage
conditions conducive to their stability and protection, for

Jjakychkoli dal8ich povinnosti nebo odpovédnosti
vici zdravotnickému zafizen{ nebo hlavnimu
zkoudejicimu. Zdravotnické zafizeni a hlavni
zkousejici mohou zvefejnit vysledky klinického
hodnoceni shromazdéné zdravotnickym zafizenim
nebo hlavnim zkousejicim pouze v souladu

s bodem 13.

b. Zdravoinické zafizeni si ponechdvd omezené
pravo kpouziti 0daji  klinického hodnoceni
vyhradné pro své interni nekomer&ni vyzkmuné a
vzdélavaci ately. Pro vét3{ srozumitelnost, takova
priva neumo#iiuji vyuZiti Gdajd klinického
hodnoceni v ramei vyzkumu s tietl stranou, ktera
miZe ziskat priva nebo licenci kudajim
kiinického hodnoceni nebo jakémukoli dudevnimu
vlastnictvi vzniklému v disledku pouZiti udaji
klinického hodnoceni.

klinického hodnoceni, které se¢ nepfedkladaji |

zadavateli nebo pfidruzenému subjekiu zadavatele,
mohou obsahovat stejné informace, jaké jsou
obsaZeny v adajich klinického hodnoceni.
Zadavatel ani jeho pFidruZeny subjekt si na tyto

dokumenty ani informace, které obsahuji, nedini |

vlastnicky narok.

10.2. Biologické vzorky. Zdravotnické zafizeni a
hiavni zkouSejici mohou shromad’ovat a poskytovat
zadavateli nebo osob& jim urené biologické vzorky
{..biologické vzorky™), pokud tak stanovi protokol.

a, Pouziti. Zdravotnické zafizeni nepouiije
biologické vzorky odebrané podle protokolu
Zadnym jinym zpiisobem nebo pro Zidny jiny Gdel,
ne jak je uvedeno v protokolu.

b. Vysledky vzorki. Zadavatel nebo osoba jim
urfena provede testy biologickych vzorki, jak je
uvedeno v protokolu. Pokud protoko! neuvadi
jinak, zadavatel neposkytne vysledky téchio testh
{,,vysledky vzorkd™) zdravotnickému zafizeni,
hlavnimu zkoudejicimu nebo subjektu klinického
hodnoceni. S vysledky vzorkl bude nakladano
stejné jako s ddaji klinického hodnoceni, a proto
jestlize zadavatel poskytne vysledky vzorkh
zdravotnickému  zakizeni nebo  hlavnimu
zkoudejicimu, budou se na tvto adaje vztahovat
povolené zplisoby pouXiti Gdajd  klinického
hodnoceni, jak jsou uvedeny v tto smlouvé.

10.3. Zaznamy, Zdravotnické zafizeni wuchovd
viechny zaznamy a dokumenty klinického hodnoceni

za skladovacich podminek podporyjicich jejich |

|
|

|
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the longest oft (iYtwenty five (25)years after stabilitu a ochranu po dobu (i) dvaceti péti (25) let po

termination of the Trial unless Sponser or Vifor ukonéeni klinického hodnoceni {pokud zadavate] nebo
authorizes, in writing, earlier destruction; or (i} as spoleénost Vifor pisemné neschvali dfiv&jdi znifeni)
otherwise required by Applicable Law. Institution nebo (ii) po dobu poZadovanou platnymi zdkony, dle
further agrees to permit Sponsor or Vifor fo ensure that toho, co je deldi. Zdravotnické zafizeni se dale
the records are retained for a longer period il necessary, zavazuje, ¥e zadavateli nebo spoleénosti Vifor na
at Sponsor or Vifor’s expense, under an arrangement jejich naklady umoini zajistit v pfipadé potieby
that protects the confidentiality of the records (e.g., uschovu na delfi obdobi asmluvng sjednat ochranu
secure off-site storage). divérnosti ziznamid (napf. bezpeénym uloZenim

mimo misto provadéni hodnoceni).

11. Inspections and Audits. 11. Kontroly a audity.
11.1. Access. Upon reasonable request, Sponsor, 11.1. Piistup. Na zakladé pfiméfené Zadosti bude
authorized representatives of Sponsor, and/or authorized zadavateli, oprdvnénym zistupcim zadavatele a/nebo
representatives of the RA may, during and after the opravnEnym zistupctiun RU béhem a po skondeni
Trial, during regular business hours: (i) examine and klinického hodnoceni b&hem standardni pracovni
copy: all CRFs and other Trial records (inctuding Trial doby umoinéno: (i) nahlizet do v8ech CRF a dal3ich
Subject records and medical charts, Trial Subject ICF zaznamil klinického hodnoceni (vietné zdznamdi
documents, and Sponsor Drug and Comparator Drug subjektt  klinického hodnoceni a  zdravotnich
receipt and disposition logs); (ii) examine and inspect zaznamu, formulafi informovaného souhlasu subjektd
the facilities and other activities relating to the Trial or klinického hodnoceni, zaznami pfijeti a manipulace s
the IEC; and (iii) observe the conduct of the Trial. hodnocenym  [é¢ivym plipravkem a srovndvacim

i¢kem) a pofizovat jejich kopie; (ii} prohliZet a
kontrolovat zafizeni a dal§i &innosti souvisejici s
klinickfm hodnocenim nebo NEK a (iii) sledovat
provadéni klinického hodnoceni.

11.2. Notice. Institation shall: (i} inform Sponsor and 11.2. Ozndmeni. Zdravotnické zafizeni je povinno:
CRO as soon as practicable of any effort or request by (i) co nejdfive uvédomit zadavatele a spole¢nost CRO
the government, the RA or other persons to inspect or o pokusu nebo Zidosti statniho Gfadu, RU nebo jinych
contact the Institution, Principal Investigator or osob o kontrolu nebo kontaktovani zdravoinického
Research Staff with regard to the Trial; (i) provide zafizeni, hlavniho zkouSejiciho nebo vyzkumného
Sponsor and CRQO with a copy of any communications persondlu  ve  véci  klinického  hodnoceni;
sent by such persons; and (i) provide Sponsor the (ii) poskytnout zadavateli a spoleénosti CRO kopie
opportunity to participate in any proposed or actual veSkerych sdéleni zaslanych témito osobami a
responses by Institution to such communications and to (iii) poskytmout zadavateli pfilezitost podiiet se na
make reasonable efforts to ensure that Sponsor may be jakychkoliv  navrhovanych nebo uskuteénénych
present or represented during any such visit. odpovédich podanych zdravotnickym zafizenim na

takova sdéleni a vynaloZit pfiméfené Gsili, aby mohl
byt zadavatel pfitornen nebo zastoupen pii takové

naviteve,
11.3. Cooperation. Institution will ensure the full 11.3. Spoluprace. Zdravotnické zafizeni zajist! plnou
cooperation of the Principal Investigator, the Research spolupraci  hlavniho zkoudejictho, vyzkumného
Staff and IEC members with any such inspection and persondlu a ¢lenG NEK pfi takové kontrole a veasny
will ensure timely access to applicable records and data. piistup k pFisludnym zdznamdm a  adajim.
Institution will promptly resolve any discrepancies that Zdravotnické zafizeni musi bez odkladu Fedit jakékoliv
are identified between the Trial Data and the Trial nesrovnalosti shledané v adajich klinického hodnoceni
Subject’s medical records. a zdravotnich zéznamech subjektll  klinického

hodnoceni.

12. Inventions. If Institution’s conduct of the Trial, use of | 12. Vyndlezy. Jestli¥e vysledkem provadéni klinického
the Sponsor Drug, or use of Confidential Information, | hodnoceni, pougiti hodnoceného 1égivého pripravku nebo
results in any invention or discovery whether patentable or | diivérnych  informaci zdravotnickym zafizenim bude
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not (“Invention™), Institution will promptly and within at
least thirty (30) days inform Vifor. Institution will assign
and hereby assigns, and shall cause all Research Staff
members to assign all interest in any such I[nvention,
together with all intellectual property rights therein, to
Vifor,, free of any obligation or consideration beyond that
provided for in this Agreement. Institution will provide, and
shall cause all Research Staff members to provide
reasonable assistance to Vifor in filing and prosecuting any
patent applications relating to Invention, at Sponsor’s
expense.

13, Publications. Sponsor does not object to publication by
Institution of the results of the Trial based on information
collected or generated by Institution and Principal
Investigator, whether or not the results are favorable to the
Sponsor Drug. However, to ensure against inadvertent
disclosure of Confidential Information or unprotected
Inventions, [nstitution shall provide Sponsor an opportunity
to review any proposed publication or other type of
disclosure before it is submitted or otherwise disclosed. If
part of a multi-center Trial, Institution agrees that the first
publication is to be a joint publication involving all Trial
sites. 1f a joint manuscript has not been submitted for
publication within eighteen (18) months of completion or
termination of the Trial at all participating Trial sites,
Institution is free to publish separately, subject to the other
requirements of this Agreement. All publications must
acknowledge the sponsorship of the Trial.

or any of its employees for promotional or advertising

purposes without written permission from the other Party. |

However, Sponsor reserves the right to identify the
Institution in association with a listing of the Protocol in the
National Institutes of Health (NIH) Clinical Trials Data
Bank, other publicly available listings of ongoing clinical
trials, or other patient recruitment services or mechanisms.

15. Indemnification. Sponsor or Sponsor’s affiliate agrees
to indemnify, defend or cover costs of defense for, and hold
harmless (“Indernnify”) the Trial investigators; any
institution at which the Trial is conducted, its officers,
agents, and employees; and the IEC and/or RA that
approved the Trial (collectively, “Indemnified Parties™)
against any claim filed by a third party for damages, costs,
liabilities and/or expenses arising out of a Trial Subject
injury (hereinafter defined), the design of the Trial, or the

vynalez nebo objev, at’ uz patentovatelny ¢i nikoli
(,,vyndlez"), azdravotnické zatizeni o této skuteCnosti
okamzité a nejpozd&ji do tficeti (30) dnd informuje
spoletnost Vifor. Zdravotnické zafizeni postoupf a timto
postupuje velkeré ndroky k tomuto vyndlezu spoledng
s vefkerymi snim souvisejicimi pravy k duevnimu
viastnictvi spole&nosti Vifor bez jakychkoliv dalgich
zavazkd nebo thrad kromé téch, které zaruduje tato
smlouva, a ktémuZz pFiméje vyzkumny persondl.
Zdravotnické zafizeni poskytne spoleénosti Vifor na
naklady zadavatele pfiméfenou pomoc pii podavani
patentovych piihlasek ve vztahu kvynilezu a jejich
uplatiiovini a k témuz pfiméje vyzkumny personal.

13. Publikace. Zadavatel nema namitek proti publikaci
vysledki klinického hodnoceni zdravotnickym zatizenim
na zakladé informaci shromaZdénych nebo vytvofenych
zdravotnickym zatizeni a hlavnim zkouSejicim bez ohledu
na to, zda jsou vysledky pfiznivé pro hodnoceny 1€8ivy
piipravek nebo ne. Na ochranu proti neiamysinému
zvefeinéni divémych informaci nebe nechrinénych
vyndlezi je vSak zdravotnické zafizeni povinno
poskytnout zadavateli pfileZitost zkontrolovat viechny
navrhované publikace nebo jiné typy zvefeinéni pfed
jejich odeslanim nebo jinym zvefejnénim. JestliZe se
jedna o souCast multicentrické klinické hodnoceni,
zdravotnické zafizeni se zavazuje, e prvni publikace
bude spolednou publikact viech pracovist klinického
hodnoceni. Jestlize do osmnacti (18) mésicit od skondeni
nebo piedéasného ukongeni klinického hodnoceni na
viech midastn&nych pracovistich klinického hodnoceni
nebude predloZen spoletny rukopis pro publikaci, mize
zdravotnické zafizeni pHi dodrzent daldich pozadavki této
smlouvy publikovat samostamé. Viechny publikace musi
uznat sponzorstvi klinického hodnoceni.

14. Publicita. Zadna ze stran nepouZije jméno jiné strany
ani Zddného z jejich zam&stnanch pro utely reklamy a
propagace bez pisemného svoleni druhé strany. Zadavatel
si vSak vyhrazuje prévo uvést zdravotnické zafizeni
vsouvislosti  suvedenim  protokolu v databance
klinickych hodnoceni Narodnich instituth zdravi (NTH),
jinych vefejné dostupnych seznamech klinickych
hednoceni nebe jinych sluZbach &i mechanismech naboru
pacient.

15. Zhaveni odpovédnosti. Zadavatel nebo pfidruzeny
subjekt zadavaiele se zavazuji, Ze zbavi odpovédnosti,
obhaji, ponese ndklady obhajoby a nebude poZadovat
nahradu  Skody (,.zbavi odpovédnosti) zkoudejici
klinického hodnoceni, zdravotnické zafizeni, v n&mZ se
klinické hodnoceni provédi, jeho pfedstavitele, zdstupce a
zam&stnance a NEK a/nebo RU, ktera klinické hodnoceni
schvalila {(souhrnné , strany zbavené odpovédnostiy viigi
vefkerym naroklim vznesenym tfeti stranou ohledné Skod
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specifications of the Protocol. Trial Subject Injury means a
physical injury or drug-related psychiatric event caused by
administration or use of the Sponsor Drug required by the
Protocol that the Trial Subject would likely not have
received if the Trial Subject had not participated in the Trial
{“Trial Subject Injury”). Sponsor or Sponsor’s affiliate
further agrees to reimburse Institution for the actual cost of
diagnostic procedures and medical treatment necessary to
treat a Trial Subject Injury. Institution agrees to provide or
arrange for prompt diagnosis and medical treatment of any
Trial Subject Injury. Institution further agrees to promptly
notify Sponsor of any Trial Subject Tnjury.

15.1. Exclusions. Excluded from this agreement to
Indemnify are any claims for damages resulting from:
(a} failure by an Indemnified Party to comply with the
Protocol or written instructions from Spoasor; (b) failure
of an Indemnified Party to comply with Applicable Law;
or (¢) negligence or willful misconduct by an
Indemnified Party.

15.2. Notice and Cooperation. Each party’s obligation to
indemnify is conditioned on the Indemnified Party’s
agreement to provide Sponsor or Sponsor’s affiliate with
prompt notice of, and full cooperation in handling, any
claim that is subject to indemnification. If 50 requested
by Sponsor or Sponsor’s affiliate, Institution agrees to
authorize Sponsor or Sponsor’s affiliate to carry out the
sole management of defense of an indemnified claim,

15.3. Settlement_or Compromise. No settlement or
compromise of a claim subject to this indemnification
provision will be binding on Sponsor without Sponsor’s
prior written consent. Sponsor will not unreascnably
withhold such consent of a settlement or compromise.
Neither Party will admit fault on behalf of the other Party
without the written approval of that Party.

15.4. Limit of Liabilitv of CRO. The Parties agree that
CRO expressly disclaims any and all liability
whatsoever in connection with the Sponsor Drug or the
Protocol except to the extent that such liability arises
from CRO’s negligent act, omission or willfui
misconduct.

a/mebo ndkladl, odpovédnosti, vydaji souvisejicich
s ijmou subjektu klinického hodnoceni, uspofadanim
klinického hodnoceni nebo specifikacemi protokolu
klinického bodnoceni. Ujma subjektu  klinického
hodnoceni znamend t8lesnou djmu nebo 1éCivem
vyvolanou  psychiatrickou  udalost  zplsobenou
podavanim nebo pouZivanim hodnoceného légivého
ptipravku poZadovaného protokolem, které by subjekt
Klinického hodnoceni pravdépodobné neutrpél, kdyby se
studie netastnil {,,4jma subjektu hodnoceni). Zadavate!
nebo pfidruZeny subjekt zadavatele se déle zavazuji, Ze
phradi zdravotnickému zafizeni skutedné nédklady
diagnostickych postupi a lékafské péde nezbyiné k 16&be
ujmy subjektu klinického hodnoceni. Zdravotnicke
zatizeni se zavazuje, Ze poskytne nebo zajisti okamZitou
diagndzn a 1é€bu jakékoli djmy subjektu hodnoceni.
Zdravotnické zafizeni se déle zavazuje, Ze o takové Gjme
subjektu hodnoceni okamzité uvédomi zadavatele.

15.1, Vyiimky. Z této dohody 0 zbaveni odpovédnosti

Jjsou vyhaty ve¥keré naroky na fihradu Skod vznikiych
(a) nedodrzovanim protokolu nebo pisemnych pokynti
zadavatele stranou zhavené odpovédnosti,
{b) nedodrzovanim platnych zikoni stranou zbavenou
odpovédnosti nebo (¢) nedbalosti nebo dmysing
protipravnim jednanim strany zbavené odpovédnosti.

152, Oznameni a_spoluprace. Povinnost kazdé ze
stran ke “baveni odpovédnosti je podminéna
souhlasem strany zbavené odpovédnosti s ckamzitym
vyrozuménim zadavatele nebo pfidruzeného subjektu
zadavatele o jakychkoli ndrocich podléhajicich
zhaveni odpovédnosti a plnou spolupraci na jejich
feSeni. Pokud o to zadavatel nebo pFidruZeny subjekt
zadavatele poZidaji, zdravolnické zafizeni se
zavazuje, Ze zadavateli nebo pfidruZenému subjektu
zadavatele pfenechd vyhradni vedeni obhajoby naroku
podléhajiciho zbaveni edpovédnosti.

15.3. Narovnini_nebo kompromis. Narovnani nebo
kompromisni feSeni naroku podléhajicihc zbaveni
odpovédnosti nebude pro zadavatele zavazné bez jeho
pfedchoziho pisemného souhlasu. Tento souhlas s
narovnanim nebo kompromisnim feSenim nebude
zadavate! nepfiméfend odpirat. Zadnd ze stran neuzna
pochybeni jménem druhé strany bez jejiho pisemného
souhlasu.

15.4. Omezeni odpovédnosti  spolednostt  CRO.
Smiuvni strany souhlasi, Ze spolednost CRO vyslovn
odmitd  jakoukoli odpovédnost vsouvislosti s
hodnocenym 1&€ivym pfipravkem nebo protokolem
s vyjimkou piipadi, kdy odpov@dnost vznikne na
zakladé nedbalého jednani, opomenuti nebo
umysiného protipravniho jedndni spoleénosti CRO,
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16. Termination and Expiration..

16. UkognCeni a vyprieni platnosti smiouvy.

16.1. Termination _ Conditions. This  Agreement
terminates or expires upon the earlier of any of the
following cvents:

16.1. Podminky ukongeni platnosti smiouvy. Platnost ;
této smiouvy skondi nebo vyprsi, jakmile nastane |
kterdkoliv z ndsledujicich udélosti:

a. |EC and/or RA Rejection. If, through no fault of
Institution or Principal Investigator, the Trial is never
initiated because of [EC and/or RA disapproval, this
Agrcement can be terminated by any Party
immediately.

b. Trial Completion. For purposes of this Agreement,
the Trial is considered complete afier conclusion of
all Protocol-required activities for all enrolled Trial
Subjects; receipt by Sponsor or CRO of all relevant
Protocol-required  data, Trial documents and
Biological Samples; and receipt of all payments due
to either Party. Expected trial completion date: July
2022.

c. Barly Termination of Trial. If the Trial is
terminated early as described below, the Agreement
will terminate after receipt by Sponsor, Vifor or CRO
of all relevant Protocol-required data, Trial
documents and Biological Samples and receipt of ail
payments due to either Party.

(1) Termination of Trial upon Notice. Sponsor
reserves the right to terminate the Trial for any

reason upon thirty (30) calendar days written
notice to Institution. Upon receipt of such notice,
Institution agrees to promptly terminate conduct
of the Trial, to the extent medically permissible,
for all Trial Subjects.

{2) immediate Termination of Trial by Sponsor.
Sponsor further reserves the right to terminate the
Trial immediately upon written notification to
Institution for causes that include but are not
limited to the failure to enroll Trial Subjects at a
rate sufficient to achieve Trial performance goals;
material unauthorized deviations from the
Protocol or reporting requirements;

a. Zamitnut{ ze strany NEK a/nebo RU, Jestlize bez
zavinéni zdravotnického zafizeni nebo hlavniho
zkoudejiciho nebude kiinické hodnoceni zahdjenc
z diivodu zamitnut{ ze strany NEK a/nebo RU,
kterakoliv ze stran miiZe s okamzZitou platnosti
ukonéit tuto smlouvu.

b. Ukonéeni klinického hodnoceni. Pro udely této
smiouvy je klinické hodnoceni povaZovano za
dokoncené po uzavieni wviech  Ginnosti
vyZadovanych protokolem pro viechny zafazené
subjekty klinického hodnoceni a poté, co zadavatel
nebo spoleénost CRO obdrii  viechny Gdaje
vyzadované protokolem, dokumentaci klinického
hodnoceni a biclogické vzorky a obé smluvni
strany vyrovnajl vzijemné platebni zavazky.
Pfedpoklddany termin ukonCeni klinického
hodnoceni: ¢ervenec 2022,

¢. PfedCasné _ukonleni klinického hodnoceni.

JestliZe dojde wve smyslu dile uvedeném
k pted®asnému ukon&eni klinického hodnoceni,
platnost této smlouvy skonéi poté, co zadavatel,
spoletnost Vifor nebo spolenost CRO obdrzi
viechny Gdaje  vyZadované  protokolem,
dokumentaci klinického hodnoceni a biologické
vzorky a obé smluvni strany vyrovnaji vzdjemné
platebni zdvazky.

(1) Ukongeni klinického hodnoceni vypoveédi.
Zadavatel si vyhrazuje pravo klinické
hodnoceni z jakéhokoliv diivodu ukonéit po
podéni pisemné vypovédi s vypovédni thitou v
délee tiiceti (30) dni zaslané zdravotnickému
zafizeni. Zdravotnické zafizeni souhlasi s tim,
Ze po phijeti takové vypovedi okamzite ukondi
provadéni klinického hodnoceni v rozsahy, f

t

ktery je lékafsky pfijatelny, a to u v§ech1

subjektiz hodnoceni. ‘

|

{2) Okamzité ukonéeni klinického hodnogceni \

zadavatelem. Zadavatel si dle vyhrazuje pravo |
ukongit klinické hodnoceni okamzité na zakladé
piscmné vypovédi dorudené zdravotnickérau
zafizeni zdGvodld, jako je mimo jiné
nezafazovani subjektd klinického hodnoceni
rychlosti dostateénou k dosaZeni ¢ili klinického |
hodnoceni, vyznamné neschvalené odchylky od |
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circumstances that in Sponsor’s opinion pose
risks to the health or welibeing of Trial Subjects;
or regulatory agency actions relating to the Trial
or the Sponsor Drug or Comparator Drug.

(3) Immediate Termination of Trial by Institution.
Institution reserves the right to terminate the Trial
immediately upon notification to Sponsor and/or
CRO if requested to do so by the responsible IEC
and/or RA or if such termination is required to
protect the health of Trial Subjects.

(4) Termination by Institution. institution mayv
terminate the Tria]l upon subsequent written
notice to Sponsor if Sponsor materially breaches
the terms of this Agreement and fails to cure such
breach within thirty (303 calendar days of receipt,
by Sponsor. of wriiten nolice specifically

describing breach.

16.2. Payment upon Termination. If the Trial is
terminated early in accordance with this Agreement,
Sponsor or its designee will provide a termination
payment equal to the amount owed for work already
performed up to and including the effective date of
termination, in accordance with Attachment A, less
payments already made. The termination payment will
include any non-cancelable expenses, other than future
personnel costs, so long as they were properly incurred
and prospectively approved by Sponsor, and, only to the
extent such costs cannot reasonably be mitigated. If the
Trial was never initiated becausc of disapproval by the
[EC and/or RA, Sponsor or its designee will reimburse
designated payees for IEC fees and for any other
expenses that were prospectively approved, in writing,
by Sponsor.

16.3. Return of Materials. Unless Sponsor and/or CRO
instructs otherwise in writing, Institution will promptly
return all materials supplied by CRO, at Sponsor’s
expense, for Trial conduct, including CRFs, and any
Sponsor and/or CRO-supplied Equipment {defined in
section 20.). Institution will return any unused Sponsor
Drug or Comparator Drug, as applicable, at Sponsor’s
expense.

protokelu nebo poZadavkd podévini zprav,
okolnosti, které podie zadavatelova ndzoru
piedstavuji riziko ohroZen{ zdravi nebo pohody
subjekti klinického hodnoceni, nebo krokd
kontrolniho organu ve vztahu ke klinickému
hodnoceni nebo  hodnocenému  1é€ivému
ptipravku &i srovnavaciho I[€ku.

(3) Okamzité ukonceni klinického hodnoceni
zdravotnickym __zaffzenim.  Zdravotnické
zafizeni si vyhrazuje pravo ukontit klinické
hodnoceni s okamZitou platnosti na zékladé
vypovedi zaslané zadavateli a/nebo spole¢nosti
CRO, pokud to pozaduje NEK a‘nebo RU, nebo
pokud je ukonéeni nutné k ochrané zdravi
subjektil klinického hodnoceni.

{4) Ukonceni _ zdravotnickvm _ _zafizenim.
Zdravotnické zafizeni miZe ukondit klinické
hodnoceni na zdklad® pisemného ozndmeni
zadavateli, _pokud  zadavatel zdvaZnym
zpiscbem porudi podminky této smiouvy a
nenapravi _toio porufeni do tFceti (30)
kalendafnich dnii od obdrieni  pisemného
ozndmeni, ve kterém bude toto poruseni
specifikovano.

16.2. Platha _pfi  ukondeni. JestliZe  dojde
k pfed€asnému  ukonceni klinickéhe hodnocend
vsouladu stouto smlouvou, zaplati zadavate! nebo
jeho zastupce posledni platbu rovnajici se dluZné
¢astee za jiZ provedenou praci az do dne O¢innosti
vkondéeni smlouvy v souladu s pfilohou A, a to po
odedteni jiZ vyplacenych Gastek. Platba pfi ukondeni
bude zahrnovat viechny nezruSitelné vydaje ¥fadné
vynaloZené a pfedem schvalené zadavatelem, s
vyjimkou budoucich osobnich ndkladd, v rozsahu, v
jakém nelze tyto naklady piiméfend omezit. Jestlize
klinické bodnoceni nebylo zahdjeno z divodu
odepfeni soublasu NEK a/nebo RU, zadavate]l nebo
jeho zastupee proplati  zdravotnickému  zafizeni
poplatky pro NEK a viechny daldi vylohy, které
zadavatel pfedem pisemné schvalil.

16.3. Vraceni materidlt. Pokud zadavatel a/nebo
spole¢nost CRO neuddli jiné pisermné pokyny,
zdravotnické zafizeni ckamzité na naklady zadavatele
vrati viechny materialy obdrZené od spoleénosti CRO
pro provadéni klinického hodnoceni, véetné formulafi
CRF a veskerého zafizeni poskytnutého zadavatelem
a/nebo spolednosti CRO (definované v odstavei 20.).
Zdravoinické zafizeni na ndklady zadavatele vrati
veskery hodneceny lé¢ivy pFipravek nebo pfipadng
srovnavaci lék.

Institution: Ustfedni vojenska nemocnice | Relypsa, Inc | PAT-CR-302
Doc Name: CZE Institution Bipartite CTA (CRO} | Doc Final: 8/ec/2020

17732




17. Insurance. 17. Pojisténd.
17.1. Institution will secure and maintain in full force 17.1. Zdravotnické zafizeni uzavie pojisténi profesni
and effect throughout the performance of the Trial (and odpovédnosti pro viechny zdravotnické odborniky
following termination of the Trial to cover any claims provadéjici klinické hodnoceni a po dobu provadéni
arising from the Trial) insurance coverage for medical klinického hodnoceni (a po ukongeni studie na kryti
professional liability with limits in accordance with viech nérok( vzniklych v souvislosti s klinickym
Applicable Law for all medical professionals conducting hodnocenim) bude udrZovat jeho plnou platnost a
the Trial. G¢innost s limity nastavenymi v souladu s platnymi ’
zékony. ’
17.2, Prior to the commencement of the Trial, the 17.2. Zadavatel a/nebo spolednost Vifor uzavie pred |
Sponsor and/ or Vifor shall take out liability insurance zahdjenim klinického  hodnoceni pojisténi |
for the Trial, carried out in case of damage done to health odpovédnosti za 3skedu pro provadéné klinické |
including death, as a result of the Trial, within the hodnoceni, jehoZ prostfednictvim je zajist®no i {
meaning of the provision of s. 32 subsec. 3 paragraph f) odskodnéni v pfipad smrti subjektu hodnoceni nebo v |
of the Act on Pharmaceuticals and on the minimum pFipadé Skody vzniklé na zdravi subjektu hodnoceni v [
claim amount in which is reasonably foreseeable that it diisledku provadéni klinického hodnoceni ve smyslu 1
might affect. ust. § 52, odst. 3, pism. f} zdkona o léCivech, a to na |

pinéni v minimalni vy$§i, vjaké lze rozumné[

predpoklddat, Ze by jej mohla postihnout, [

18. Debarment. Exclusion, Licensure and Response. | 18. Zdkaz Cinnosti, vylouleni, Iékafské osvédéeni a ‘
Institution represents that neither it nor any Research Staff | reakce.  Zdravotnické  zafizeni  prohlalduje, Ze {
or Principal Investigator are restricted or prevented under | zdravotnickému zafizeni, vyzkumnému persondlu ani
any healthcare or medicines faw from taking part in clinical | hlavnimu zkouSejicimu nebyla dle Zadnych zikond
research activities and the Institution will not knowingly use | upravyjicich zdravotni pééi &i 168ivé piipravky omezena
in any capacity the services of any person who is so | ncbo zakdzdna GCast v klinickém vyzkumu a Ze
restricted or prevented under any such laws with respect to | zdravotnické zaFizeni védom@ nevyuZije sluzby Zadné
the service being performed under this Agreement. During | osoby, které byly dle tdchto zikoni tyto ¢innosti omezeny
the term of this Agreement and for one (1) year thereafier, | nebo zakézany, pokud jde o sluZby poskytované dle této
the Institution and Principal Investigator will immediately | smmlouvy. V priib&éhu trvani platnosti této smiouvy a jeden
notify the Sponsor if they become aware of any such | (1) rok poté zdravotnické zaF{zeni a hlavni zkouSejici bez
restriction or prevention being applied to the Principal | odkladu informuji zadavatele, pokud se dozvi o
Investigator or any Research Staff. [nstitution represents | jakémkoliv takovém omezeni nebo zikazu vztahujicimi
that it and, the Principal Investigator is not the subject of [ s¢ na hlavni zkouSejici, nebo jakykoliv vyzkumny
any past or pending governmental or regulatory | persondl. Zdravotnické zafizeni prohladuje, Ze samotné
investigation, inquiry, warning or enforcernent action, | zafizeni a ani hlavni zkouSejici nebyli a nejsou subjekiem
including a government-mandated corporate integrity | Zddného vySetfovéani ze strany stitnich nebo kontrolnich
agreement and has not violated any applicable anti- | Gfadl, Zadného Gkonu vySetfovdni, varovani nebo
kickback or false claims laws or regulatiens related to its | vymahdni, vfetné statem nafizené dohody o firemnf
conduct of research that has not been disclosed to the | integrit®, a Ze neporudili Zadné platné zikony nebo
Sponser. Institution will promptly notify Sponsor if it | pfedpisy upravujici aplatky nebo neoprdvnéné naroky v
becomes aware of any such action regarding compliance | souvistosti s provddénim vyzkumu, o demz by zadavatel
| with ethical, scientific or regulatory standards for the | nebyl informovén. Zdravotnické zafizeni bez odkladu
i conduet of research if such action relates to events or | informuje zadavatele, pokud se dozvi o jakémkoliv
activities that occurred prior to or during the peried in which | takovém opatfeni souvisejicim s dodrZovanim etickych,
| the Trial was conducted and if during the term of this | védeckych nebo kontrolnich standardli provadéni
]Agreement, Sponsor shall have the right in its sole | vyzkumu tehdy, pokud se tato opatfeni vztahuji na
i discretion to terminate this Agreement immediately upon | uddlosti nebo ¢innosti, kieré nastaly pfed nebo v pribdhu
receipt of such notice. Institution further represents and | obdobi provadéni klinického hodnoceni a pokud béhem
warrants that Principal Investigator and Research Staff are | obdobi této smlouvy, zadavatel md podle svého
employees of Institution or are otherwise subject to | vyhradniho uv&Zeni pravo ukonéit tuto smiouvu okamité
Institution’s control and supervision. po obdrieni takového oznameni. Zdravotnické zafizeni
déle prohladuje a zarutuje, Ze hlavnl zkoudejici a
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vyzkumny personal jsou zaméstnanci zdravotnického
zafizeni nebo jinym zpdsobem podléhaji kontrole a
dohledu ze strany zdravotnického zafizeni.

19. Assignment and Delegation. The Parties agree that | 19. Postoupeni a delegovani. Smluvni strany soublasi, Ze
Sponsor may at any time and upon written notice to | zadavatel miZe kdykoliv po pisemném oznameni
Institution assume the obligations and rights of CRO or | zdravotnickému zafizeni pfevzit zivazky a priva
substitute CRO with another independent contractor. None | spolednosti CRO nebo nahradit spoleénost CRO jinym
of the rights or obligations under this Agreement will be | nezdvislym dodavatelem. Zdravotnické zafizeni nesmi
assigned or subcontracted by Institution to another without | bez pfedchoziho pisemného souhlasn zadavatele a
the prior written consent of Sponsor, and the express | vyslovné dohody mezi zdravotnickym zafizenim,
agreement of Institution, CRO, and the requisite new | spolecnosti CRO a pfislu$nym novym postupnikem nebo
assignee or subcontractor. Institution must notify Sponsor, | subdodavatelem postoupit nebo smluvné pfevést
in advance, prior to moving to another location. This | jakdkoliv prava nebo povinnosti vyplyvajici z této
Agreement will bind and inure to the bemefit of the | smlouvy. NeZ se zdravotaické zafizeni pfestéhuje do nové
successors and permitied assigns of the Sponsor. lokality, musi pfedem informovat zadavatele. Tato
smlouva je zavazna a je uzaviena ve prospéch naslednikd
a schvélenych nabyvatell prav zadavatele.

20. Equipment. CRO may provide, or arrange for a vendor | 20. ZaFizeni. Spoleénost CRO poskytne, nebo zajisti, Ze
to provide, certain equipment for use by Institution during | dodavatel poskytne, urfité zafizeni k uZivani
the conduct of the Trial (“Equipment”). Equipment use, | zdravotnickému zafizeni b&hem provadéni kiinického
ownership and disposition terms are further outlined in | hodnoceni (,zafizeni™). Podminky pouZivani, vlastnictvi
separate L.oan Agreement. a nakladéni se zafizenim jsou podrobngji uvedeny
v samostatné Smlouve o vyptjéce.

21. Anti-Bribery _and Anti-Corruption Laws. Institution | 21. Zdkony,_proti Viplatkaistvi a korupcei. Zdravotnické
acknowledges that Vifor, Sponsor and CRO are bound by | zafizeni bere na védomi, Ze spoleCnost Vifor, zadavatel a
anti-bribery and anti-corruption laws. As such, Vifor, | spoleénost CRO jsou vazani zdkony proti Gplatkafstvi a
Sponsor and CRO employees, agents, contractors and/or | korupci. V této souvislosti je zakdzdno, aby zam&stnanci,
representatives are prohibited from making or offering | zdstupci, smluvni partnefi a/nebo zistupei spole€nosti
payment (or anything of value), directly or indirectly, to | Vifor, zadavatele a spolegnosti CRO udinili nebo nabidli
employees or officials of any foreign government, public | platbu (nebo cokeliv hodnotného), pfimo & nepfimo,
international organization, political party, or candidates for | zam&stnancim nebo Ofednikdm zahraniéni vlady, vefejné
political office or any other person, entity or institution | mezinarodni  organizace, politické strany nebo
covered under the anti-bribery and anti-corruption laws in | kandidatdm na politickou funkci nebo kterékoli jiné
order to retain any business or secure any improper | osobé, subjektu nebo instituci, na kterou se vztahuji
advantage. Institution shall ensure that neither it nor any of | zdkony proti Uplatkafstvi a korupei, s cilem =ziskat
its officers, employees, collaborators, directors, consultants, | zakdzku nebo si  zajistit nepatiiénon  vyhodu,
agents, representatives or sub-contractors take any action | Zdravotnické zafizeni zajisti, aby samo nebo jeho vedouci
which could render Vifor, Sponsor or CRO liable unider the | pracovnici, zaméstnanci, spolupracovnici, Yeditelé,
anti-bribery and anti-corruption laws. konzultanti, zmocnénei, zastupci nebo subdodavatelé
neudinili  dkon, kterym by vemikla odpovédnost
spole¢nosti Vifor, zadavatele nebo spole¢nosti CRO die
zakontl proti dplatkafstvi a korupel.

22. Sponsor as Third Party Beneficiary. The Parties to this | 22. Zadavatel jako obmy$lena tieti strana. Strany této
Agreement recognize and agree that Sponsaor or its designee | smlouvy berou na védomi a souhlasi, Ze zadavateli nebo
takes the benefit of this Agreement as a third party | jeho zmocnénci z této smlouvy naleZi prospéch jako
beneficiary and agree that Sponsor or its designee may | obmySlené tfeti strang, a souhlasi, aby zadavatel nebo jeho
enforce such rights either directly itself or indirectly | zmocnénec tato prava vymahal pfimo sam nebo nepfimo
through CRO. prostiednictvim spole¢nosti CRO.

23. Survival of Obligations. Obligations relating to | 23, Platnost zavazkd po ukondeni smlouvy. Povinnosti
Financial  Arrangements, Confidential Information, | tykajici se finan¢nich ujednani, dfvérnych informaci,
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Inventions, Records, Publications, Publicity, Debarment, | vyndlezfi, zdznama, publikaci, publicity, zdkazu &innosti,
Exclusion, Licensure and Response, and Indemnification | vylouteni, lékafskych osv&déeni a reakci a zbaveni
survive termination of this Agreement, as do any other | odpovédnosti ziistdvaji v platnosti i po ukongeni této
provision in this Agreement or its Attachments that by its | smlouvy, stejné jako dal3i ustanoveni této smiouvy nebo
nature and intent remains valid after the term of the | jejich pfiloh, které diky svému charakteru a zaméru po
Agreement. ukonéeni smlouvy zistdvaji nadsle v platnost.

24. Entire_Agreement. This Agreement contains the | 24. Uplnd smlouva. Tato smlouva obsahuje aplné
complete understanding of the Parties and will, as of the | ujedndni stran a k datu Ginnosti nahradi viechny ostatni
Effective Date, supersede all other agreements between the | smlouvy mezi smiuvnimi stranami tykajici se daného
Parties concemning the specific Trial. This Agreement may | klinického hodnoceni. Tuto smlouva lze prodlouZit,
only be extended, renewed or otherwisc amended in | obnovit nebo jinak upravit pouze pisemnou formou
writing, by the mutual consent of the Partics. No waiver of | vyjadfujici vzdjemnou dohodu smiuvnich stran. Vzdani se
any term, provision or condition of this Agreement, or | prava na dodrZeni jakékoli podminky nebo ustanoveni
breach thereof, whether by conduct or otherwise, in any one : této smlouvy, nebo jejich poruseni na zdkladd jednani &
or more instances will be deemed to be or construed as a , Jjinak v jednom ¢&i vice pfipadech, nebude povazovano ani
further or continuing waiver of any such term, provision or X vykladano jako dalsi nebo pokratujici vzdani se prdva na
condition, or any prior, contemporaneous or subsequent | dodrZeni takové podminky nebo ustanoveni, ani jeho
breach thereof, of any other term, provision or condition of | pfedchozi, sou¢asné nebo nasledn€ porusent, nebo vzdani
this Agreement whether of a same or different pature. j se prava na dodrZeni jakékoli jiné podminky nebo
| ustanoveni iéto smlouvy stejného nebo odli¥ného
I charakteru.

25. Conflict with Attachments. To the extent that terms or | 25. Rozpor __s pFilohami. Pokud jsou podminky a
provisions of this Agreement conflict with the terms and | ustanoveni této smlouvy v rozporu s podminkami a
provisions of the Protocol, the terms and provisions of this | ustanovenimi protokolu, podminky a ustanoveni této
Agreement will control as to legal and business matters, and | smlouvy se uplatni v pravnich a obchodnich zéleZitostech
the terms and provisions of the Protocol will control as to | a podminky a ustanoveni protokolu se uplatni na samotny
technical research and scientific matters unless expressly | vyzkum a védecké otazky, pokud nebude pisemnou
agreed in writing between the Parties. formou mezi smluvnimi stranami vyslovné dohodnuto
Jinak.

26. Relationship of the Parties. The relationship of | 26. Vztah mezi stranami. Vziah zdravotnického zafizeni
Institution to Sponsor or its affiliates is one of independent | k zadavateli nebo jeho pFidruZenym subjektim je vztahem
contractor and not one of partriership, agent and principal, | nezavislého dodavatele, nikoli vztahem partnerského
emplovee and employer, joint venture, or otherwise. podniku, zmocnénee a zmocnitele, zaméstnance a
zaméstnavatele, spoleéného podniku a podobné.

|

27. Force Majeure. Neither Party will be liable for delay in | 27. Vy&i moc. Z4dnd ze smluvnich stran neponese |
performing or failure to perform obligations under this | odpovédnost za opoZdéné pinéni nebo neplnéni |
Agreement if such delay or failure results from | povinnost! vyplyvajicich z této smlouvy, jestlize takové ]
circumstances outside its reasonable control (including, | zpozdéni &i neplnéni je dilsledkem okolnosti mimo jeji
without limitation, any act of God, governmental action, | pfiméfenou kontrolu (kromé jiného véetné vy3si moci,
accident, strike, terrorism, bioterrorism, lock-out or other | zasahll vlady, nehody, stavky, terorizanu, bioterorizmu,
form of industrial action) promptly notified to the other | vyluky nebo jiné formy protestnich akci zaméstanch) a
Party (“Force Majeure™). Any incident of Force Majeure | okamZité o ném uvédomi drubou stranu {,,vy38i moc®).
will not constifute a breach of this Agreement and the time | Zasah vy38i moci nepfedstavuje porudeni 1éto smlouvy a
for performance will be extended accordingly; however, if | termin plnéni bude pfiméfené odloZen. Jestlize viak trvad
it persists for more than thirty (30) calendar days, then the | vice neZ tiicet (30) dni, strany mohou zahdjit diskusi ve
Parties may enter into discussions with a view 1o alleviating | snaze zmirnit dopady jejtho piisobeni a pokud je to
its effects and, if possible, agreeing on such alternative | mo#né, dohodnout se na alternativnich uyjedndnich, kterd
arrangements as may be reasonable in all of the | mohou byt za danych okolnesti pfiméfend.

circumstances.
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28. Governing_Law. Subject to the terms of the Trial | 28. Rozhodné prave. S vyhradou vyse uvedenych
conduct as outlined above, this Agrecment shall be | podminek provadéni klinického hbodnoceni se tato
governed by and construed in accordance with the laws of | smlouva fidi a je vykladana podle zikon( Ceské republiky
Czech Republic, without giving effect to conflict of law | bez moZnosti uplatnéni kolizich norem.

provisions.

29. Counterparts, This contract is made out in four (4) | 29. Stejnopisy. Tato smlouva je vyhotovena ve éyfech
counterparts. CRO  shall receive one (1).copy and the | (4) stejnopisech, CRO obdrZi 1 kopii a zdravotnické
Institution shall receive the contract in three (3} copies. zarizeni obdrZi smlouvu ve ttech (3) vyhotovenich.

30. This is a bilingual agreement. In case of any | 30. Tato smlouva je vyhotovena jako dvojjazyCna.
discrepancies between the English version and the Czech | V piipadé rozporu mezi anglickou a ¢eskou verzi,
version, the Czech version shall prevail. rozhodujici je feska verze textu.

31. Notices. All notices required under this Agreement will | 31. Ozpdmeni. VSechna oznameni poZadovand touto
be in writing and be deemed to have been given when hand | smlouvou musi byt udinéna v pisemné form€ a budou
delivered, sent by overnight courier or certified mail, as | povaZovina za dorudend pfi osobnim dorudeni, pfi zaslani
follows, provided that all urgent matters, such as safety | kuryrem s dorugenim do druhého dne nebo doporu¢enym
reports, will be promptly communicated via telephone, and | dopisem na niZe uvedené adresy sitim, Ze vSechny

confirmed in writing: urgentni zdleZitosti, jako napf. zpravy o bezpednosti,
budou okamZité nahldSeny po telefonu a potvrzeny
pisemné:
Sponsor / Zadavatel:
Relypsa, Inc.

100 Cardinal Way
Redwood City, CA 94063, USA

As well as to: / Jako? 1:
Vifor (International} Lid.
Rechenstrasse 37, 9014 St. Gallen, Switzerland

With a copy to / Kopie pro:

Syneos Health, LL.C

1030 Sync Street

Morrisville, North Carolina 27560 USA

Institution / Zdravotnické zafizen:
Ustredni Vojenskd nemocnice — Vojenska fakultni nemocnice Praha
U Vojenské nemocnice 1200, 169 02 Praha 6, Ceskd republika / Czech Republic

Institution: Ustfedni vojenska nemocnice | Relypsa, Inc i PAT-CR-302
Loc Name: CZL Tnstiution Bipartite CTA (CRO) | Doc Final: 08/Dec/2020 21732




[SIGNATURE PAGE FOLLOWS] T [NASLEDUJE STRANA S PODPISY | ]

Institution: Ust¥edni vojenska nemocnice | Refypsa, Inc | PAT-CR-302
Doc Name: CZE Institution Bipartite CTA {CRO) | Doc Final: 08/Dec/2020 22/32




In the event that the Parties execute this Agreement by
exchange of electronically signed copies or facsimile
signed copies, the Parties agree that, upon being signed
by all Parties, this Agreement will become effective and
binding and that facsimile copies and/or electronic
signatures will constitute evidence of a binding
agreement with the expectation that original documents
may later be exchanged in good faith,

_ Agreed to and accepted:

V pfipad€, Ze strany podepi§i tuto smlouvu formou
vymény elektronicky podepsanych kopii nebo faxavé
vymény podepsanych kopii, strany se zavazuji, Ze po
podpisu viemi stranami bude smlouva G&inna a zivazna,
a % faxové kopie a/nebo -elektronické podpisy
pfedstavuiji ditkaz zavazného ujednani s ofekavanim, Ze
originadly dokumentd budou vdobré vife vyménény
pozdgji.

Souhlasim a pFijimim:

CRO

Title / Pozice

{ 72 Zozo
Date / Datum

INSTITUTION / ZDRAVOTNICKE

ZARIZENI

Signature / Podpis

prof. MUDr. MIRGSLAV ZAVORAL, Ph.D,

Printed Name / Jméno (hlilkovym pismem)

DIRECTOR / REDITEL

Title / Pozice

30 -12- 2020

Date / Datum

List of attachments:

. Attachment A: Payment Terms
| Attachment B: Financial Arrangements Worksheet
’ Attachment C: Insurance certificate

Seznam piiloh;

Pfiloha A: Platebni podminky
Priloha B: Zaznam finanéniho ujedndni
Pfiloha C: Pojistny certifikdt

| have read and understand this Agreement and accept terms as they related to my activities as Principal Investigator /
Predetla jsemn si tuto smlouvy, rozumim jejimu znéni a ptijimam podminky souvisejici s mymi aktivitami hlavni
zkousejici. .

PRINCIPAL INVESTIGATOR / HLAVN{
ZKOUSEJICI
Title / Pozice

2770 060w

Date / Datum
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compensated as outlined on Attachment B for Trial
Subjects properly enrolled in the Trial. This amount
constitutes the full compensation for the work to be
completed by the Institution, including all work and care
specified in the Protocol for the Trial, along with all
overhead and administrative services. No compensation
will be available for Trial Subjects enrolled in the Trial in
violation of the Protocol.

A-2. Payment Terns. Payments for each Trial Subject
will be made quarterly and based on CRF data entered by
Institution and/or Principal Investigator supporting
enrolled Trial Subject visitation. Payments will be made
for completed visits and treatment related costs in
accordance with Attachment B, unless otherwise noted in
the Agreement. For each payment, including any Screen
Failures {as defined below) that may be payable under the
terms of this Agreement, Payee will be paid the total
amount earned, less 10%, for the Final Payment
(hereinafter  defined).  Monitoring  will  occur
approximately every quarter based on site enroflment and
completion of data entry. All queries must be resolved
within five (5) business days of receipt by Institution
and/or Principal Investigator any time during the Trial.
Payee must submit any final invoices within thirty (30)
calendar days after the close-out visit of the Trial at the
! Institution. Any invoices received thereafter may not be
paid. Payee will have ninety (90} calendar days after the
date of the close-out visit of the Trial at the Institution to
dispute any payment discrepancies or missing payments.

A-3. Invoicing shall be carried out on the basis of request
of CRO for invoicing prepared on the basis of supporting
documents processed by the Institution according to the
requirements of the record and handed over to the CRO;
however, by the 15 November of the current year at the
latest for work performed by the Institution in the current
year. Due date of payment of invoices shall be forty-five
(45 days from issuance thereof. Date of rendering
taxable supplies shall be considered the last day of the
period for which payment is made. In the request for
invoicing there must be mentioned specification of
activities and the period for which the payment is made.

A-4. Pass-Through Payments from Sponsor. Payments

ATTACHMENT A PRILOHA A
PAYMENT TERMS PLATEBNI PODMINKY
A-1. General Terms. Payee (hercinafter defined) will be | A-1. Vieobecné podminky. Za fadné zafazené subjekty

klinického hodnoceni bude ptijemci plateb {definovin
niZe) vyplacena odména v souladu s pfilohou B, Tato
Castka pledstavauje pinou dhradu za prici, kterou
zdravotnické zafizeni odvede, v&etng velkerych praci a
péfe uvedenych v protokolu klinického hodnoceni,
spoletné se viemireZijpimi a administrativnfmi
sluzbami. Za subjekty klinického hodnoceni zafazené do
klinickéhe hodnoceni v rozporu s protokolem nebude
vyplacena Zddni odména.

A-2. Platebni _podminky. Platby za kaidy subjekt
klinického hodnoceni budou hrazeny &tvrtletné na
zakladé 0dajld z CRF zadanych zdravotnickym zafizenim
a/nebo hlavnim zkoudejicim ziskanych pH navitévich
zafazenych subjekit klinického hodnoceni. Platby budou
provedeny za niklady na dokoncené navitévy a lédbu v
souladu s pfilohou B, nestapovi-li smlouva odling. P
kazdé¢ plathé vietné nedsp&nych  screeningi
{definovanych niZe), kterd se stanc v souladu s
podminkami této smlouvy splatnou, bude pfijemei plateb
vyplacena celkovd vydélana &astka minus 10 %
vyhrazenych na zivéreénou platbu (definovanou nize).
Priblizné kazdého &rert roku bude proveden monitoring
porovnavajici zafazovani na pracovi§ti a vyplfiovani
ddajli. Veskeré dotazry musi byt vyfeSeny do péti (5)
pracovnich dnil poté, co je zdravotnické zafizeni a/nebo
hlavni zkousejici obdr#i, a to kdykoliv b&hem klinického
hodnoceni. P¥jemce plateb je povinen pfedlozit
zavéretné faktury ve Thité tficeti (30) kalenddfnich dnu
po navitEvé pro ukondeni klinického hodnoceni ve
zdravotnickém zafizeni. Faktury pFijaté pozdéji nebudou
proplaceny. Pifjeince plateb milZze ve Thaté devadesati
(90) kalendainich dnil po datu navitévy pro ukonéeni
klinického hodnoceni ve zdravotnickém zaffzeni
rozporovat neshody v platbdch nebo chybé&jici platby.

A-3. Fakturace bude provadéna na zékladé vyzvy
zadavatele nebo CRO k fakturaci zpracované na zakladé
podklad zpracovanych zdravotnickym zafizenim dle
poZadavki protokolu a pfedanych zadavateli; nejpozdéji
viak do 5. listopadu bé&#ného roku za price vykonané
zdravoinickym zafizenim v b&iném roce. Doba splatnosti
faktur &ini Styficet pét (45) dnd od jejich vystaveni, Za
den uskuteSnéni zdaniteIného pinéni se povaZuje posledn{
den obdobi, za které je platba providéna Ve vyazvd k
fakturaci musi byt uvedena specifikace &innosti a obdobi,
za které je platha providéna.

A4, Platby piefakturované na zadavatele. Platby splatné
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duc under this Agreement are pass-through payments
from Sponsor or its designee that will be sent after such
| payments are received by CRO from Sponsor or its
| designee. CRO shall have no liability for any failure to
make payments if required funding is not provided to
CRO in advance by Sponsor or its designee.

A-5. Non-Procedural Costs. Payee will be paid for
additional non-procedural costs that are pre-approved by
Sponsor, as sct forth in Attachment B. To request
payment for such costs, Payee will remit an itemized
invoice to Sponsor or its designee with decumentation
and receipts substantiating agreed-upon pass-through
expenses. Any non-procedural pass-through expenses
will be invoiced only in the amount actually incurred with
no mark-up, up to the maximum amounts shown in
Attachment B.

A-6. Final Payment. At the conclusion of the Trial, all
CRFs and Trial-related documents will be promptly made
available for Sponsor review. The final payment (“Final
Payment”) will be paid once: all CRFs have been
completed and received; data queries have been satisfied;
all Sponsor Drug is returned; and all close out issues are
resolved and procedures completed, including final TEC
and/or RA notification, if applicable. All queries must be
resolved within five (5) business days of receipt by
Institution and/or Principal Investigator. Sponsor or its
designee will perform final reconciliation of all payments
made to date against total amount due and will within
forty-five (45) calendar days pay Payee amounts
remaining unpaid, i{ any. Payee will promptly reimburse
Sponsor or its designee any unearned or overpaid
amounts previously paid to Payee within thirty (30)
calendar days of notification by Sponsor or designee.

A-7. Taxes.

(1) Payments shown in Attachment B do not include
value added tax (“VAT”). If the Payee is VAT
registered, and if VAT is required under the
Applicable Law, VAT should be added and shown on
the invoice by the Payee at the applicable VAT rate,
along with Payee’s VAT registration number, If VAT
reverse charge mechanism applies under Applicable
Law, Payee will not add VAT to the inveice, and the

dle této smlouvy jsou platby prefakturované na
zadavatele nebo jeho zmocnénce a budou zasliny aZ poté,
co spoletnost CRO tyto platby obdr2i od zadavatele nebo
jeho zmocnénce. Spoletnost CRO nenese Zidnou
odpovédnoest za neuhrazeni platby v pfipadé, Ze potfebné
finance zadavatel nebo jeho zmoenénec véas spoletnosti
CRO neposkytli.

A-5. Naklady nesouvisejici s postupy. Pfijemei plateb
budou uhrazeny dodateéné ndklady nesouvisgjici s
postupy, které byly pfedem schvéleny zadavatelem, jak je
uvedeno v pfiloze B. Zédost o thradu takovych ndkladd
piijemce plateb podd zadavateli nebo osobg jim
opravnéné formou faktury s uvedenim jednotlivych
poloZek a podloZené dokumentaci a doklady dokladajici
dohodnuté vydaje prefakturované na zadavatele.
Piefakturované vydaje nesouvisejici s postupy budou
fakturovany pouze ve skuteiné vynaloZenych ¢astkach
bez navySeni, aZz do v¢$e maximdlnich &astek uvedenych
v pfiloze B.

A-6. ZavEreénd  platba. PH ukonleni klinického
hodnoceni budou zadavateli okamZit€ predloZeny ke
kontrole  v8echny formulafe CRF  a dokumenty
souvisejici s klinickym hodnocenim. Zavéreénd platba
(,,ZavéreCnda platba®) bude uhrazena, jakmile: budou
vyplnény a pfedany vSechny formuldfe CRF, budou
uspokojivé zodpovézeny dotazy tykajici se (daji, budou
vraceny viechny hodnocené léGivé pripravky, budou
vyfeSeny viechny problémy s ukondeni klinického
hadnoceni  a dokonéeny  viechny postupy, vietné
zavéreéného oznameni NEK a/mebo RU, pokud je to
rclevantni. Vsechny dotazy musi byl vyfefeny ve Thaié
péti (5) pracovnich dndl po jejich obdrZeni zdravotnickym
zafizenim a/nebo hlavnim zkouSejicim. Zadavatel nebo
jim uréend osoba provedou koneéné odsouhlaseni viech
plateb vyplacenych k dne$nimu dni s celkovou dluZnou
&astkou a ve 1hGtd StyfFiceti péti (45) kalendafnich dni
zaplati piijemci plateb piipadné neuhrazené &astky.
Pfijemce plateb bez odkladu ve Ihiid tficeti (30}
kalendafnich dnii po oznameni zadavatele nebo osoby jim
povefené vyplati zadavateli nebo jeho 2zmocnénci
jakékoliv neopravnéné platby nebo pfeplatky diive
uhrazené pfijemci plateb.

A-7. Dané.

(1) Platby uvedené v p¥iloze B jsou uvedeny bez dané
z pfidané hodnoty (,DPH%). Je-li pfijemce plateb
plaitcem DPH, a pokud platné zakony ukladaji
povinnost platit DP, musi pfjemce plateb DPH
pfiist a vykézat na faktufe v platné sazbé€ s uvedenim
DIC pfijemce plateb. V pfpadé, Ze se dle plamych
zikond uplatiuje pfenesend danovd povinnost,
prijemece plateb DPH na faktufe nepfitte, pfitem v
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appropriate wording should be displayed on the
invoice in accordance with Applicable Law.

(2) Payee acknowledges and agrees that it is solely
responsible for the payment of any and all
contributions and taxes imposed by any applicable
authority with respect to or measured by
compensation paid to Payee under this Agreement.
CRO or Sponsor will not be responsible for the
withholding or payment of amy such required
confributions or taxes. Payee accepts full
responsibility for reporting all payments received,
under this Agreement, to the relevant taxation
authorities as required by Applicable [.aw.

A-8. Screen Failures. A Screen Failure is a consented
Trial Subject who fails to meet the screening visit criteria
and is thus not eligible for enrollment into the Trial
(*Screen Failure™). Screen Failures will be reimbursed, if
at ali, as outlined in Artachment B.

A-9, Necessary Procedures. Payece will be reimbursed for
valid necessary visits and procedures not covered under
Attachment B, Payment for any necessary procedure due
to Trial Subject safety will be reimbursed at the agreed
upon unit cost in Attachment B, if available, or if there is
no such unit cost in Attachment B, Payee will be
compensated based on actual costs incurred by
Institution, and will require a separate invoice with
documentation for the medical necessity of the procedure.
Where practicable, Sponsor’s or CRQ’s prior written
consent will be obtained, unless it will compromise the
integrity of the Trial or affect Trial Subject safety, in
which case Sponsor will be notified as soon as practicable
after the fact.

A-10. Subiject Travel Reimbursement,

( {1)The Institution hereby undertakes to ensure, on
| behalf of the Sponsor, the reimbursement of travel
{or other) costs incurred to Subjects as a result of
their participation in the Trial. For each wvisit
prescribed by the Protocol, the Subjects arc entitled
to reimbursement in the amount of CZK 700 (fixed
amount).

{2)The CRO is obliged to transfer the advance
payment for the travel reimbursements for the

souladu s platnymi zdkony je na faktufe tfeba uvést
pozadovany text.

(2) Pfijemce plateb potvrzuje a zavazuje se, Ze ponese
vyhradni odpov&dnost za ptipadné platby viech
pfispévki a dani uvalenych pFisluinym organem na
odmény vyplacené piijemci plateb dle této smlouvy.
Spolednost CRO  nebo zadavatel neponesou
cdpovédnost za provadéni sriZzek nebo placeni
takovych poZadovanych prispévkli nebo dani.
Pifjemce platby pfebird plnou odpovédnost za
vykazovani viech pfijatych plateb dle této smlouvy
piislu$nym finanénim Gfadim v souladu s platnymi
zakony.

A-8. NelspéSny _ screening. Pfipad  netsp¥iného
screeningu se vztahuje na subjekt klinického hodnoceni,
ktery nesplni kritéria screeningové navit€vy, a tudiz neni
zpusobily k zafazeni do Klinického hodnoceni {,pfipad
nedspé&dného  screemingu®).  Pripady  nelsp&3ného
screeningu budou uhrazeny, pokud vibec, v souladu s
pfilohou B.

A-9. Mutné postupy. Pf{jemci plateb bude poskytnuta
thrada za platné nutné névitévy a postupy, které nejsou
zahmuty v pfiloze B. Uhrada za postup nutny z hlediska
bezpefnosti subjektu hodnoceni bude provedena v
jednotkové cené odsouhlasené v pfiloze B, je-li uvedena,
nebo neuvadi-li pFiloha B jednotkovou cenu, pak budou
pfijemci plateb utirazeny skuteéné naklady, které vznikly
zdravotnickému zafizend, pfidemz bude nutné vystavit
samostatnou  fakturu  podloZenou  dokumentaci
dokladajici nutnost provést lékafsky dkon. V pfipadech,
kdy to bude moZné, je tfeba ziskat pfedchozi pisemny
souhlas zadavatele nebo spoleCnosti CR(), pokud tim
nebude naruena integrita klinického hodnoceni nebo
dottena bezpetnost subjektu klinického hodnoceni,
pfidemZ v takovém ptipadé bude zadavate! informovén,
jakmile to bude nasledné moZné.

A-10. Cestovni nahrady subjekttim __ klinického

hodnoceni.

(1) Zdravotnické zafizeni se timto zavamje, Ze
jménem zadavatele zajisti proplaceni cestovnich
(pfipadné jinych) nakladd, které subjektiim
klinického hodnocen{ vzniknou v disledku jejich
Géasti na  klinickém hodnocent. Za kazdou
vykonanou navitdévu u 1ékate pfedepsanou
protokolem pFislusi subjektim klinického hodnoceni
kompenzace ve vy3i 700,- K& (fixni ¢astka).

{2) CRO je povinna zdravotnickému za¥izeni
poukézat na jeho bankovni et do 45 dnii ode dne
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Subjects in the amount of 35,000.00 CZK to the
bank account of the Institution within 45 days from
the Effective date of the Agreement. The amount
will be paid on the basis of an invoice issued by the
Institution after the previous request of the
Sponsor/CRO for invoicing. The Institution entrusts
the payment of travel reimbursements and
communication with the Sponsor/CRO in this matter
to the Investigator.

(3) The Institution will ensure, that each paid travel
reimbursement will be confirmed by signature of the
Subject on the applicable form of the Institution.

{4) The Institution is obliged to prepare and send a
statement to the CRO after exhaustion of the
provided advance payment. After receiving the
statement, the CRO shall, within 45 working days,
transfer to the Institution the amount supplementing
the advance payment according to the statement.
After the termination of the Agreement, the
Institution is obliged to submit a finai bill to the
sponsor within 30 working days. According to the
bill the CRO will either pay the Institution a
surcharge within 45 working days or the Institution
will pay an overpayment to the CRO.

The compensation of the Institution for activities under
this Article 1s already included in the total costs that the
Institution receives for the Trial conducting.

A-11. Payce. The payments will be made to the following
Payee and address:

G&innosti této smlouvy zalohu na proplaceni nabrad
subjektim klinického hodnoceni ve vysi 35.000,00
K& . Castka bude vyplacena na zakladé faktury
vystavené Zdravotnickym zaFizenim po pfedchozi
vyzvé zadvatele/CRO k fakturaci. Zdravotnické
zafizeni povéfuje proplacenim cestovnich nahrad a
komunikaci se zadavatelem/CRO v této véci
hlavniho zkousejiciho.

{3} Zdravotnické zafizeni zajisti, Ze kazdou
vyplacenou Ghradu cestovnich vyloh potvrdi
subjekt hodnoceni vlastnoru&nim podpisem na
pfishudny formulaf Zdravotnického zafizeni.

(4) Zdravotnické zafizeni je povinno ve vztahu

k CRO provést vyaétovani po vyderpani poskytnuté
zilohy a zaslat je CRO. Po obdrZeni vyti€tovani
CRO poukéZe do 45 pracovnich dni
zdravotnickému zafizeni Sastku dopliiyjict zalohu
dle vyicétovani. Poté, co bude ukonfena smlouva o
klinickém hodnoceni, je zdravotnické zafizeni
povinno do 30 pracovnich dnf pfedat CRO koneéné
vyuctovani a podle n&] CRO bud poukaZe
adravotnickému zafizeni do 45 pracovnich dni
doplatek, nebo zdravotnické zafizeni poukaze CRO
preplatck.

Odména zdravotnického zafizeni za ¢innost podie tohoto
¢lanku je jiz zahrnuta v celkové odméné, kterou
zdravotnické zafizeni obdrZi za provadéni klinického
hodnoceni.

A-11, Piijemce  plateb. Platby budou uhrazeny
nasledujicimu pfijemei a na niZe uvedenou adresu:

Payee Name / Jméno pijemce plateb: Ustfedni Vojenska nemocnice — Vojenska fakultni nemocnice Praha
Payee Address / Adresa piijemce plateb: U Vojenské nemocnice 1200, 169 02 Praha 6, Ceska republika / Czech
Republic

Payee Tax Identification Number / Datiové identifikaéni islo pfijemce plateb: CZ61383082

Payee Bank Account Details / Bankovni spojeni pfijemee plateb:

Bank Name / Nazev banky: Ceskd ndrodni banka

Bank Address / Adresa banky: Na Pfikopé 28, 115 03 Praha 1, Ceska republika / Czech Republic

Bank Account Number / Cislo Gétu
IBAN Number / Cislo IBAN
SWIFT Code / Kod SWIFT

Email address for remittance information / E-mailova adresa pro ozndmeni pl“'ije’ti—

In case of changes in the Payee’s bank account details,
Payee is obliged to inform CRO in writing, but no
amendment to this Agreement shall be required.

V piipadé zmén v bankovnim spojeni pf{jemece plateb je
pfijemce plateb povinen pisemné informovat spoleénost
CRO; dodatek k této smlouve se viak nevyzZaduje.

A-12. lovoices. All invoices must be issued and

A-12. Faktury. V3echny faktury musi byt vystaveny a
forwarded to the following as instructed:

zasldny podle pokyni} na niZe uvedenou adresu;
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Attn. Investigator Payment Department
Syneos Health UK Limited
Farnborough Business Park

I Pinehurst Road
Farnborough
Hampshire

GU14 7BF, UK
VAT: GB806650142

All payment related queries may be directed to:

Each invoice must contain: (1) Sponsor as well as Vifor's
name, (2) Protocol number, (3) project code,
(4) Principal Investigator’s name, (5) a summary of the
reimbursement to be made in compliance with the
Attachment B, and (6) if the Payee is VAT registered, the
VAT registration mumber or if VAT reverse charge
mechanism applies, the note “VAT reverse charge
applicable™

Payee will not receive any payments for pass through
expenses whereby Payee has failed to produce actual
copy invoices or other documentation clearly
substantiating that the expenditures were actual,
reasonable, and verifiable in the amount submitted for
compensation.

| VSechny dotazy k platbam zasilejte na adresu:

Kazdd faktura musi uvadét: (1) nazev zadavatele a
spoleénosti Vifor, (2) ¢islo protokolu, (3) kéd projektu,
(4Yjméno hlavniho zkoudejiciho, (S) shrnuti plateb
poZzadovanych v souladu s pfilohou B a (6) pokud je
piijemce platby platcem DPH, pak dafiové identitikaéni
¢islo, nebo uplatiluje-li se pfenesena danova povinnost,
pak pomamku ,,uplatnéni pfenesené dailové povinnosti®.

Pfijemce plateb neobdrZi Zadné platby za piefakturované
vydaje, jestlize pFijemce plateb nepfedloZil kopie faktur
nebo jiné dokumentace jasné dokladajici, Ze tyto vydaje
byly skuteéné, piiméitené a ovéfitelné v Castce
predkladané k ahradé.

{
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ATTACHMENT B PRILOHA B
FINANCIAL ARRANGEMENTS WORKSHEET ZAZNAM FINANCNIHO UJEDNANI
FINANCE SUMMARY BOX SHRNUTI FINANCNICH ZAVAZKU
invoice Currency / Ména faktury: CZK
Payment Base / Zaklad platby: Visit-based )
Effective Date / Datum (éinnosti: as of date of publication of this Agreement in Contract
Registry / k datu uvefejnni v registru smiuv
CRO Contracting Entity / Smluvni subjekt CRO: Syneos Health UK Limited

Sponsor: | Zadavatel: Relypsa, Inc., A Vifor Phairim Group Compary / Relypsa, Inc.. spoletnost ze skupiny Vitor Pharma Group
Protacel Number; [ Cislo protokolu: PAT-CR-202
A Multicenter, Double-biind, Placebo-cordrolled, Randormized Wihdrawal, Paraliel Group Study of Patiromer for the
Maragement of Hyperialemia in Subjects
Recaiving Renin-Angictensin-aidosterone Systern intibitor (RAASH Medications Tor the Treatment of Heart Faiurs
Titi: 1 Nazew: (aMONDY | A ‘ ‘ covan ;
. " Mudticartrcks dvojitd zasleperd: placsbem konfralovans studie 9 paraleinird SKuRINAIM @ § randmizovanym vysazenim aby
posumdici patiromer v i6&hS hyperkalémie
u paciertl, kterym jsou podawiny inhititory systému renin-angiotenain-aklosteron (RAAS] K i6Ghé srdetniho sethdnl
(DIAMOND}
Protocol Version: [ Verze protokol: V1.1/26-5eb-2019 7 V1,17 26. Gnora 2012
Project: / Projekt: 7000000A
Liocation: / Mista: Czach Republic | Ceska republika
Qvertiead Percent: 7 Procento relijnich ndkladd: 20.00%
Currency: / Néna: GZK - Ceach Konura § C2H -~ korana teskd
stitution: / Zdravotmcke zafizend: Ustfedni vojenskd nemocnice ~ Vojenska fekuinl semosrice Praha
Frincipal In gatcr: [ #avni

Trial Subject Visits (1) / Navitévy subjektd klinického Visit Cost per
hodnoceni (1) one visit /
{inclusive of applicable overhead) / (véetné pfisludnych Naklady na 1
reZijnich naklada) navétévu
Screening Visit / Vstupni navitéva 22,015.20
Rurrin Visit 1 (up to 12 wks) / Navitéva 1 v pfipravné fazi
{max. 12 tydnd) 7,242.00
Run-in Visi’f 2 Eup to 12 wks) / Navitéva 2 v pfipravné fazi 7.242.00
{max. 12 tydni)
Rur-in Visit 3 (up to 12 wks) / Navétéva 3 v pfiprawne faz 7242 00
(max. 12 tydni) T
Rurrin Visit 4 (up to 12 wks) / NavEtéva 4 v pfiprané fazi
(max. 12 tydnd) 7.242.00
Day 1 /Baseline / 1. den/ zafazovaci navitéva 9,704.40
Day 3/ 3. den 6,382.80
Week 17/ 1. tyden 4,852.20
Week 2/ 2. tyden 6,382.80
Week 6 / 6. tyden 4,045.80
Week 18/ 18. tyden 5,410.20
Visit 1 - Every 3 Months After Week 18 until EOS /7 Navitéva 1 - 5410 20
po 18. tydnu jednou za 3 mésice do konce studie S
Visit 2 - Every 3 Months After Week 18 urdil EOS / Navitéva 2 - 5.410.20
po 18. tydnu jednou za 3 mésice do konce studie o
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Visit 3 - Every 3 Months After Week 18 until EOS / Navitéva 3 -
pec 18. tydnu jednou za 3 mésice do konce studie 5410.20
Visit 4 - Every 3 Months After Week 18 until EOS / Navitéva 4 -
po 18. tydnu jednou za 3 mésice do konce studie 5,410.20
Visit § - Every 3 Months After Week 18 until ECS / Navitéva § -
po 18. tydnu jednou za 3 mésice do konce studie 5.410.20
EOSIET 12,210.00
PA Visit / Navitéva PA 7,017 680
Follow-up Phone Call / Kontrolni telefonat po i6ché 1,951.80
Total cost per trial subject / Celkové naklady na subjekt
Klinického hodnoceni 135,991.80

Additional Treatment Related Costs (2) / Naklady souvisejici s dal$i lé¢hou (2)
{inclusive of applicable overhead) / (véetné pfisludnych rezijnich nakladd)

Serum Pregnancy at Screening, Day 1, and EQS/ET only for
women of child-bearing potential, Local / Téhotensky test ze
séra pfi vstupni navitéva, 1. den a pii EQS/ET, pouze Zeny,
které mohou otéhotnét, mistni laboratof

Urine Pregnancy at Screening, Day 1, and EOS/ET only for
women of child-bearing potential, Local / Téhotensky test z modi
pfi vstupni navitévé, 1. den a pfi EOS/ET, pouze Zeny, které
mohou otéhotnét, mistni laboratof

Additional Spironolactone Provided to Subject, if required / Vydej
dal§iho spironolaktonu subjektu klinického hodnoceni (v pfipadé 447 .30
potieby)

Additional Run-in Visits / Dalsi navitévy v pfipravné fazi 7,242.00
Additional Every 3 Months After Week 18 Visits / Dal§i navitéwy
jednou za 3 mésice po 18. tydnu

Re-consent due to Protocol Amendment (each) / Opakované
Ziskani souhlasu po dodatku k protokolu (za kaZzdy ziskany 1,836.00
souhlas}

Screen Failure {3) / Neuspéch ve screeningu (3) 11,007.60

633.60

369.60

5410.20

Patient Travel Reimbursement, per visit (4) / Proplaceni 700.00
cestovnich vyloh subjektu klinického hodnocent, za naviiéw (4) )

Unscheduled Visits, excluding extra drug dispense (5) /
Neplanované navétévy, s wiimkou vydeje lecivého pfipravku 10,540.80
riavic (5)
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Additional Trial Related Costs (6) / Dalsi naklady souvisejici s klinickym
hodnocenim (6)
{payable based on valid invoice, inclusive of applicable overhead) / (splatné na
zakiadé platné faktury, véetné pFisluénych reZijnich naklad)

Pharmacy Maintenance Fee (yearly) / 10.000.00
Lékarna pausalni poplatek {rocni) T
Pharmacy - paymernt to first pharmacist (mothly payment) / 500.00
Lékarna - platba prvnimu farmaceutovi (mésiéni platba) ’
Pharmacy - payment to second pharmacist (mothly payment) / 500,00
Lékarna - platba druhému farmaceutovi (meésitni platba) )
Lab start-up fee (one-time) / Laboratorni start-up poplatek 7 000.00
(jednorazovy) T

Feotnotes: / Poznémiky:

1) Cost inchasive of, ut is ot imited Lo, the following: sialf tme with the Trial Subjedt iring procedures, AESSAE reporting, CRF/@CRF completion, meeting altendance, audits, monitoring
visits, assignment of subject

and randonizalion amoers, [

Naklady zatvngici napl, dobu, kterou strév 2amastrianci se subjektem Klinického hodnocant béhem Kéabrych postupd, Ha3enim AE/SAE, vypliovanim formulail CRF/ECRF, (test! ra
sohirkach, gudity,

moreoravacimi ravitivami nebo pifazovinim subjekic a rancomizaliich disel

{2) if applicable, will be reimixrsed after CRF data is erderad and reimbursad based on raceipt of invoice by Institulion as st forth in the terms of the executed agresmesnt, /
V pfipac# potfeby bude hrazeno po zadéni dat z formuléfe CRF na zkkadé fakiury vystavené zdravotnickym ziafizenim, jak je stanoveno v podminkéch wzaviené smiouvy.

{3 Pursuarit to Agreement, as not alt Screening Visits procedures wit ber padformed prior to 2 subject screen failing, you will be reimbursed 50% of the Screening Visit costs for every cne(f)
subject erroded,

Failre to adhere to the above limits wilf ot create Sponsor or CRO Satity for any compensation attributed fo the non-adherence to these terms and conditions of payment. /

V soufadu se smicuvou. Nel se zisti, Ze subjekt respitife podminky pro idast, rebrade ruiné provést viechna wyletfeni raplanovand na vetupni riivitdey 2 proto Vam bude propldcene 50 %
rékiadl

e vstupri naviiéw za kaldy jeden {1) zafazeny subjekt kiinického hodnocenl. Nedodrien! vySe uvedenyeh limitl rebude pro zadavatele ani CRO znamenat zévazek poskyinct ndhvadu &kedy
2 glvodu reiodiZen téchito podminek a platebrich pedminek.

{4) Patient Travel Reimbrrsament for site vsits will be reimixssad as par IRBVEC approved Informed Consert Form in amount of 700.00 CZK per eadh visil of Trial Subject. /
Cestowd wytohy za rivitdvy studijife centra budou proplaceny podie formuiafe informovanéhe scubiasy schvalentho IRB/EK fha dastkou 700 00 CZK za kaddot ndviidna: subjekiu Kirckeha
hednoceni,

(8} Unscheduled visits will be reimbursed per procadirs performed not [o excesd the amourt set forth above and reviewed/approved by Sporsor/CRQ uder terms in Atachment A (Payment
Terms). f

V plipadé replénovanych rdviiéy huce propidoen prowedeny Gkon s tim, Ze Sastica nesmi pekrotit vyie ivedenou Sastku a bure ovifena/schvalena zadavatelery GRO podie podminelc
uedernyeh v piiloze A {Piatebni podminky).

{5} Véll be reimbuarsad after receipt of irnoice refiecting actust costs. / Bude whrazenn po obdrdend Tekiury s uvedenim skutefnych ndidad

“INVGICE” = invoiced items will bie reimbursed by Sporsor under tenms in the Agreoment. / FAKTURA® = fakiurované polodky budou zadavatelem urazeny 2a podminek
tvederyeh v smiouve.

Payments will be prorated based on the number of isits complated, visit payments wil be based upon CRFs completed, /
Platoy budou rozsiéleny pomémym dilem pocdie podtu uskiteénmich ndvitéy, platby 22 révitavy butou vwihdzet 2 wplndnych formdaR; CRF,
All costs above include applicable overnaad (sparating costa). / VBecTny wie uwotiens naklady zahrul phisiudng redini (provoord) naklady.
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INSURANCE CERTIFICATE POJISTNY CERTIFIKAT

Only by reference / VioZeno odkazem
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Allianz ()

Potvrzeni o pojiSténi / Certificate of Insurance

1. PojiStény / Named Insured, Sponsor

Relypsa, Inc.
100 Cardinal Way
Redwood City, CA 94063 / USA

2. Dalsi pojisténi / Additional Insureds

VEichni [ékaifi, poskytovatelé zdravotni péle, laboranti nebo jiné osoby nebo subjekty
pisemné uréené nebo pisemné smluvné povéfené pojisténym, ktefi se podileji na
provadéni tohoto kiinického hodnoceni, af uZ jako jednotlivci, nebo jako pravnicke osoby,
nemocnice nebo jiné subjekty, ale pouze v rozsahu pojistného krytf poskytovaného
pojistEnému pojistnou smiouvou.

All clinicians, healthcare providers, technicians or other persons or entities designated or contracted by the
Named insured, inwriting, to conduct the Clinical Trial, either as individuals, or as carporations, hospital

institutions or other entities, but only to the extent of the coverage afforded to the Named insured under the
Policy.

3. Pojistitel / Insurer

Allianz pojistovna, a.s.

Ke Stvanici 656/3, 186 00 Praha 8

IG:47115971

zapsana v obchodnim rejstiiku vedeném Méstskym soudem v Praze, oddil B, vioZka 1815

4. {islo pojistné smlouvy / Policy Number

400 044 681
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5. Druh pojisténi

Pojisténi odpovédnasti za Gjmu vyplyvajici z klinického hodnoceni humannich lé&ivych
pripravki
Clinical Trials Insurance

Cislo protokolu: PAT-CR-302
Protacod No.

Nazev klinického hodnoceni/ldinické zkousky:
Study Title:

A Multicenter, Double-blind, Placebo controlled, Randomized Withdrawal, Parallel Group

- Study of Patiromer for the Management of Hyperkalemia in Subjects Receiving Renin
Angiotensin-Aldosterone System Inhibitor (RAASI) Medications for the Treatment of Heart
Failure

Pojidténi se sjednava ve smysiu ustanoveni § 52 odstavce 3, pism. f) zikona & 37872007
Sh., o légivech, v platném znéni.

Pojiténa je odpovédnost za Gjmu pii ubliZeni na zdravi &i pii usmrceni subjektu
hodnoceni v diisiedku provadéni ldinického hodnocent,

The insurance is issued in connection with Section 52 par 3f of the Act on Pharmaceuticals No, 378/2007
Coll., as ammended.

Under the conditions of this policy is covered damage to health (incl. death) as a consequence of carrying
out this clinical trial,

6. Celkovy limit pojistného plnéni / Limit of indemnity

EUR 5000000  pro kaZdou a viechny pojistné udélosti vzniklé v disledku
klinického hodnoceni/klinické zkouSky b&hem jednoho pojistného

obdobi
each and every Loss and in the aggregate for all Losses arising out of the Clinical
Trial within the Period of Insurance

7. Ozemni platnost / Territory

Ceska republika
Czech Republic
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8. Pojistné obdobi / Period of Insurance

Od: 01.06.2019 {Potatek pojisténi)
From: {inception Date)

Do: 31.12.2021 oba dny vCetné

to! both dates inclusive

9. Lhdita pro oznameni pojistné udalosti / Extended Reporting Period

Da: 31.12.2022 vietné

till: the date inclusive
V Praze dne 19.02.2019

In Prague on

Toto Potvrzeni o pojisténi je vytvofeno pro (ilely poji§téného a ma pouze informativni
hodnotu. Jedinym zévaznym dokumentem je pojistna smlouva, na niz se toto Potvrzeni o
pojisténi odvolava, s tim, Ze zde uvedené limity pinéni mohou byt snizeny o vyplacené
Skody.

The present Certificate of Insurance is issued to serve the Insured’s interests and is only informative. The
only binding document is the aforementioned policy which it refers to, being stated that the limits shown
above may have been raduced by paid claims,
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